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BIOMEDICAL RESEARCH ETHICS AND THE PROTEC- 
TION OF HUMAN RESEARCH SUBJECTS 

THURSDAY, SEPTEMBER 27, 1973 

HOUSE OF REPRESENTATIVES, 
COMMTTTEE ON INTERSTATE AND FOREIGN COMMERCE, 

SUBCOMMITTEE ON PUBLIC HEALTH AND ENVIRONMENT, 
Washington, D.C. 

The subcommittee met, pursuant to notice, at 10 a.m., in room 2322, 
Rayburn House Office Building, Hon. Paul G. Rogers, chairman, 
presiding. 

Mr. ROGERS. The subcommittee will come to order. 
The hearings today and tomorrow are for the purpose of examining 

the provisions of H.R. 10403 and other bills which involve the prob- 
lem of human experimentation. H.R. 10403 was introduced for pur- 
pose of discussion and has been passed in the Senate as part of legis- 
lation which deals with training and research grants. 

The overall question of the ethical conduct of conducting experi- 
ments with human subjects received worldwide attention following 
World War II and was addressed at the Nuremberg trials. Since 
then there has been several national and international agreements 
passed. 

I think there can be no question as to the need for experiments as 
part of the scientific process which give our medical storehouse new 
and valuable drugs and methods for the betterment of man. 

The question most frequently posed in light of reoccurring stories 
about the misuse of human subjects is how we can best strengthen 
existing law to insure that these misuses do not occur. 

During recent months hearings have documented that our system 
of surveillance on medical trails using humans has many shortcom- 
ings. I am not at. all sure that the provisions of H.R. 10403, as well- 
meaning as they are, can fully guarantee our goal of protecting in- 
dividuals who participate in medical research. 

I am not convinced that in trying to write into law the proper 
ethical protocols for experimentation, we can limit ourselves simply 
to one area, that being the Department of Health, Education, and 
Welfare. Nor am I convinced that when addressing the question of 
ethics we can limit our concern to projects or programs which are 
federally funded. 

I know that this committee is looking forward to hearing what 
corrections and recommendations have been made within HEW since 
the subject received attention earlier this year and what legislation 
the Department is supporting or opposing. 

The report from the General Accounting Office has again brought 
our attention to the fact that some form of revision must be forth- 
coming. 



If after the hearings are concluded we feel that the scope of legisla- 
tion presented here is not broad enough, then it may be necessary for 
us to expand its scope beyond HEW to cover all other departments 
and agencies which are involved in human experiments. Yet, we may 
possibly have to move beyond this. 

Science is the art which best exemplifies man's dedication to im- 
proving mankind's lot. But we cannot allow the individual's rights to 
be compromised or threatened in the name of science. 

Without objection, the text of H.R. 10403 and all related bills and 
agency reports thereon shall be placed in the record at this point. 

[Testimony resumes on p. 90.] 
[The text of H.R. 10403. H.R. 1111, H.R. 1112, H.R. 2655, H.R. 

5371, H.R. 6852, H.R. 7850, HR. 8778, H.R. 8779, H.R. 9488, and 
H.R. 10573, and agency reports thereon follow:] 
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IN THE HOUSE OF REPRESENTATIVES 

SEP-I-EMBKR 19,1973 

Mr. BOOEHS introduced tlie following bill; which wns referred to tlie Com- 
mittee on Interstate and Foreign Commerce 

A BILL 
To amend the Public Health Service Act to provide for the 

protection of human subjects who participate in biomedical 

or behavioral research programs, and for other purposes. 

1 Be it enacted by the Senate and House of Representa- 

2 lives of the United States of America in Congress assembled, 

3 SHORT TITLE 

4 SEC. 1. This Act maj' be cited ns the "Protection of 

5 Human Subjects Act". 

6 SEC. 2. The Public Health Service Act   (42 F.S.C. 

7 201) is amended by adding after title XI the following new 

8 title: 



2 

j "TITLE XII—PROTECTION OF HUMAN 

2 SUBJECTS 

3 "ESTABLISHMENT OE COMMISSION 

4 "SRC. 1201. (a) There is hereby established within the 

- Department of Healtli, Ediiaitioii, and Welfare, the National 

,j Commission for the Protection of Human Sul)jecls of Bio- 

rj medical and Behavioral Research. 

fj "(b)   The Commission shall be composed of eleven 

g members who shall be appointed l)y the President from 

2Q persons who are especially (|iialifu'd to serve on the Com- 

jj mission  by virtue of their training,  experience,  or back- 

12 ground. The Hienibers of the Conmiission shall be appointed 

j3 from the general public and from among individuals in the 

14 fields of medicine, law, ethics, theology, biological science, 

15 physical   science,   social   science,   philosophy,   humanities, 

IG health administration, government, and public affairs. 

17 "(c) (1) The President shall appoint, by and with the 

18 advice and consent of the Senate, one of the memliers to serve 

19 as Chairman and one to serve as Co-Chainnjin each for a 

20 term of four years at the time of appointment. 

21 "(2) Of the persons designated under subsection (c) (1) 

22 at least, but no more than, one shall have conducted bio- 

23 medical or behavioral research involving human subjects. 

24 " (d) Not more than five members of the Commission 



3 

, shall be appointed who are or who have been engaged in 

o biomedical or behavioral research involving huinau subjects. 

o "(e)   The terms of each member shall l)e four years 

4 except that— 

g "(1)  the members first appointed shall serve as 

P designated by the President, three for a term of two 

fT years, four for the term of three years, and four for n 

g term of four years; and 

Q " (2) any member appointed to fill a vacancy occur- 

jQ ring prior to expiration of such term shall serve only for 

^ j the remainder of the term for which his predecessor was 

]2 appointed. 

j.j " (f) In appointing the members of the Commission con- 

1 i sideration shall be given to nominees from the National Acad- 

15 emy of Sciences and other appropriate, independent, non- 

16 governmental organizations. 

17 "(g)  No member shall serve for more than two full 

18 terms. 

19 " (h) A vacancy in the Commission shall not affect the 

20 activities of the Commission and seven members thereof shall 

21 constitute a quorum. Appointed members may serve after 

22 the expiration of their tenns until their successors have taken 

2;J office. 

24 " (i) Members of the Commission who are not officers or 
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1 employees of the United States shall receive for each day 

2 they are engaged iu the performance of the duties of the Com- 

3 mission compensation at rates equal to the daily equivalent 

4 of the annual rate in effect for GS-18 of the General Sched- 

5 ule, including traveltime; and all members while so serving 

6 away from their homes or regular place of business, may be 

7 allowed travel expenses, including per diem in lieu of sub- 

8 sistence, in the same manner as such expenses are authorized 

9 by section 5703, title 5, United States Code, for persons in 

10 Government service employed intermittently. 

11 " (j)  The Secretary shall make available to the Com- 

12 mission such staff, consultants, experts, information, equip- 

13 ment, office space, and other assistance as it may require to 

14 carry out its activities. 

^ " (k) The Commission shall appoint an executive direc- 

1^ tor who shall serve full tume and whose duty it shall be 

1^ to administer the daily activities of the Commission. Such 

1^ executive director shall be compensated at a rate equivalent 

19 to the annual rate for a person serving at the level of GS- 

20 18 of the General Schedule. 

21 "DUTIES OF THE COMMISSION 

22 "SEC. 1202. (a) The Commission shall— 

23 " (1) undertake a comprehensive investigation and 

2* study to identify the basic ethical principles and develop 

'*"'* guidelines which should underlie the conduct of biomedi- 
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1 cal and behavioral research involving human subjects and 

2 develop and implement policies and regulations to assure 

3 that such research is carried out in accordance with the 

4 ethical principles identified by the Commission in oi^der 

5 to assure the full protection of the rights of the subjects 

6 of such research; 

7 "(2)   develop  procedure  for the  certification  of 

8 Institutional Review Boards; 

9 "(3) develop and recommend to the Congress the 

10 implementation of an appropriate range of sanctions 

11 (and the conditions for their use) for failure of certified 

12 Institutional Review Boards to respond to Commission 

13 rules, regulations, and procedures; 

14 " (4)  develop and recommend to the Congress a 

15 mechanism for the compensation of individuals and their 

16 families for injuries or death proximately caused by the 

17 participation of such mdividuals in a biomedical or be- 

18 havioral research program; and 

19 " (5) develop and recommend to the Congress with- 

20 in one year after the date of enactment of this section an 

21 appropriate mechanism to broaden the scope of the Com- 

22 mission's jurisdiction in order to assure tliat all human 

23 subjects in biomedical and behavioral research programs, 

24 demonstrations, and activities are protected. 
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I "(b)  In fulfilling the mandate of subsection   (a)   the 

'2   Commission shall, among other subjects, consider— 

3 "(1)  developing appropriate guidelines for the se- 

4 lection of human subjects for participation in biomedical 

5 or behavioral research projects; 

6 " (2) the nature and definition of informed consent 

7 in various settings; 

8 "(3)  the role of assessment of risk-benefit criteria 

Q in the determination of the appropriateness of research 

10 involving human subjects; 

11 "(4) the conditions and procedures by which ap- 

12 peal of an Institutional Review Board decision may be 

li> made to the Commission; 

14 " (5) defining more precisely the boundary between 

13 bloracdical and  behavioral  research  involving human 

16 subjects and the accepted and routine practice of niedi- 

17 cine; * "' *^ 

18 " (6)   evaluating and responding to, when ajjpro- 

in priate, requests from the biomedical and behavioral re- 

20 search community and the public for clarification of par- 

21 ticular ethical problems confronting society with regard 

22 to biomedical and behavioral research; 

23 "(7) the need for variation in the review procedures 

24 carried out by the Institutional Eeview Boards; 

25 " (8) evaluating and monitoring of the performance 

26 of Institutional Revie*r Boards; 
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7 

1 " (9) the question of conflict of interest in the per- 

2 formauce  of Institutional  Review Board  duties;  and 

3 " (10) conditions and procedures by which indi\ id- 

4 ual protocols may be referred to the Commission for 

5 decision. 

6 Wherever there are duplications, overlaps, or conflicts, this 

7 title, and policies established by the Commission, and ap- 

8 proved by the Secretary under this title, shall take prece- 

9 dence over existing Department of Health, Education, and 

10 Welfare policies governing biomedical and behavioral re- 

11 search involving human subjects. 

12 " (c) (1) In addition to its other duties, the Commission 

1^5 shall conduct a study and investigation of the employment 

1-i of psychosurgery with a view to determining the number and 

15 types of cases, during the five-year period ending Decem- 

IC ber 31, 1972, in which psychotherapy has been performed 

1' in all private and public hospitals in the United States, and 

18 of compiling an analysis, on a case-by-case basis, of a suffi- 

19 cient number of such cases (together with foUowup infor- 

-0 mation thereon)  to provide the basis for an objective sci- 

21 entific evaluation of psychosurgery performed during such 

22 period with regard to the types of psychosurgery so per- 

"•^ formed, the conditions for which it was performed, and the 

24 results thereof. The Commission shall, not later than two 

^ years after the date of enactment of this subsection, complete 
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1 such study and investigation and shall, on the basis of the 

2 information gained therefrom,  establish policies indicating 

3 the circumstances (if any) under which the performance of 

4 psychosurgery is appropriate. 

5 " (2)  As used in this subsection, the term 'psychosur- 

6 gery' means brain surgery on (A) nonual brain tissue of an 

7 individual, who does not suffer from any pathological dis- 

8 case, for the puii)ose of changing or controUuig the behavior 

9 or emotions of such individual, or (B) on diseased brain tis- 

10 sue of an individual, if the sole object of the performance of 

11 such surgery is to control, change, or affect any behavioral 

12 or emotional disturbance of such individual. Such term does 

!•' not hiclude brain surgery designed to cure, or ameliorate the 

l"! effects of epilepsy; nor shall such term be construed to in- 

15 elude electric shock treatments. 

Hi "JURISDICTION 

1"^ "SEC. 1203. The policies and procedures developed by 

18 the Commission pui-suant to section 1202 shall to the max- 

19 inunn feasible extent be applied by the Secretary as appro- 

20 piiate to the delivery of health services in health ser\'ice 

21 programs funded in whole or in part by the Department of 

22 Health, Education, and Welfare.  Until such policies and 

23 procedures are developed, tlie provisions of section 1207 (a), 

2"! (b), and (c) of this title shall be applied by the Secretary 

2i' as appropriate to the deUvery of health services in health 
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1 service programs funded in whole or in part by the Depart- 

2 ment of Health, Education, and Welfare. 

3 CONSCIENCE AMENDMENT 

4 "SEC. 1204. (a) (1) No individual shall be required to 

5 perform or assist in the performance of any portion of a 

6 health service program or research activity for which the 

7 provisions of this title are applicable, funded hi whole or in 

8 part by the Department of Health, Education, and Welfare 

9 if such performance or assistance would be contrary to his 

10 religious beliefs or moral convictions. 

11 " (2)  No entity shall be required to make its facilities 

12 available for the performance of any health service program 

13 or research activity funded in whole or in part by the Depart- 

14 ment of Health, Education, and Welfare if such performance 

15 is prohibited by the entity on the basis of religious beUefs or 

16 moral convictions. 

17 "(3) No entity may (A) discriminate in the employ- 

18 ment, promotion, or termination of employment of any phy- 

19 sician or other health care personnel, or (B)  discriminate 

20 in the extension of staff or other services to any physician or 

21 other health care persoonel solely because he performed or 

22 assisted in the performance of a lawful health service pro- 

23 gram or research activity for which the provisions of this 

24 title are apphcable in an unrelated facility, or solely because 

25 he refused to perform or assbt in the performance of such 

n-ai 0-74-2 
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1 a health service program or research activity, in a facility 

2 controlled by such entity on the grounds that his performance 

3 or assistance in the performance of such health service pro- 

4 gram or research activity would be contrary to his religious 

5 beliefs or moral convictions. 

6 "(b)  The provisions of this section shall not be con- 

7 strued as superseding the provisions of section 401 of the 

8 Health Programs Extension Act of 1973. 

9 "PEOHIBITION ON EESEABCH 

10 "SEC. 1205. Until such tune after certification of Insti- 

ll tutional Review Boards has been established and the Com- 

12 mission develops policies with regard to the conduct of re- 

13 search on the living fetus or infants, the Secretary may not 

14 conduct or support research or experimentation in the United 

15 States or abroad on a living human fetus or infant, whether 

1^ before or after induced abortion, unless such research or ex- 

1^ perimentation is done for the purpose of insuring the survival 

1* of that fetus or infant. 

19 "INSTITTJTIONAIJ BEVIEW BOABDS 

20 "SEC. 1206.   (a)  No mstitution may receive Depart- 

21 ment of Health, Education, and Welfare grants or contracts 

22 to conduct biomedical or behavioral research involving human 

23 subjects unless such institution has established an Institu- 

2* tional Keview Board certified by the Commission. 

25 "(b) (1) The members and the Chainnan of such In- 
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1 stitutional Review Boards shall be appointed by the chief 

2 executive officer of the institution in accordance with policies, 

3 regulations, and procedures of the Commission. 

4 "(2)  Such Institutional Review Boards must be com- 

5 posed of sufficient members (including religious leaders, per- 

6 sons schooled in ethics, and non-health-care professionals) 

7 with such varying backgi'Oimds of competence as to assure 

8 complete and adequate review. No member of such Institu- 

9 tional Review Boards shall be involved in either the initial or 

10 continuing review of an activity in which he has a conflict of 

11 interest as defined by the Commission, except to provide such 

12 information as may be requested by such Institutional Review 

13 Boards. 

14 " (c)  Each Institutional Review Board shall establish 

15 two subcommittees as follows: 

16 " (1) a Protocol Review Subcommittee, which shall 

17 be responsible for approving, disapproving, or offering 

18 suggestions for modifications of protocols for experimen- 

19 tal procedures; 

20 " (2) a Subject Advisory Subcommittee, which shall 

21 be primarily concerned with the protection of the rights 

22 of subjects of biomedical and behavioral research, and 

23 shall assure that human subjects are as well informed 

24 about the nature of the research as is reasonably possible. 

25. " (d) The membership of the Institutional Review Board 
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1 and its subcommittees established under this section shall be in 

2 accordance with regulations established by the Commission. 

3 "(e) Nothing in this section shall prohibit or limit the 

4 authority of the Secretary to make grants or enter into con- 

5 tracts for biomedical or behavioral research prior to the 

6 promulgation of procedures under section 1202 (a) (2). 

7 "INTERIM PBOVISIONS 

8 "SEC. 1207. (a) Until such time as the certification of 

9 Institutional Review Boards has been established, each insti- 

10 tution engaged in biomedical and behavioral research involv- 

11 ing human subjects shall determine that the rights and wel- 

12 fare of the subjects involved are fully protected, that the 

13 risks to an individual are outweighed by the potential bene- 

14 fits to him or by the importance of the knowledge to be 

15 gained, and that informed consent is to be obtained by meth- 

16 ods that are adequate. Such informed consent shall be ob- 

17 tained in all but exceptional cases. -i 

18 "(b) For the purposes of this section only, the term 'in- 

19 formed consent' shall mean the consent of a person, or his 

20 legal representative, so situated as to be able to exercise free 

21 power of choice without the intervention of any element of 

22 force, fraud, deceit, duress, or other form of constraint or 

23 coercion. Such consent shall be evidenced by an agreement 

24 signed by such person, or his legal representative. The infor- 

25 raation to be given to the subject in such written agreement 

26 shall include the followindp basjc elements: 
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1 " (1)  a fair explanation of the procedures to be 

2 followed, including an identification of any which are 

3 experimental; 

4 " (2) a description of any attendant discomforts and 

5 risks reasonably to be expected; 

6 " (3) a fair explanation of the likely results should 

7 the experimental procedure fail; 

8 " (4) a description of any benefits reasonably to be 

9 expected; 

10 " (5)   a disclosure of any appropriate alternative 

11 procedures that might be advantageous for the subject; 

12 " (6)  an offer to answer any inquiries concerning 

13 the procedures; and 

14 " (7) an instruction that the subject is free to either 

15 decline entrance into a project or to withdraw his con- 

16 sent and to discontinue participation in the project or 

17 activity at any time without prejudicing his future care. 

18 In addition, the agreement entered into by such person, or his 

19 legal representative, shall include no exculpatory language 

20 through which the subject is made to waive, or to appear to 

21 waive, any of his legal rights, or to release the institution or 

22 its agents from liability for negligence. Any organization 

23 which initiates, directs, or engages in programs of research, 

24 development, or demonstration which require informed con- 

25 sent shall keep a permanent record of such consent and the 
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1 information provided the subject and develop appropriate 

2 documentation and reporting procedures as an essential ad- 

3 ministrative function. 

4 " (c) The term 'exceptional cases' as used in subsection 

5 (a) shall be strictly construed; shall permit the waiver only 

6 of those elements of consent listed in subsection (b) as may 

7 be justified by the circumstances of each case; and shall re- 

8 quire the written concurrence in the acting physician's deci- 

9 sion by at least two other licensed physicians not involved in 

10 the research project, unless in a life threatening situation, it is 

11 not feasible to obtain such concurrence. 

12 "DUTIES OF THE BOARDS 

13 "SEC. 1208. It shall be the duty of the Institutional 

14 Review Boards, established under section 1204, to— 

15 " (1)  establish local policies for the review of re- 

16 search sponsored in whole or part by the Department 

17 of Health, Education, and Welfare, consistent with the 

Ig national guidelines promulgated under section 1202; 

19 " (2)  advise the Conunission with regard to pro- 

20 cedural  modifications  deemed  necessary  for  effective 

21 research; 

22 " (3) assume full responsibility to insure that bio- 

23 medical and behavioral research involving human sub- 

24 jects is carried out under the safest possible conditions 

25 with the fully informed consent of the subject  (or his 
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1 family)   in a manner fully consistent with the ethical 

2 principles developed by the Commission; 

3 " (4) seek the consultative services of the Commis- 

4 sion on any decision, or for the provision of information 

5 needed to arrive at a decision; and 

6 " (5)  initiate, if appropriate, the referral of par- 

7 ticular decisions to the Conmiission in accordance with 

8 regulations promulgated by the Commission. 

9 "INSPBOTIONS 

10 "SBC. 1209. (a) The executive director in consultation 

11 with the Secretary may at any reasonable time order the in- 

12 spection by the appropriate agency of the Department of 

13 Health, Education, and Welfare of each institution involved 

14 in a biomedical and behavioral research program involving 

1^ human subjects to determine if it is being operated in com- 

1*^ pliance with this title, and ndes and regulations promulgated 

^'^ hereunder. 

^^ " (b) In the case of an institution inspected pursuant to 

1^ this section, the inspection shall extend to all things therein 

^ (including records, files, papers, processes, controls, and facil- 

21 itics) bearing upon the conduct of the research in question. 

22 "BECORDKEEPINO REQUIREMENTS 

23 "SEC. 1210.  (a) Every biomedical and behavioral re- 

24 search program operated under the jurisdiction of the Com- 

2^ mission shall establish and maintain such records, make such 
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1 reports, and provide such information as the Commission may 

2 reasonably require to enable it to determine whether such 

3 program is being conducted in compliance with the provisions 

4 of this Act and standards prescribed pursuant to this title and 

5 shall, upon request of an officer or employee designated by 

6 the Commission, permit such officer or employee to inspect, 

'^ verify, and copy appropriate books, records, and documents 

8 relevant to determining whether such program is being con- 

9 ducted in compliance with standards prescribed pursuant 

10 to this section. 

11 "(b) (1) The Commission shall not disclose any infor- 

12 mation reported to or otherwise obtained by it pursuant to 

13 this section which concerns any information which contains 

1"^ or relates to a trade secret or other matter referred to in 

15 section 1905 of title 18 of the United States Code, except 

16 that such information may be disclosed to other officers or 

1^ empl6yees of the Commission and of other agencies concerned 

18 with carrying out this section, or when relevant in any pro- 

19 ceeding under this section. 

20 "(2) Records compiled pursuant to this section which 

21 concern personal or medical information shall be confidential 

22 and may be disclosed only for the purposes and under the 

23 circumstances expressly authorized under paragraph (3) of 

24 this subsection. 

25 " (3) (A) If a person, with respect to whom any g^ven 
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1 record referred to in this section is maintained, gives his 

2 written consent, the content of such record may be disclosed 

3 to medical personnel for the purposes of diagnosis or treat- 

4 ment of such person, to govermnental personnel for the pur- 

5 pose of obtaining benefits to which the person is entitled, and 

6 to such personnel as may be designated by the Commission 

7 for the purpose of carrying out this section. 

h "(B)   If a person, with respect to whom any given 

9 record referred to in this section is maintained, does not give 

10 his written consent, the content of such record may be dis- 

11 closed (i)  to medical personnel to the extent necessary to 

12 meet a bona fide medical emergency;  (ii) to such qualified 

13 personnel as may be designated by the Commission for the 

14 purpose of conducting scientific or epideraiological research, 

15 but such persomiel may not identify, directly or indirectly, 

1(5 any individual in any report of such record, or otherwise dis- 

17 close identities in any manner; or (iii) if authorized by an 

18 appropriate order of a court of competent jurisdiction granted 

19 after application showing good cause therefor. In assessing 

20 good cause the court shall weigh the public interest and the 

21 need for disclosure against the injury to the patient, to the 

22 physician-patient relationship, and to the research program, 

23 and shall determine that the disclosure will not unduly inter- 

24 fere with the treatment of the patient or the conduct of the 

25 research program. Upon the granting of such order, the court, 
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1 in determining the extent to which any disclosure of all or 

2 any part of any record is necessary, shall impose appropriate 

3 safeguards against unauthorized disclosure. This section shall 

4 not supersede any other provisions of Federal law. 

5 "(4)   The prohibitions of this section shall apply to 

6 records required to be maintained under this section con- 

7 ceming any uidividual notwithstanding any statute of limi- 

8 tations or other law which may apply. 

9 " (5) Except as authorized under paragraph (3) of this 

10 subsection, persons requiied by this section to maintain the 

11 confidentiality of records may not be compelled in any Fed- 

12 eral, State, or local civil, criminal, administrative, legislative, 

13 or other proceedings to disclose such records. 

14 " (6) Any person who unlawfully discloses the contents 

15 of any record referred to in subsection (a) shall upon cou- 

Ki viction be fined not more than $500 in the case of a firet 

17 offense, and not more than $5,000 in the case of each subse- 

18 quent offense. 

1!) "EBVIBW 

20 "SEC. 1211.  (a)  In order to assess the efficacy of its 

21 policies and those of the Institutional Keview Boards, the 

22 Commission shall aimually evaluate its activities and duties 

2:3 under this Act by contract with a quahfied, independent 

24 organization. 

25 "(b) Not less than 1 per centum of the annual budget 
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1 of the Commission shall be devoted to carrying out the pur- 

2 poses of subsection (a). 

3 "PUBLICATION OF DECISIONS 

4 "SEC. 1212. The Commission shall compile a complete 

•i Ust of decisions pertaining to programs under its jurisdiction 

(i and annually publish and distribute reports of important de- 

7 cisions. The Connnission shall estaiilish such channels of 

'6 communication among Institutional Review Boards as it 

') determines necessary to carry out its responsibilities under 

10 this Act. 

11 "DEFINITIONS 

12 "8BC. 1213. As used in this title the term— 

l;{ "(1) 'Commission'means the National Connnission for 

1-t the Protection of Human Subjects of Biomedical and Re- 

15 havioral Research. 

16 "(2) 'Institution'means any person or entity (includ- 

17 ing Government departments or agencies)   receiving De- 

ls partment of Health, Education, and  Welfare supjiort  for 

19 biomedical or behavioral research involving human subjects. 

20 "(3)   'Health service programs' means all i)rogr!uns 

21 administered by the Secretary except the Social Security Act. 

22 "AUTHORIZATION  OP  APPROPBIATIOX8 

23 "SEC. 1214. There are authorized to be appropriated 

24 to carry out the purposes of this title $3,000,000 for each 
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1 of the fiscal years ending June 30,  1974, and June 30, 

2 1975.". 

3 AMENDMENT TO SPECIAL PEOJEOT GRANT AUTHOBITY 

4 SEC.   3.   Section   772(a)(7)   of  the   Public  Health 

5 Service Act is amended by inserting immediately before the 

(j semicolon at the end thereof the following: ", or (C) provid- 

7 ing increased emphasis on, the ethical, social, legal, and 

8 moral implications of advances in biomedical research and 

9 technology with respect to the eflfects of such advances on 

10 individuals and society". 

11 REVIEW OF GRANT AND CONTRACT AWARDS 

12 SEC. 4. Part G of title VI of the Public Health Service 

13 Act is amended by adding at the end thereof the following: 

14 "REVIEW OF GRANT AND CONTRACT AWARDS 

15 "SEC. 455. The Secretary, after consultation with the 

16 Director of the National Institutes of Health and, where 

17 appropriate, with the Director of the National Institute of 

18 Mental Health, shall, by regulation, provide for the proper 

19 scientific peer review by assembled groups of qualified inde- 

20 pendent scientific experts of the review of all grants and for 

21 research and development contracts (except for grants under 

22 sections 402 (b) and 419A (c) of this Act) administered by 

23 the National Institutes of Health or the National Institute 

24 of Mental Health, which will be awarded after the date of 

25 enactment of this section. Such system of scientific peer re- 
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1 view shall be modeled after and shall utilize to the uiaxiinum 

2 extent possible appropriate peer review study section groups 

3 established by the National Institutes of Health or National 

4 Institute of Mental Health and shall be composed principally 

5 of non-Federal scientists and of no more than 20 per centum 

6 who are Federal employees in the scientific, biomedical, and 

^ behavioral research fields.". 

8 TECHNICAL   AMENDMENTS  TO  THE   PUBLIC   HEALTH 

9 SBBVICB ACT 

10 SEC. 5.   (a)  Section 1 of the Public Health Service 

11 Act is amended by striking out "titles I to XI" and inserting 

12 in lieu thereof "titles I to XII". 

13 (b) The Act of July 1, 1944  (58 Stat. 682), is fur- 

14 ther amended by renumbering title XII  (as in effect prior 

15 to the date of enactment of this Act) as title XIII and by 

16 renumbering sections 1201 through 1214 (as in effect prior 

17 to such date) and references thereto as sections 1301 through 

18 1314, respectively. 

19 SPECIAL STUDY 

20 SEC. 6. Title XII of the Public Health Service Act is 

21 amended by adding after section 1214 the following: 

22 "SPBCLAL DUTIES OF THE COMMISSION 

23 "SEC. 1215.  (a)  In addition to the duties prescribed 

24 under section 1202, the Commission shall undertake a com- 

25 prehensive mvestigatton and study of the epical, social, and 
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1 legal implications of advances in biomedical and behavioral 

•2 research and technology, which shall include, without being 

3 limited to— 

4 " (1) analysis and evaluation of scientific and tech- 

5 nological advances in the biomedical services, past, cur- 

rj rent, and projected; 

7 "(2) analysis and evaluation n     u; implications of 

8 such advances, both for individuab     .! for society; 

9 "(3)  analysis and evaluation ..: '..ws, codes, and 

10 principles governing the use of tecu. •'•>gy in medical 

11 practice; 

12 " (4)   analysis and evaluation through the use of 

13 seminars and  public hearings and  other  appropriate 

14 means of public understanding of and attitudes toward 

15 such implications; and 

16 " (5)   analysis and evaluation of implications for 

17 public policy of such findings as are made by the Com- 

IH mission with respect to biomedical advances and public 

]•} attitudes toward such advances. 

20 " (b) The Commission shall make maximum feasible use 

21 of related investigations and studies conducted by public and 

22 private agencies. 

23 " (c)  The Commission shall transmit to the President 

24 and to the Congress, not less than once every twenty-four 

2r) months, a report containing detailed statements of findings 
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1 and conclusions of the studies conducted under subsection 

2 (a), together with recomiueudations for needed legislation 

3 or other appropriate action by public or private organizations 

4 or individuals. 

5 "(d) Each department, agency, and instrumentality of 

(j the executive branch of tlio Government, including inde- 

7 pendent agencies, is authorized and directed, to the extent 

8 permitted by law, to furnish to the Commission, upon request 

9 made by the Chairman or Vice Chairman, such information 

It) as the Commission deems necessary to carry out its functions 

11 under this section.". 
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93D CONGRESS 
1ST SMSION- H.R. nil 

IN THE HOUSE OF REPRESENTATIVES 

JANUARY 3,1978 

Mr. RoTBAL introduced the following bill; which was referred to the Com- 
mittee on Interstate and Foreign Conunerce 

A BILL 
To provide for a study and evaluation of the ethical, social, 

and legal implications of advances in biomedical research 

and technology. 

1 Be it enacted by the Senate and House of Representa- 

2 lives of the United States of America i7i Congress assembled, 

3 That this Act may be cited as the "Xntional Commission on 

4 Health Science and Society Act". 

5 . ESTABLISHMENT OF COMMISSION 

6 SEC. 2. There is hereby esta:blished a National Conimis- 

"^ sioD on Health Science and Society (hereinafter referred to 

8   as the "Oommission"). 
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1 MEMBEKSmP 

2 SEC. 3. (a) The Commission shall be composed of fifteen 

3 members to be appointed by the President from among the 

4 fields of medicine, public health, mental health, law, theol- 

5 ofj;y.   biolo]2ncal   science,   physical   science,   social   science, 

6 l)hilosophy, humanities, health administration, government, 

'^ and public affairs, and from the public at large. 

8 (b) Any vacancy in the Commission shall not affect its 

9 powers. 

10 (c)  The President shall designate one of the members 

11 to serve as C'liiiirman and one to serve as Vice Chuirmau 

12 of the Commission. 

13 (d) Eight members of the Commission shall constitute a 

1* quorum. 

15 DUTIKS OP THE COMMISSION' 

16 SEC. 4. (a) The Commission shall undertake a com- 

1'^ prehensive in\estigation and study of the ethical, social, and 

18 legal implications of advances in biomedical research and 

1^ technology, which shall include, without being limited to— 

20 (1) analysis and evaluation of scientific and techno- 

21 logical advances in the biomedical sciences, current and 

22 projected; 

23 (2) analysis and evaluation of the unplications of 

24 such advances, both for mdividuals and for society; 

25 (3)   analysis and evaluation through the use of 

JS-US 0-74-3 
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1 seminars  am]  jjiiblic  hearings  and  other appropriate 

2 means, of public understanding of and attitudes toward 

8          such implications; 

* (4) analysis and evaluation of implications for pub- 

5 lie policy of such findings as are made with respect to 

8          the biomedical advances and pubUc attitudes; 

* (5) analysis and evaluation of scientific and tech- 

°          nological advances in the field of psychiatry, and psy- 

* chology, current and projected; 

^" (6) analysis and evaluation of the use of human 

^ subjects for purposes of experimentation or research; 

^ and 

** (7)  analysis and evaluation of the availability of 

" health services to all segments of the population with 

*"* particular emphasis on the health service needs of low- 

^ income segments of the population. 

^ (b) The Commission shall make maximum feasible use 

of related investigations and studies conducted by public and 

private agencies. 

(c)  The Commission shall transmit to the President 

and to the Congress one or more interim reports and, not 

later than two years after the first meeting of the Commis- 
no 

sion, one final report, containing detailed statements of the 

findings and conclusions of the Commission, together with 

its reconjmendations, including such recommendations for 
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1 action hy public and private bodies and individuals as it 

2 deems advisable. 

3 POWERS OK THE COMMliSSIOX 

4 SEC. 5.  (a)  The Commission or, on the authorization 

5 of the Commission, any subcommittee or members thereof, 

6 nuiy, for the purpose of cnriying out the provisions of 

"^ tiiis Act, hold such hearinjcs. take such testimony, and 

8 sit a,ud net at such times and i)Iaccs as the Commission 

^ deems advisable. Any member authorized by the Commis- 

10 sion may administer oaths or affirmations to witnesses ap- 

11 pearing  before  the Conmiission  or any  subconmiittee  or 

12 members thereof. 

1^ (b)  Each department, agency, and instrumentality of 

1^ the executive branch of the Government, including indcpcud- 

1^ ent agencies, is authorized and directed, to the extent per- 

1° mitted by law, to furnish to the Commission, upon request 

1' made by the Chairman or Vice Chairman, such information 

1° as the Commission deems necessary to carry out its functions 

under this Act. 

(c)  Subject to such nili-s and ivgidations as may be 

adopted by the Commission, the Chairman shall have the 

22 power to— 

(1)  appoint and fix the compensation of an exocu- 

24 . tive director, and such additional stafiF personnel as he 

25 
deems necessary, without regard to the provisions of 



30 

6 

1 title 5, United States Code, governing appointments in 

2 •      tbe conipetifive sei-vice, and without regard lo the pro- 

8 visions of ehaptor 51 and siibcliaptcr III of chapter 53 

4 ••  of sHcL tide relating to classification and General Sched- 

5 ulo pay rates, but at rates not in excess of the maximum 

6 rate for GS-18 of the General Schedule under section 

7 •    5832 of such title, and 

8 (2) procure  temporary and  intermittent  services 

9 to the same extent as is authorized by section 3109 of 

10 title 5, United States Code, but at rates not to exceed 

^ $100 a day for individuals. 

^ (d)  The Commission is authorized to enter into con- 

13 tracts with Federal or State agencies, private firms, institu- 

1^ tions, and individuals for the conduct of research or surveys, 

15 the preparation of rcjwrts, and other activities necessary to 

16 tlie discharge of its duties. 

1'' COMPENSATION OF MEMBERS 

^ SEC. 6. Members of the Oonmtiission shall receive com- 

1" pensation at the rate of $175 per day for each day they 

^" are engaged in the performance of their duties as members 

^ of the Commission and shall bo entitled to reimbursement 

for travel, subsistence, and other necessary expenses incurred 

" by them in the performance of their duties as members of 
24 the Commission. 



31 

6 

1 APPBOPBIATIONB AUTHOHIZED 

'J SEC. 7. There is hereby authorized to be appropriated 

3 the sum of $1,000,000 for the fiscal year beginning July 1, 

4 1973; and $1,000,000 for the fiscal year beginning July 1, 

5 1973. 

6 TBEMTNATIOK 

7 SEC. 8. On the ninetieth day after the date of submis- 

8 sion of its final report to the President and the Congress, 

9 the Commission shall cease to exist. 
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93D CONGRESS    V V      V^        4   4   4  tf<k •"'-"  H. R. 1112 

Df THE HOUSE OF REPRESENTATIVES 

JANUAKT 3,1973 
Mr. RoYBAi, introduced the following bill; which was referred to the Com- 

mittee on Interstate and Foreign Commerce 

A BILL 
To amend the Public Health Service Act to provide for a com- 

prehensive review of the medical, technical, social, and 

legal problems and opportunities which the Nation faces 

as a result of medical progress toward making transplanta- 

tion of organs, and the use of artificial organs a practical 

alternative in the treatment of disease; to amend the Public 

Health Service Act to provide assistance to certain non- 

Federal institutions, agencies, and organizations for the 

establishment and operation of regional and community pro- 

grams for patients with kidney disease and for the conduct 

of training related to such programs; and for other purposes. 

1 Be it enacted by the Senate and House of Representa- 

2 tives of the United States of America in Congress assembled, 

3 That this Act may be cited as the "Artificial Organ, Trans- 

4 plantation, and Technological Development Act of 1973". 
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1 SEC. 2. Part B of title III of the Public Health Service 

2 Act is amended by adding at the end thereof the following 

3 new sections: 

4 "TMK NATIONAL COMMISSION ON TBANSPLANTATJON AND 

5 ABTIFIOIAL ORGANS 

6 "SEC. 319. (a) There is established the National Com- 

7 mission on Transplantation and Artificial Organs   (herein- 

8 after in this section referred to as the 'Commission'). 

9 "(b)   The  Commission  shall  be  composed  of  seven 

10 members, who shall be appointed by the President, by and 

11 with the advice and consent of the Senate. Members shall 

12 serve at the pleasure of the President. No member of tlie 

13 Commission shall, during his period of service on the Com- 

1* mission, hold any other position as an officer or employee of 

^^ the United States, except as a retired officer or retired dvil- 

^^ ian employee of the United States. 

^'^ " (c)  The President shall designate a Chairman of the 

^® Commission  (hereinafter in this section referred to as the 

^9 'Chairman') from among its members. 

^ "(d)  Members of the Commission may each be com- 

^^ pensated at the rate of $100 for each day such member is 

engaged in the actual performance of duties vested in the 

^ Commission. Each member shall be reimbursed for travel 

^ expenses, including per diem in lieu of subsistence, as autlior- 
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1 ized by law  (5 U.S.C. 5703) for persons in the Govem- 

2 ment service employed intermittently. 

3 "(e) The Commission shall have an Executive Director, 

4 who shall be appointed by the Chairman with the approval 

5 of the President and shall be compensated at the rate pro- 

6 vidcd by law for level IV of tbe Federal Executive* Salary 

7 Schedule. The Executive Director shall have such duties and 

8 responsibilities as the Chairman may assign. 

9 " (f)  In making appointments to the Commission, the 

10 President shall assure that appointees are qualified by pro- 

11 fessional training and accomplishment to appreciate the fuU 

12 range  of medical,  legal,  social,  economic,  technical,  hu- 

13 manitarian, and other problems which are relevant to present 

14 and future decisions involving the role of the Federal Gov- 

15 emment in the prevention and treatment of diseases in which 

16 the use of transplantation or artificial organs may be a factor. 

17 "(g)   The Commission shall   (1) review present and 

18 anticipated medical, technical, social, and legal problems as- 

19 sedated with the development of the knowledge and tech- 

20 nology necessary to make transplantation and the use of 

21 artificial organs a practical and readily available alternative 

22 in the treatment of disease;   (2)  make projections of the 

23 pubUc's need for readily avdlable facilities and technology 

24 for organ transplantation and utilization of artificial organs; 



35 

4 

1 (3) consider the economic, legal, and social ramifications of 

2 alternative ways in which the Federal Government could 

3 participate in developing the necessary knowledge and facili- 

4 ties to make transplantation and the use of artificial organs 

5 a practical and readily available altemati^'e in the treatment 

6 of'disease;  (4) review and report on the activities of Fed- 

7 eral, State, and local government and private institutions in 

8 this area of medicine; and (5) advise on such specific related 

9 problems as may be referred to it by the President and the 

10 Secretary. 

11 "(h) The Commission shall consult with the Secretary 

12 regarding its studies and shall furnish its proposed reports 

13 and recommendations to the Secretary for review and com- 

14 ment. The Commission shall submit to the President such 

15 int«rim and final reports as it deems appropriate, and the 

16 Secretary shall submit to the President his views on the Com- 

17 mission's reports. The President shall transmit the Commis- 

18 sion's final report to the Congress together with such com- 

19 raents and recommendations for legislation as he deems ap- 

20 propriate. 

21 "(i) The Commission shall terminate not later than 

22 three years from the effective date of the Artificial Organ, 

23 Transplantation,  and  Technological  Development  Act  of 

24 1973. 

25 "(j) The Commission may (1) hold such hearings, sit 
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1 and act at such times and places, take such testimony, and 

2 receive such evidence as it may deem advisable;   (2)   ac- 

3 quire, furnish, and equip such office space as is necessary; 

4 (3)  use the United States mails in the same manner and 

5 upon the same conditions as other deportments and agencies 

6 of the United States;  (4) without regard to the provisions 

7 of title 5, United States Code, governing appouitments in 

8 the competitive service, and the provisions of chapter 51 and 

9 subchapter III of chapter 53 of such title relating to classifi- 

10 cation and General Schedule pay rates, employ and fix the 

11 compensation of such personnel as may be necessary to carry 

12 out the functions of the Commission; (5) procure sersnces as 

13 authorized by section 3109 of title 5, United States Code, at 

-14 rates not to exceed $100 per diem for individuals; (6) enter 

15 into contracts or agreements for studies and sur^•eys with 

16 pviblic and private organizations and transfer funds to Fcd- 

17 cml ngonrios to c^rry out such aspects of the Commission's 

18 fiinctio"ns as the Commission determines can best be carried 

19 ont in that manner; and (7) incur such necessary expenses 

20 and exercise such other powers as are consistent with and 

21 reasonably  required  to  perform  its  functions  under  this 

22 section. 

23 "(k)  Subject to general policies adopted by the Com- 

24 mission, the Cliniminn shall be the chief executive of the 
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1 Commission and shall exercise its executive and adminis- 

2 trative powers as set forth in subsection (j) of this section. 

3 "(1) The Chainnnn may make such provision as he 

4 shall deem appropriate authorizing the performance of any 

5 of his executive and administrative functions by the Execu- 

6 tive Director or other personnel of the Commission. 

7 " (m) The Couunission may, to the extent practicable, 

8 utilize the services of existing Federal health agencies. 

9 " (n) Upon request of the Coiiunission, the head of any 

10 Federal department or agency is authorized (1) to furnish 

11 to the Commission, to the extent permitted by law and 

12 within the limits of available funds, including funds trans- 

it ferred for that purpo$e pursuant to subsection (j) (6) of 

1* this section, such information as may be necessary for carry- 

15 iiig out it"! functions and as may be available to or procumJ)le 

16 by such department or agency, and (2) to detail to tempo- 

17 rary duty ^\^th this Commission on a reimbursable basis 

18 such personnel within his administrative jurisdiction as it 

19 nirty need or Itclievc to be useful for carrying out its fiuic- 

20 tions, each such detail to be without loss of seniority, pay, 

21 or other employee status. 

22 "(o)  Financial and administrative services  (including 

23 those related to bud,n;eting, accounting, financial reporting, 

24 personnel, and proctircment)   slinll W. provided tlic Com- 

25 mi5ision by the General Pcrvicos Administrnticn, for which 
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1 payment shall be made in advance, or by reimbursement from 

2 funds of the Commission in such amounts as may be agreed 

3 upon by the Chairman of the Commission and the Admin- 

4 istrator of General Services: Provided, That the regulations 

5 of the General Services Administration for the collection of 

6 indebtedness of personnel resulting from erroneous payments 

7 (5 U.S.C. 5514 (b))  shall apply to the collection of erro- 

8 neous payments made to or on behalf of a Commission em- 

9 ployee, and regulations of said Administrator for the admin- 

10 istrative control of funds shall apply to appropriations of 

11 the Commission: And provided further, That the Conunission 

12 shall not be required to prescribe such regulations. 

13 "ESTABLISHMENT AND OPERATION OF REGIONAL AND OOM- 

14 MUNITY I'ROGBAMS I'OK THE RBEVENTION AND TRBAT- 

15 MENT OF KIDNEY DISEASE 

^^ "SEC. 320.  (a) It is the purpose of this section to 

17 provide finant-ial support through grants to public and other 

18 nonprofit schools of medicine, hospitals, agencies, and institu- 

19 tions to assist in the establishment and operation of regional 

20 and community prevention  and  treatment programs  for 

21 patients with kidney diseases and for training related to such 

22 programs. 

23 "(1))  There are hereby anthorized to be appropriated 

24 the sums of $20,000,000 in the fiscal year ending June 30, 
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1 1973; and $30,000,000 for each succeeding fiscal year until 

2 and including the fiscal year ending June 30, 1975, to enable 

3 the Secretary to carry out the purposes of this section and 

4 section 321 of this Act. 

5 "(c)   The Secretary shall, after consultation with the 

6 National Advisory Committee on Kidney Disease Programs 

7 (established pursuant to section 321 of this title), prescribe 

8 general regulations and guidelines concerning (1) eligibility 

9 of public or nonprofit agencies, institutions, or organizations 

10 for grants under this section,   (2)   determination of costs 

11 with respect to which such grants may be made,  (3)  the 

12 terms and conditions under which such grants will be made, 

13 and  (4) the assurance that all grants are coordinated with 

14 any existing jegionnl plan for a kidney disease program in 

15 a particular area. 

16 " (,j) There is hereby established in the Deportment 

1*^ of Iloalth, Education, niid Welfare the Office for Kidney 

1^ Ccntci-s, for the purpose of iwlininislcrinu sections 320 and 

19 321 of this Ar^. .and pn)viding c(M)rdination of Federal ac- 

20 tivitics in the prevention and treatment of kidney disease. 

21 The Secretary is nutliorizcd to appoint a Director and such 

22 additional  personnel as are required to  perform  the re- 

23 sponsibilities specified in this Act and such additional re- 

24 sponsibilities as the Secretary may assign to the Office for 

25 Kidney Centers.. . 
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1 " (e)   Subject to the regulations and guidelines estab- 

2 lished pui-suant to subsection   (c)   the Office for Kidney 

3 Gentei-s shall assist in establishing kidney center programs. 

4 This assistance shall consist of providing information, seiT- 

5 ices, ajid grants for planning, training, construction, renova- 

6 tion, and percentage contributions toward the ())icriition of 

7 kidney centers, 

8 " (f)  A 'kidney center' for the purpose of this section 

9 means: 

10 " (1) A 'regional kidne}' center' establislu-d within 

11 or as a part of a medical school or hospital that has dem- 

12 onstrated a high level of professional competence in rele- 

13 vant medical disciplines. The purpose of the regional 

14 kidney center would be: 

15 " (i) to train medical and supporting pcrsomiel; 

IG "(ii)  to provide transplantation treatment for 

17 patients with chronic uremia where this forai of 

18 therapy is indicated; 

19 " (ill) to provide dialysis treatment when medi- 

20 cally indicated in connection with training, researcli, 

21 and transplantation; 

22 "(iv)  to engage in research and the devehijt- 

23 nient of new techniques; 

24 "(v)  to coordinate with and establish appro- 
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1 priate relations with one or more local community 

2 dialysis units (described in subsection (f) (2) ) ; 

3 " (vi) and, to assure that knowledge and treat- 

4 ment of kidney disease will evolve in a balanced 

5 fashion; 

6 "(2) A local 'community dialysis unit' established 

7 in conjunction with and in continuing relationship with 

8 a 'regional kidney center.' The purpose of a community 

9 dialysis unit would be: 

10 "(i)   to provide a central training and treat- 

11 ment facility for the care of persons having chronic 

12 kidney disease; 

13 " (ii) to provide training and supervision to 

1* physician.s, staff members, and to patients who are 

16                 oindidates for home dialysis; 

16 "(iii)   to foster and promote the availability 

1'^ nnd wider use of the equipment and techniques of 

18 homo dialysis. 

19 " (g) The amount of any grant to carry out the purposes 

20 of this section shall include: 

21 "(1) 100 per centum of the costs directly related 

to the training of physicians, staff members, patients, 

and their families; 

"(2)   100 per centum of the costs for constniction 

or renovation of existing facilities nnd for the necessary 

22 

U 
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1 equipment to establish a regional kidney center under 

2 the provisions of subsection (f) (1) ; 

3 " (3) 60 to 90 per centum of the costs for constnic- 

4 tion or renovation of existing facilities and for the neces- 

5 sai7 equipment to establish a community dialysis unit 

6 under the provisions of subsection (f) (2). The percent- 

7 age contribution shall be determined on the basis of the 

8 economic status of the particular community involved 

9 pursuant to guidelines established by the Secretary. 

10 " (4) 90 per centum in the first year of full opera- 

11 tion, 60 per centum in the second year, and 30 per 

12 centum in the third year and thereafter of the operation 

13 and maintenance costs of regional kidney centers and, 

14 community dialysis units established pursuant to this 

15 Act:  Provided, however, That grants under this snb- 

16 section may be in lesser amount if the Secretary deter- 

17 mines that centers and units are capable of meeting a 

18 larger share of costs of operation. 

19 *' (h)  Three years after the Secretary formally publishes 

20 notice in the Federal Register that applications will be re- 

21 ceived for grants under this section, the President will trans- 

22 mit to the Congress any recommendations he may wish to 

23 make concerning the program. In the event that no changes 

24 are made in the authorizing legislation, the progrimi shnll 

25 continue as authorized under this section and section 321. 
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1 "SEC. 321.  (a)  There is hereby established a National 

2 Advisory Committee on Kidney Disease  Programs.  The 

3 Committee shall consist of four members currently in Gov- 

4 emment service and eight members, not otherwise in the 

5 employ of the United States, appointed by the Secretary 

6 and without regard to the civil service laws, who are leaders 

7 in the fields of the basic medical sciences related to kidney 

8 disease, kidney disease diagnosis and treatment, community 

^   health programs, or public affairs. 

10 "(b)  Each appointed member of the Committee shall 

•^1   hold office for a term of four years, except that any member 

12   appointed to fill a vacancy prior to the expiration of the 

^   term  for which  his predecessor was  appointed  shall  he 

appointed for the remainder of such term and except that 

the term of office of the menibei-s first taking offiit- sliall 
Ifi expire, as designated by the Secretary at the time of appoint- 
17 ment, four at the end of the third year after the date of np- 

pointment. An appointed member shall not be eligible to 

serve for more than two terms. 

" (c)  Appointed members of the Committee while nt- 
21 » tending meetings or conferences thereof or otherwise serA-injf 
22 on the business of the Committee shall be entitled to receive 
23 compensation at rates fixed by the Secretary, but not exceed- 

ing $100 per day, including traveltime, and while so serving 
25 away from their homes or regular jdaces of business they 

9S-NS 0-74-4 
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1 may be allowed travel expenses, including per diem in Tieu 

2 of subsistence, as authorized by section 5703 of title 5, 

3 United States Code, for persons in the Government service 

4 employed intermittently. 

5 "(d)  The Committee shall advise and assist the Secrc- 

6 tary in the preparation of regulations for, and as to policy 

^ matters arising with respect to, the administration of this 

8 section insofar as it pertains to kidney disease, or the diag- 

9 nosis, treatment, and care of patients suffering from such 

10 diseases. After the Committee is established, it shall consider 

11 all applications for grants under section 320 which pertain 

12 to kidney diseases, or the diagnosis, treatment, and care of 

13 patients suffering from such diseases and shall make recom- 

14 mendations to the Secretary with respect to approval of 

15 application for and the amounts of such grants. 

16 " (e) The Committee shall also review and make recom- 

17 mendations on kidney disease programs of departments and 

18 agencies  of  the  Federal  Govcnnnent,  including,  but not 

19 limited to, those in tiie Veterans' Administration, the Public 

20 Health Service, and the Vocational Rehal)ilit«tiou Adnn'nis- 

21 tration, so that the methods, facilities, and programs of these 

22 administrative agencies can best be utilized in supporting 

23 programs for prevention and treatment of kidney disease. 

24 Particular attention  shall  l>e  paid  to the coordination of 

^ activities of these various agencies in a given region so as 
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1 to insure adequate geographical distribution of services and 

2 avoid duplication of facilities and services." 

3 SEC. 3. The Secretary of Health, Education, and Welfare 

4 is authorized and directed to study the effectiveness of the 

5 coverage extended by the anicndnients made by section 3 of 

6 this Act to individuals with kidney failure, giving particular 

7 attention to the need for increasing the dunition of the bene- 

8 fits provided in the case of such individuals and for nny 

9 otLer adjustments which may be indicated because of the 

10 unique nature of their condition and the treatment required. 

11 Within six months after the effective date of this Act the 

12 Secretary shall transmit to the President and the Congress a 

13 report containing his findings of fact and any conclusions or 

14 recommendations he may have. 

15 SBC. 4. The head of each department, agency, and in- 

16 strumentality of the United States is authorized and directed 

17 to cooperate with the Secretary of Health, Education, and 

18 Welfare, to the maximum extent possible, in canying out the 

19 provisions of this Act. 

20 SEC. 5. Except as otherwise specifically provided by 

21 any amendment made by this Act, there is authorized to be 

22 appropriated such sums as may be necessary to carry out 

23 the provisions of this Act. 

24 SEC. 6. The foregoing provisions of this Act shall be- 

25 come effective as of the first day of the first month which 

2fi begins after the date of enactmetit of this Act. 
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1STS.SSI0K ^^     J^     Zbb5 

IN THE HOUSE OF REPRESENTATIVES 

JANUARY 23.1073 

Mr. CARTER introduced the following bill; which was referred to the Com- 
mittee on Interstate and Foreign Commerce 

A BILL 
To cstnl)lis]i a Commission on Medical Teclmology and Dignity 

of Dying. 

1 Be it enacted hu the Senate and House of Repi-escnia- 

~    tires of the United Slates of America in Congress assembled, 

3 ESTABLISnSlENT 

4 SECTIOX 1. Tlicie is established a commission to be 

5 known as tlic Commis.sion on Medical Technology and Dig- 

C niiy of Dying (hereinafter in this Act referred to as the 

7   "Commission"). 

H SKC. 2. The Commission shall stiidv— 
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1 (1)   under  what  circumstances  modem  medical 

2 technology is being used to deny individuals the right 

3 to die with dignity; and 

4 (2)   under what circumstances the availability of 

5 governmentally funded benefits contributes to denying 

G individuals the right to die with dignity, and the costs to 

7 Federal, State, and local governments arising out of the 

8 support of individuals in such cases; 

9 and make recommendations with respect thereto, including 

10 recommendations concerning means of relieving phj'sicians 

11 and institutions in charge of individual patients of the com- 

12 plete responsibility for making decisions in this area. 

13 MKMBERSHIP 

14 SEC. 3. (a) NUMBER AND APPOINTMENT.—The Com- 

15 mission shall be composed of twelve members appointed by 

16 the President from persons who by virtue of their education, 

17 training, or experience are particularly qualified to partici- 

18 pate in the work of the Commission. 

19 (b)  TERMS.—Members shall be appointed for the life 

20 of the Commission. 

21 (c) PAY AND TRAVEL EXPENSES.— 

22 (1)  Except as provided in paragraph  (2), mem- 

23 bers of the Commission shall each be entitled to receive 

24 the daily equivalent of the annual rate of basic pay in 

25 effect for grade GS-18 of the General Schedule for eacli 
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1 day  (including traveltime)  during which they are en- 

2 gaged in the actual perfoiinauce of duties vested iu the 

3 Commission. 

4 (2) Members of the Commission who are full-time 

5 oflficers or employees of the United States shall receive 

6 no additional pay on account of their service on tJie 

7 Commission. 

8 (3) While away from their homes or regular places 

9 of business in the performance of services for the Com- 

10 mission, menibei's of the Commission shall be allowed 

11 travel expenses, includuig per diem in lieu of subsistence, 

12 in the same manner as persons employed intermittently 

13 in the Government service are allowed expenses under 

14 section 5703 (b) of title 5 of the United States Code. 

16 (d)   QUORUM.—Seven members  of the  Commission 

16 slinll constitute a quorum but a lesser number may hold 

17 hearings. 

18 (e)   CiiAiBMAN.—The Chairman of the Oonmiission 

19 shall be elected from the membership of the Commission by 

20 its members. 

21 STAFF OF COMMISSION; EXPERTS AND CONSULTANTS 

22 Si:c. 4.  (a)  STAFF.—With the approval of the Com- 

23 mission, the Chainnan may appoint and fix the pay of such 

24 personnel as he deems desirable. 
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1 (b)   Ai'i'i.icAiiiMTY OK CIVIL SEKVICE LAWS.—The 

2 stufT of lliii Commission may be appointed without regard to 

y the provisions of title 5, United States Code, governing ap- 

4 pointments in the competitive service, and may be  paid 

5 without regard to the provisions of chapter 51 and siili- 

6 cluipter III of chapter 53 of such title relating to classiilca- 

7 tion and General Schedule pay rates, except that no individ- 

8 nal so ajjpointed may receive pay in excess of the annual rate 

9 of basic pay in effect for grade GS-18 of the General Schcd- 

10 ule. 

11 (c) EXPERTS AND CONSULTANTS.—With the approval 

12 of the Commission, the Chairman may procure temporary 

13 and intermittent services to the same extent as is authorized 

14 by section 3109 (b) of title 5 of the United States Code, but 

15 at rates for individuals not to exceed the daily equivalent 

16 of the annual rate of basic pay in effect for grade GS-18 of 

17 tile General Schedule. 

18 (d) STAFF OF FEUI:I!AL AdExriES.—Upon request of 

19 the Connnission, the head of any Federal agency is authorized 

20 to detail, on a reind)ursable basis, any of the personnel of 

21 such agency to the Commission to assist it in carrying out 

22 its duties under this Act. 

23 POWERS   OF   rOJIMISSION 

24 SEC. 5. (a) IIEZVRIXGS AND SESSIONS.—The Cmnmi.s- 

25 sioii may for the purpo.se of carrying out ihis Act hold such 
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1 lictiiiiigs, sit and net at sucli times and places, take such 

2 testimony, and receive sufh evidence, as the Conunission may 

3 deem advisable. 

4 (b) POWERS OF MiiMBERS AND AGENTS.—When so 

5 authorized by the ConmiJssion, any member or agent of the 

a Commission may take any action which the Commission is 

7 authorized to take by this section. 

8 (c) OBTAINING INFORMATION.—The Commission may 

9 secure directly from any department or agency of the United 

10 States infoniiation necessary to enable it to carry out this 

11 Act. Upon request of the Chainiinn of the Commission, the 

12 head of such department or agency shall furnish such infonna- 

13 tion to the Commission. 

14 (d) MAILS.—The  Commission  may  use  the  United 

15 States mails in tlic same manner and upon the same condi- 

10 lions as other departments and agencies of the United States. 

17 (c) ADMINISTRATIVE SUITOBT SERVICES.—The Ad- 

18 miiiistrator of General Services shall provide to the Com- 

19 mi.ssiou (ui ii reimbursable basis such administrative support 

20 services as the Commission may request. 

21 REPORT 

22 SEC. 6. The Commission .shall transmit to the President 

23 for transmittal to Congress a report to the President not 

2^ later than one year from the date the Conunission is or- 

23 giiiiizcd. The final report shall contain a detailed statement 
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1 of the iindiiigs and conclusions of the Commission, together 

2 with its recommendations for such legislation and adminis- 

3 trative actions as it deems appropriate. 

4 TEBMINATION 

5 SEC. 7. The Commission shall cease to exist sixty days 

G after submitting its final report pursuant to section 6. 
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[H.R. 5371, 93d Congress, Ist session, introduced by Mr. Stokes on March 7.1973, 
and 

H.R. 6852, 93d Congress, Ist session, introduced by Mr. Stokes (for himself, Mr. 
Badillo, Mr. Burton, Mr. Carey of New York, Mrs. Chisholm, Mr. Clay, Mr. Con- 
yers, Mr. Corman, Mr. Dellums, Mr. Dent, Mr. Diggs, Mr. Edwards of California, 
Mr. Frenzel, Mr. Hawkins, Mrs. Mink, Mr. Mitchell of Maryland, Mr. Rangel, 
Mr. Rosenthal, and Mr. Thompson of New Jersey) on April 11, 1973 

are identical as follows:] 

A BILL 
To prohibit psychosurgery in federally connected health care 

facilities. 

1, Be it enacted by the Senate and House of Bepresenta- 

2 tives of the United States of America in Congress assembled, 

3 That  (a)  for purposes of this Act: 

4 (1) The term "federally connected health care facility" , 

5 means a hospital or other farality for the deUvery of health 

6 care (A) which is under the jurisdiction of any department, 

7 agency, or instrumentality of the United States,   (B)  any 

8 part of which is constructed, renovated, operated, or main- 

9 tained with funds provided under a grant, contract, loan, or 

10 loan guarantee made alter the date of the enactment of this 

11 Act by the United States, (C) which is a provider of services 
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1 qualified to participate under title XVIII of the Social Secu- 

2 rity Act or is providing medioal care and services under a 

3 State plan approved under title XIX of such Act, or (D) 

4 which is utilized to provide health care for inmates of prisons 

5 or other correctional facilities any part of which is oon- 

6 structed, renovated, operated, or maintained with such funds. 

7 (2) The term "psychosurgery" means those operations 

8 currently referred to as lobotomy, psychiatric surgery, and 

9 behavioral surgery and all other forms of brain surgery if 

10 the surgerj' is performed for the purpose of— 

11 (A)  modification or control of thoughts, feelings, 

12 actions,  or behavior rather than  the treatment  of a 

13 known and diagnosed physical disease of the brain; 

14 (B) modification of normal brain function or nor- 

15 mal brain tissue in order to control thoughts, feelings, 

16 action, or behavior; or 

17 (C)   treatment of abnormal brain function or ab- 

18 normal brain tissue in order to modifj' thoughts, feelings, 

19 actions, or behavior when the abnormality is not an 

20 established cause for those thoughts, feelmgs, actions, 

21 or behavior. 

22 Such term does not include electroshock treatment, the elec- 

23 trical stimulation of the brain, or drug therapy, except when 

24 substances are injected or inserted directly into brain tissue. 

23 (b)  No department, agency, or instrumentality of the 
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1 United States may make a grant, contract, loan, or loan 

2 guarantee after the date of enactment of this Act for any 

3 hospital or other facility for the delivery of health care 

4 unless such facility agrees to prohibit the performance of 

5 psychosurgery on its premises or for any prison or other 

6 correctional facility unless such facility agrees to prohibit 

7 the performance of psychosurgery on any of its inmates. 

8 The  Secretary  of Health,  Education,  and  Welfare  shall 

9 notify each hospital or other facility for the delivery of 

10 health care described in paragraph  (1)  of subsection  (a) 

11 of the requirements of this Act. 

12 SEC. 2. It shall be unlawful for (1) any person to per- 

13 form psychosurgery in any federally connected health care 

14 facility, and   (2)  for any federally connected health care 

15 facility to permit any person to perform psychosurgery in 

16 violation of clause (1) of this section. 

17 SEC. 3. (a) (1) Any person who violates section 2(1) 

18 (rf this Act and any federally connected health care facility 

19 (other than such facility under the jurisdiction of a depart- 

20 ment, agency, or instrumentality of the United States or a 

21 State)   which violates section 2(2)   of this Act shaill be 

22 subject to a civil penalty of not more than 110,000 for each 

23 violation. Such penalty may be assessed by the Commission 

24 established under section 4  (hereinafter in this section re- 

25 ferred to as the "Commission")   and collected in a civil 



oo 

4 

1 actiou brought by the United States in a United States dis- 

2 trict court. 

3 (2)1^ Buy proceeding by the Commission ^o assess a 

4 civil penalty under this subsection, no penalty shall be as- 

5 sessed until the person or facility charged shall have been 

6 given notice and an opportunity to present his or its views 

7 on suc^ charge. If the Commission's determination that such 

8 person or faciUty is liable for such penalty is made on the 

9 record after notice and opportunity for hearing, then in any 

10 civil action to collect such penalty  (and in any other civil 

11 action reviewing such determination of the Commission) 

12 any findings of fact on which such determination is based 

13 shall be conclusive if supported by substantial evidence on 

14 the record considered as a whole. 

15 (b) The Commission may bring a civil action in the 

16 district courts of the United States to restrain violations of 

17 section 2. 

18 (c) (1) Any individual upon whom psychosurgery was 

19 performed in violation of section 2 may bring a civil action 

20 in the district courts of the United  States  for damages 

21 against the person who performed such psychosurgery or' 

22 against the federally connected health care facility which 

23 permitted it to be performed, or against both. The court in 

24 such action shall, in addition to any judgment accorded to 

25 the plaintiff, allow a reasonable attorney's fee to be paid by 
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1 the defendant and the costs of the action. The remedy pro- 

2 vided by this subsection shall be in addition to and not in 

3 substitution for any other remedies which such individual 

4 may have under any other law or at common law. 

5 (2) The Commission may, upon the written request of 

6 any such iudividuiil or class of individuals made in accord- 

7 ance with such re(|uirement8 as the Commission shall pre- 

8 scrilie, bring such n civil action in the district courts of the 

9 United States on behalf of any such individual or class of 

10 such individuals. 

11 (d)  No person who performs psychosurgery in viola- 

12 tion of section 2(1) — 

13 (1) may receive any funds under any grant made 

14 by the United States or under any contract or loan made 

15 by the UUted States after the date of enactment of this 

16 Act, or 

17 (2) shall be eligible to apply for any grant, con- 

18 trect, loan, or guarantee made by the United States, 

19 during the five-year period beginning on the date Buoh per- 

20 son is determined by the Conmussion to have violated section 

21 2(1). The Conomission shall report to each department, 

22 agency,  and instrumentality of the  United States which 

23 makes grants, contracts, loans, or loan guarantees to which 

24 this subsection may apply such information respecting deter- 

25 minations by the Comimission of violations of section 2(1) 
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1 as may be necessary for such departments, agencies, and in- 

2 strumentalities to enforce this subsection. 

3 SEC. 4.   (a)   There is established the Psychosurgery 

4 Commission   (hereinafter in this section referred to as the 

5 "Commission") which shall be composed of nine members 

6 appointed by the President, by and with the advice and 

7 consent of the Senate, from individuals who have an interest 

8 and experience in the field of mental health and who are 

9 not physidans or persons with a master's or doctor's degree 

10 in psychology. At least three members shall be appointed 

11 from individuals who are members of one or more minority 

12 groups  (as that term is defined in section 720(9) (A) (i) 

13 of the Emergency School Aid Act). A vacancy in the Com- 

14 mission shall be filled in the manner in which the original 

15 appointment was made. 

16 (b) (1)   Except as provided in paragraphs   (2)   and 

17 (3), members shall be appointed for terms of three years. 

18 (2) Of the menAers first appointed— 

19 (A) three shaD be appointed for tenns of one year, 

20 (B) three shall be appointed for terms of two years, 

21 and 

22 (C)   three shall be appointed for terms of three 

23 years, 

24 as designated by the President at the time of appointment. 

25 (3) Any member appointed to fill a vacancy occurring 
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1 prior to the expiration of the term for which his predecessor 

2 was appointed shall be appointed only for the remainder of 

3 such term. A member may serve after the expiration of his 

4 term until his successor has taken office. 

6 (c) (1)  Members  of the  Commission  shall  each  be 

6 entitled to receive the daily equivalent of the annual rate of 

7 basic pay in efifect for grade GS-18 of the General Schedule 

8 for each day  (including traveltime)  during which they are 

9 engaged in the actual performance of duties vested in the 

10 Commission. 

11 (2)  While away from their homes or regular places of 

12 business m the performance of services for the Commission, 

13 members of the Commission shall be allowed travel expenses, 

14 including per diem in lieu of subsistence, in the same manner 

15 as persons employed intermittently in the Government serv- 

16 ice are allowed expenses under section 5703 (b) of title 5 of 

17 the United States Code. 

18 (d) Five members of the Commission shall constitute a 

19 quorum but a lesser number may hold hearings. The Chair- 

20 man and Vice Chairman of the Conunission shall be elected 

21 by the members of the Conmiission. 

22 (e) (1) Subject to such rules as may be adopted by the 

23 Commission, the Chairman may appoint and fix the pay of 

24 such personnel as he deems desirable. 

25 (2)  The 8ta£f of the Commission shall be appointed 
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1 subject to the provisions of title 5, United States Code, 

2 governing appointments m the competitive service, and shall 

3 be paid in accordance with the provisions of chapter 51 and 

4 subchapter III of chapter 53 of such title relating to classi- 

5 fication and General Schedule pay rates. 

6 (f)  Upon request of the Commission, the head of any 

7 Federal agency is authorized to detail, on a reimbursable 

8 basis, any of the personnel of such agency to the Commission 

9 to assist it in carrying out its duties under this Act. 

10 (g) (1) The Commission may for the purpose of carry- 

11 ing out this Act hold such hearings, sit and act at such times 

12 and places, take such testimony, and receive such evidence, 

13 as the Commission may deem advisable. The Commission 

14 may administer oaths or affirmations to witnesses appearing 

15 before it. 

16 (2) When so authorized by the Commission, any mem- 

17 her or agent of the Commission may take any action which 

18 the Commission is authorized to take by this section. 

19 (3) The Conmiission may secure directly from any de- 

20 partment or agency of the United States information neces- 

21 sary to enable it to carry out this Act. Upon request of the 

22 Chairman or Vice Cluurman of the Conmiission, the head of 

23 such department or agency shall furnish such information 

24 to the Conmiission. 

25 (4)  The Commission may use the United States mails 

3S-S2S 0-74-9 
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1 in the same manner and upon the same conditions as other 

2 departments and agencies of the United States. 

3 (h) (1)   The Commission shall have power to isste 

4 subpenas requiring the attendance and testimony of wft- 

5 nesses ajid the production of any e^'idenc« that relates to any 

6 matter under investigation by the (Commission. Such fU- 

1 tendance ofwitaesses and the production of such evidcnoe 

8 may be required from any place within lie United Stales 

9 at any designated place of hearing within the United States. 

10 (2) If a person issued a subpena under paragraph (1) 

11 refuses to obey such subpena or is guilty of contumacy, any 

12 court of the United States within the judicial district within 

1.3 which the hearing is conducted or within tlie judicial district 

14 witbin which such person is found or resides or transacts 

15 business may  (upon appUcation by the Commission) order 

16 such person to appear before the Oommission to produce 

17 evidence or to give testimony touching the matter under 

18 investigation. Any failure to obey such order of the court 

19 may be punished by such court as a contempt thereof. 

20 (3) The subpenas of the Commission shall be served in 

21 the manner provided for subpenas issued by a United States 

22 district court under the Federal Sules of Civil Procedure 

23 for the United States district courts. 

24 (4) All process of any court to which appUcation may 

25 be made under this section may be served in the judicial 
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1 district wherein the person required to be served resides or 

2 may be foond. 

3 (5)  For purposes of sections 6002 and 6004 of title 

4 18 of the United States Code, the Comniission ^all be con- 

5 sidered an agency of the United States. 

6 (i) The Oommission shall report on or before January I 

7 of each year to the Prewdent and the Congress respecting its 

8 activities under this Act. 
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[H.R. 7850, 93d Congress, Ist session, introduced by Mr. Roncalio of New York on 
May 15, 1973; 

H.R. 8778, 93d Congress, 1st session, introduced by Mr. Roncalio of New York 
(for himself, Mr. Addabbo, Mr. Archer, Mr. Burgener, Mr. Clancy, Mr. Cleveland, 
Mr. Dominick V. Daniels, Mr. Delaney, Mr. Denholm, Mr. Erlenborn, Mr. Faunt- 
roy, Mr. Froehlich, Mr. Giaimo, Mr. Grover, Mr. Guyer, Mrs. Heckler of Massa- 
chusetts, Mr. Hillis, Mr. Hogan, Mr. Ketchum, Mr. Maraziti, Mr. Mazzoli, Mr. 
Mitchell of New York, Mr. Murphy of HIinois, Mr. Nedzi, and Mr. O'Brien) on 
June 18, 1973; 

H.R. 8779, 93d Congress, Ist session, introduced by Mr. Roncalio of New York 
(for himself, Mr. O'Hara, Mr. Peyser, Mrs. Sullivan, Mr. Walsh, Mr. Won Pat. 
Mr. Young of Illinois, Mr. Wydler. Mr. Zablocki, and Mr. Zwach) on June 18,1973. 
and 

H.R. 9488, 93d Congress, 1st session, introduced by Mr. Roncalio of New York 
(for himself, Mr. Bafalis, Mr. Jones of Oklahoma, and Mr. Powell of Ohio) on 
July 23. 1973, 

are identical as follows:] 

A BILL 
To prohibit the use of a)ti)iopiiated funds to carry out or assist 

research on living' Immau fctUM's. 

1 Be it enacted by the Senate and House of Representa- 

2 tives of the United States of America in Congress assembled, 

3 That no funds heretofore or hereafter appropriated for any 

4 department, agency, or instrumentality of the United States 

5 may he used to carry out any research activity on a human 

6 fetus which is outside the womb of its mother and which is 

7 alive with a beating heart or to assist (by grant, contract, or 

8 otherwise) any person in carrying out such research activity. 
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-.s- H. R. 10573 

IN THE HOUSE OF REPRESENTATIVES 

SKPTEMBEK 26,1973 

Mr. PiiKYKii intiodiiicd tlic followiii}; tiill: wliicli was referred to tlio Com- 
mittee on Interstate and Foreif^u Commerce 

A BILL 
To cstaltlisli within the executive liraneh an independent Itoard 

to establish guidelines for experinieuts involving human 

beings. 

1 Be it enacted by the Senate and House of Representa- 

2 lives of the United States of America in Congr<:<s assembled, 

3 Tliat this act shall )>e known as the "National Human Ex- 

4 pcrimentation Standards Board Act". 

5 ESTAHLISIIMEXT ()!•' THE BOAKD 

6 SEC. 2.   (a)   There is hereby established, as an inde- 

7 pendent agency in the executive branch, a National Human 

8 Experimentation Standards Hoard (hereinafter referred to as 

9 the "Board" or "National Board"). 

10 (b)   The Board shall be composed of five membei-s to 
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1 be appointed by the President by and with the advice and 

2 consent of the Senate from among individuals who by virtue 

3 of their senicc, experience, or edunition are especially quali- 

4 fied to serve on the Board. At least one, but not more than 

5 two, of the members of the Board shall be doctors of medicine 

6 who^^avo had experience m research on human beings. At 

7 least one of the members shidl be well schooled in the field 

8 of medical law and ethics. The members shall select a chair- 

9 man and a vice chairman from among then- membership. 

10 The terms of office of each member of the board shall be 

11 tliree years except that— 

12 (1)   the members first appointed shall serve, as 

18 designated by the President, one for a term of one 

14 year, two for a term of two years, and two for a term 

15 of three years; 

16 (2) any member appointed to fill a vacancy shall 

17 serve for the remainder of the term for which his prede- 

18 cessor was appointed; and 

19 (3)  a member shall be eligible for reappointment 

20 for one additional term. 

21 (c) Any vacancy on the Board shall not aflfect its powers 

22 and three members of the Board shall co;istitute a quorum 

23 except that the ChauTuan may prescribe a lesser number to 

24 constitute a quorum for the purpose of conducting hearings. 

25 (d) The Commission shall appoint an executive director 
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1 who shall serve full time and whose duty it shall be to ad- 

2 minister the daily activities of the Board. 

3 ADMINISTRATIVE I'OWERS 

4 SEC. 3. (a) In order to carry out the provisions of this 

5 Act, the Board is authorized to— 

6 (1) appoint and fix the compensation of personnel 

7 of the Board in accordance with the provisions of title 

8 5, United States Code; 

9 (2)  make, promulgate, issue, rescind, and amend 

10 rules and regulations as may he neccssar3' to carry out 

11 the functioivs vested in the Board and delegate autbor- 

12 ity to any officer or employee; 

13 (3)  employ experts and consultants in accordance 

14 with section 3109 of title 5, United States Code; 

15 (4) appoint one or more advisory committees com- 

16 posed of such private citizens and officials of Federal, 

17 State, and local governments as it deems desirable, to 

18 advise it with respect to its functions under this Act; 

19 (5) utilize, with their consent, the services, equip- 

20 ment,  personnel,  infonnation,  and  facilities  of  other 

21 Federal, State, and local public agencies with or without 

22 reimbursement therefor; 

23 (6)  accept voluntary and uncompensated services, 

24 notwithstanding the provisions of section 3676 of the 

25 revised statutes; 
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1 (7)  accept on beliiilf of the Board unconditional 

2 gifts or donation of services, moneN-, or property, real, 

3 personal, or mixed, tangible, or intangible; 

4 (8)  take such actions as may be required for the 

5 accomplishment of the objectives of the Board; and 

6 (9) make contracts with public or private nonprofit 

7 entities to conduct studies related to the purposes of this 

8 Act. 

9 (b)  Upon request made by the Board, each Federal 

10 agency is authorized and  directed  to  make  its  services, 

11 equipment, personnel, facilities, and information  (including 

12 suggestions, estimates, and statistics) available to the great- 

13 est practicable extent consistent with other laws to the Board 

14 in the performance of its functions with or without reim- 

15 bursement. 

16 (e)  Each member of a committee appointed pursuant 

17 to clause   (4)   of subsection   (a)  of this section who is not 

18 an officer or employee of the Federal Government shall be 

19 compensated at the rate prescribed for GS-18 under section 

20 5332 of title 5, United States Code, for each day he is 

21 engaged in the actual perfonnance of his duties  (including 

22 traveltime)   as a member of a committee. All members 

23 shall be reimbursed for travel, suljsistencc, and necessarv' 

24 expenses incurred in the performance of their duties. 

25 (d) (1)  The Board or any duly authorized subcommit- 
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1 tee or member thereof may, for the puqioses of carrj'ing out 

2 the provisions of this Act, hold such hearings, sit and act at 

3 such times and places, administer such oaths, and require by 

i subpena or otherwise the attendance and testimony of such 

5 witnesses and the production of such books, records, corre- 

6 spondenee, memorandums,  papers, and documents  as the 

7 Board or such subcommittee or member may deem advisable. 

8 Any member of the Board may administer oaths or affinna- 

9 tions to witnesses appearing hefore the Board or before such 

10 subcommittee or member. Subpenas may be issued under the 

] 1 signature of the Chairman, or any member of the Board duly 

12 designated by the Chairman, and may be served by any per- 

13 son designated by the Chainnau or by any other member 

14 of the Board. 

15 (2) In the case of contumacy or refusal to obey a sub- 

16 pena issued under paragraph (1) by any person who resides, 

17 is found, or transacts business within the jurisdiction of any 

18 district court of the United States, such court, upon applica- 

19 tion made by the Attorney General of the United States at 

20 the request of the Chairman of the Board, shall have juris- 

21 diction to issue to such person an order requiring such person 

22 to appear before the Board or a subccmimittec or member 

23 thereof, there to produce evidence if so ordered, or there to 

24 give  testimony touching the matter  under inquiry.  Any 
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1 failure of such pereon to obey any such order of the court 

2 may be punished by the court as a contempt thereof. 

3 COMPENSATION 

4 SEC. 4. (a) Section 5314 of title 5, United States Code, 

5 is amended by adding at the end thereof the following new 

6 paragraph: 

7 "(59)   Chairman, National Human Kxperimcnta- 

8 tion Standards Board." 

9 (b)   Section 5315 of title 5, United States Code, is 

10 amended by adding at the end thereof the following new 

11 paragraph: 

12 " (96)   Members,  National Human  Experimenta- 

13 tion Standards Board (4)." 

14 SEC. 5.   (a)   It shall be the function of the Board to 

15 develop guidelines and to issue regulations, m accordance 

16 with the provisions of the Administrative Procedures Act, 

17 for the conduct of biomedical and behavioral research in- 

18 volving human  subjects.   The  regulations  and  guidelines 

19 adopted by the Board shall be designed to insure that the 

20 conduct of such research be conducted in accordance with 

21 the highest ethical and moral standards, the constitutional 

22 rights of all American citizens, and fully consonant with 

23 the right of privacy and the dignity and integrity of the 

24 human subject. \A'herever there are duplications, overlaps, 

25 or conflicts, this Act and policies established by the Board 
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1 shall take precedence over existing Federal or departmental 

2 guidelines and policies governing bioniedical and behavioral 

3 research involving human subjects. 

4 (b)   No medical experiment involving human beings 

5 which is funded in whole or in part with Federal funds, or 

6 which is conducted in any facility or institution which is the 

7 recipient of Federal funds, or is operated by or on i)ehalf 

8 of the Federal Government, shall be conducted except in 

9 accordance with regulations adopted pursuant to section 5 

10 (a) of this Act. 

11 (c) The Board shall adopt specific and detailed guide- 

12 hnes and regulations to insure: 

13 (1) That true informed consent is obtained from the 

subject of each experiment. Among other things, they shall 

provide— 

•^'* (A)   that written consent shall be obtained and 

^ kept permanently on file for each subject of each experi- 

^^ ment; 

19 (B)  that a brief sumnjary describing the process 

^ through which that consent was obtained be kept per- 

^ manently on file; 

22 (C) that the Board shall have immediate access to 

23 any and all information kept in those files; 

24 (D)  that the definition of informed consent shall 
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1 iiu'ludf, among other tilings, the provisions outlined in 

2 section 12 (d) of this Act. 

3 (2) That each expcriniont shall make provision for the 

4 compensation of victims of experiments that do not comply 

5 with the gnidelines and regulations issued by the Board. 

6 (3) That any research project may he terminated, ui)on 

7 notice and hearing, for a violation of the guidelines and regu- 

8 lations of the Board. 

9 (d) The Board shall make a full and complete study of 

10 the practice of psychosurgcry to determine its medical reli- 

11 ahility. and under what, if any, conditions if should he per- 

12 mitted to be perfonned. In making this study the Board shall 

13 give highest priority to ethical and moral principles, constitu- 

14 tional rights of citizens, and the privacy and personal integ- 

15 rity of human beings. 

16 (1)  The Board shall make a report on psyehosurgery 

17 within two years of the date of the passage of this Act. The 

18 report  shall  be made pul)lic and shall  be  transmitted  to 

19 Congress. 

20 (2) The re])ort shall consider in which ea.ses and under 

21 which circumstances psyehosurgery may be permitted. 

22 (p)  The Board shall, not later than (me hundred and 

23 eighty days following the issuance of its report on psycho- 

24 surgery, promulgate guidelines and regulations, in accordance 

25 with the provisions of the Administrative Procedures Act, to 
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1 govern the practice of psychosurgery. The regulations shall, 

2 among other things, provide— 

3 (1) That psychosurgery may be performed only where it 

4 has been proved to be a medically effective practice for a 

5 designated physiological disorder. 

g (2) That psychosurgery may not be performed to alter 

7 the personality or modify the behavior pattern of the subject 

g involved. 

9 (3) That psychosurgery may be performed only in in- 

10 stances where a physically diseased or damaged portion of 

11 the brain endangers the life or health of the subject and no 

12 other less permanent treatment can be used successfully. 

13 (4) That no psychosurgery may be performed in any 

14 experiment which is funded in whole or in part with Federal 

15 funds, or in any facility or institution which is the recipient 

16 of Federal funds, or which is operated by or on behalf of the 

17 Federal Government, except in accordance with regulations 

18 issued by the Board. 

19 (5) That no psychosurgerj' shall be perforpied without 

20 the specific sanction and official approval of the Board. The 

21 Board shall grant no general or unlimited approvals. 

22 (f)  Until such time as the report and regulations re- 

23 quired by subsections (d) and (e) of this section have been 

24 issued, there shall be a moratorium on all psychosurgery 
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i funded in whole or in part by Federal funds, or performed in 

2 any institution which is the recipient of Federal funds, or 

3 which is operated by or on behalf of the Federal Government, 

4 except in the cases of epilepsy or Parkinson's disease where 

5 psychosurgery has been proved to be a medically effective 

6 treatment for a defined pbyjiiological disorder. 

7 (g) (1) The Board shall review all planned medical ex- 

8 pcrinients that involve human beings which are funded in 

9 whole or in part with Federal funds to determine if the guide- 

10 lines established under subsection (a) of this section are being 

11 complied with, and no such experiment may be conducted 

12 without the express approval of the Board. In making its de- 

13 cision, the Board shall give due consideration to the action of 

14 the appropriate Institutional Keview Committee under sec- 

15 tion 9(b). 

16 (2) The Board shall report to the appropriate commit- 

17 tees of Congress the details of each proposed grant and each 

18 program of experimentation, including the persons conduct- 

19 ing the program, the iiwtitution concerned, the amount of the 

20 grant, tlie nature of the program, and whether the grant or 

21 program has been approved or disapproved by the appro- 

22 priate IRC and the National Board. No grant or program 

23 shall lie finally approved until at least ninety days after the 

24 propo.sal has been reported to Congress. The National Board 
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1 shall provide such additional infonuatlon on each proposal 

2 as the Committee shall request. 

3 (h) The Board shall obtain a report from each Federal 

4 department or agency detailing the exact extent to whidi 

5 experimentation on human beings is conducted within that 

6 depfirtmeut, or agenc)', and re<]nirc that the rep(ut be up- 

7 dated on a yearlj' basis. Any department or agency that 

8 conducts experiments on hinnan beings must hnvc its huniiui 

9 experimentation  program  approved  by  the  Board  before 

10 Federal funds can be allocated for that department or agency. 

11 (i)  The Board shall prepare and submit an annual re- 

12 port to the President, for tmusmittal to the Congress, rec- 

13 ommending   legislation,   if   required,   and   detailuig   the 

^^ performance of the Board during the preceding year. 

^^ (j)  The Board shall develop procedures for the certi- 

^" fication of Institutional Review Committees. 

^^ JUDICIAL FEVIEW 

1^ SEC. 6.   (a)  The Board is authorized to institute for 

1^ or in the name of the United States a civil action or other 

^ proceeding for preventive relief, including an a])plication for 

^^ an injunction, restraining order, or any other order, against 

22 any person for any violation of this title or any regulation 

23 issued pursuant thereto. 

24 (b) (1)  Whenever any person is aggrieved as a result 



74 

12 

1 of any act which is pioliibited by this title, such a person 

2 may bring a civil action for damages irrespective of the ac- 

3 tuality or amount of pecuniary injury suffered. 

4 (2) \Miencver any person is threatened with injury as a 

5 result of any act which is prohibited by this title, such a per- 

6 son may bring a civil action for such equitable relief as the 

7 court determines may be appropriate irrespective of the actu- 

8 ality or amount of pecuniary injury threatened. 

9 (f) A person may bring a civil action under this Act in 

10 any district court of the United States for the district in 

11 which the violation occurs, or in any district court of the 

12 United States in which such person resides or conducts busi- 

13 ness, or has his principal place of business, or in the District 

14 Court of the United States for the District of Columbia. 

15 (d)  The district courts of the United States shall have 

16 jurisdiction of proceedings instituted pursuant to this title 

17 and shall exercise the same without regard to whether any 

18 aggrieved person shall have exhausted any administrative or 

19 other remedies that may be provided by kw. Any action 

20 pursuant to this section shaU be in every way expedited. 

21 JURISDICTION 

32 SEC. 7. Any individual, organization, department, or 

23 agency, public or private, that receives funds from the Fed- 

24 eral Government to be used for biomedical or behavioral 

25 research on human beiijg?/-wh/^ther it be through congres- 
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1 sional allocation or departmental grant, shall be subject to 

2 the provisions of this Act. 

3 INSTITUTIONAL HEVIEW COMMITTEES 

4 SEC. 8. (a) No institution shall receive Federal grants 

5 or contracts to conduct biomedical or behavioral research 

6 involving human subjects unless such institution has estab- 

7 lished an Institutional Review Committee certified by the 

8 National Board. 

9 (b) Institutions funded in whole or in part by Federal 

10 funds which are presently conducting biomedical or be- 

ll havioral research on human beings  shall  submit,  within 

12 thirty  days following the  estabhshment  of  the  National 

13 Board, a report detailing the exact nature of all research 

14 involving human beings presently being conducted at that 

15 institution. That institution shall establish within one year 

16 following the passage of this Act an Institutional Review 

17 Committee or forfeit all Federal funds until such time as the 

18 Institutional Review Committee is established. ' 

19 (c) (1) The members and the chairman of such Insti- 

20 tutional Review Committees shall be appointed by the chief 

21 executive officer of the institution in accordance with poli- 

22 cies, regulations, and procedures of the National Board. 

23 (2) Such Institutional Review Committee must be com- 

24 posed of sufficient members (including religious leaders, per- 

25 sons schooled in ethics, and non-health-care professionals) 

35-826 O - 74 - « 
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1 with such varying backgrounds of competence as to assure 

2 complete and adequate review. No member of such Institu- 

3 tional Review Committees shall be involved in either the 

4 initial or continuing review of an activity in which he has a 

5 conflict of interest as defined by the National Board. 

6 (d) Each Institutional Review Committee shall establish 

7 two subcommittees as follows: 

8 (1) a Protocol Review Subcommittee, which shall 

9 be responsible for approving, disapproving, or offering 

10 suggestions for modifications of protocols for experi- 

11 mental procedures; 

12 (2) a Subject Advisory Subcommittee, which shall 

13 be primarily concerned with the protection of the rights 

14 of subjects of biomedical and behavioral research, and 

15 shall assure that human subjects are as well informed 

16 about the nature of the research as is reasonably possible. 

17 The subject advisory subcommittee shall be responsible 

18 for insuring that the written information is kept on file 

19 as provided in section 5, subsections (c), (1), (A) and 

SO -        (B) of this Act. 

21 DUTIES   OF    THE   INSTITUTIONAL    BEVIEW    COMMITTEES 

22 SEO. 9. (a) It shall be the duty of the Institutional Re- 

23 view Committees, established under section 8, to^ 

24 (1)  oversee all experimentation conducted on hu- 

25 man beings in that institution by way of establishing local 
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1 policies for the review of research sponsored in whole 

2 or in part by the Federal Government, consistent with 

3 the national guidelines promulgated under section 5; 

4 (2) report immediately to the National Board the 

5 plan of any experiment involving psychosurgery; 

6 (3)   assume full responsibility to insure that bio- 

7 medical and behavioral research involving human sub- 

8 jects is carried out under the safest possible conditions 

9 with the fully informed consent of the subject  (or his 

10 family) in a manner fully consistent with the ethical prin- 

11 ciples developed by the National Board; 

12 (4) seek the consultative services of the National 

13 Board on any decision, or for the provision of informa- 

14 tion needed to arrive at a decision; 

15 (5) initiate, if appropriate, the referral of particular 

16 decisions to the National Board in accordance with regu- 

17 lations promulgated by the National Board. 

18 (6) submit, at least four times a fiscal year, a report 

19 to the National Board detailing in full the activities of 

20 that institution, and enumerating present and planned 

21 experiments. On the basis of these reports, the National 

22 Board shall recommend funding for the institution on a 

23 yearly basis. 

24 (b) No experimentation on human beings may be con- 

25 ducted in any institution unless the appropriate Institutional 
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1 Review Committee has reviewed the program of experimen- 

2 tatioQ to insure that it is consistent with this title, guidelines, 

3 and regulations promulgated pursuant to section 5 of this 

4 title, and local policies and protocols issued by the local 

5 board. The committee's decision approving or disapproving 

6 any such program shall be reported to the National Board, 

7 together with such additional information as may be required 

8 by the National Board. 

9 PUBLICATION OF DECISIONS 

10 SEC. 10. The National Board shall compile a complete 

11 list of decisions pertaining to programs under its jurisdiction 

12 and annually publish and distribute reports of important 

13 decisions. 

14 INTERIM PEOVISIONS 

15 SEC. 11. (a) Until such time as the Institutional Review 

16 Committee of an institution is established and certified by 

17. the National Board pursuant to the provisions of section 8 

18 of this Act, all phases of biomedical and behavioral research 

19 conducted at that institution shall be subject to the direct 

20 supervision of the National Board. 

21 (b) During the interim period between the passage of 

22 this Act and the establishment of the National Board, each 

23 institution engaged in biomedical and behavioral research 

24 involving human subjects shall determine that the rights and 

25 welfare of the subjects involved are fully protected, that the 
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1 risks to an individual are outweighed by the potential hcne- 

2 fits to him, and that informed consent is obtained by methods 

3 that are appropriate and suflicicnt to insure full knowledge of 

4 the nature and detail of the experiment to be performed, 

5 pursuant to section 12 (d) of this Act. 

6 (c) (1)  The report recpiired pursuant to section 8(b) 

7 shall contain detailed descrijttions of all experiments that are 

8 presently being conducted, or have been conducted since the 

9 passage of this Act, at that institution. 

10 (2) On the basis of this report, the National Board shall 

11 have the power to suspend all experimentation conducted on 

12 human l)eings at that institution pending further investiga- 

13 tion by the National Board. 

14 (3)  Among other things, description of individual ex- 

15 periments in this report shall contain a detailed accounting 

16 of the extent to which the individual was informed prior to 

17 the experiment and of the method by which written informed 

18 consent was obtained. 

19 (d)  Effective with the passage of this Act, all institu- 

20 tions conducting biomedical and behavioral research shall be 

21 re(]uircd to maintain the records provided for in section 5, 

22 subsections   (c) (1)    (A),   (B), and   (C)   of this Act. 

23 DEFIXITIOXS 

24 SEC. 12.  (a)  "Board" or "National Board" means the 

25 National Human Experimentutiou Standards Board. 
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1- (b)  "Institution" means any person or entity (indud- 

2 ing governing departments or agencies) receiving funds from 

3 the Federal Government to be used for biomedical or be- 

4 havioral research involving human subjects. 

5 (c) "Institutional Review Committee" or IRC refers to 

6 local review committees to be established at individual in- 

7 stitutions as required by this bill. 

8 (d)  For the purposes of this Act, the term "informed 

9 consent" shall mean the consent of a person, or his legal 

10 representative, so situated as to he able to exercise free power 

11 of choice without the intervention of any element of force, 

12 fraud, deceit, duress, or other form of constraint or coercion. 

13 Such consent shall be evidenced by an agreement signed by 

14 such person, or his legal representatives. The information to 

15 be given to the subject in such written agreement shall in- 

16 elude the following basic elements: 

17 (1)   a fair explanation of the procedures to be 

18 followed, including an identification of any which are 

19 experimental; 

20 (2) a description of any attendant discomforts and 

21 risks reasonably to be expected; 

22 (3) a description of any benefits reasonably to be 

23 expected; 

24 (4)   a  disclosure  of any  appropriate  alternative 

2o procedures that might be advantageous for tlie subject; 
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1 (5) an offer to answer any inquiries concerning the 

2 procedures; and 

3 (6) an instruction that the subject is free to with- 

4 draw his consent and to discontinue participation in the 

5 project or activity at any time. 

6 In addition, the wTitten agreement entered into by such 

7 person or his legal representative shall include no excul- 

8 patory  language  through  which  the  subject  is  made  to 

9 waive, or to appear to waive, any of his legal rights, or 

10 to release the institution or its agents from liability for 

11 negligence. 

12 RECORDKBEPING REQUIREMENTS 

13 SEC. 13. (a) Every biomedical and behavioral research 

14 program involving human subjects which is funded in whole 

15 or in part by the Federal Govenunent shall establish and 

16 maintain such records, make such reports, and provide such 

1'^ information as the National Board may reasonably require 

18 to enable it to determine whether such program is being 

19 conducted in compliance with the provisions of this Act and 

20 standards prescribed pursuant to this title and shall, upon 

21 request of an ofiicer or employee designated by the National 

22 Board, permit such officer or employee to inspect, verify, 

23 and copy appropriate books, records, and documents relevant 

24 to determining whether such program is being conducted 
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1 in comiiliniifc with standards prescribed  pursuant  to  this 

2 section. 

S (b) (1) The Xationai Board shall not disclose an}' in- 

4 foniiation reported to or otherwise obtained bj' it i)ursuant 

5 to this section which concerns any information which con- 

6 tains or relates to a trade secret or other matter referred 

7 to hi section 1905 of title 18 of the United States Code, 

8 expect that such information may be disclosed to officers or 

9 employees of the National Board and  of other afrencies 

10 when such infonnation is necessarj- to carry out the pro- 

11 visions of this section. 

12 (2)   Records compiled in the course of proposing or 

13 conducting  biomedical  and  behavioral   research  involving 

14 human subjects funded in whole or in part by the Federal 

15 Government which records concern personal or medical in- 

16 foraiation shall be confidential and may be disclosed only 

17 for the purposes and under the circumstances cxpressely au- 

18 thorized under paragraph  (3)  of this subsection. 

19 (3) (A) When expressly authorized by the written, in- 

20 formed consent of the person, with res])ect to whom any 

21 given record referred to in this section is maintained: I'ro- 

22 vklcd, That the content of such record is disclosed only  (i) 

23 to medioil personnel for the purposes of diagnosis or treat- 

24 nient of such person, or  (ii)  to governmental personnel for 

25 the sole purpose of obtaining benefits to which the person is 
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1 entitled, or (iii) to such personnel as may be designated in 

2 regulations promulgated by the National Board for the pur- 

3 pose of carrying out this Act. 

4 (B)  When infonnation contained in any given record 

5 referred to in this section is necessary to meet a bona fide 

6 medical emergency. 

7 (4)  The provisions of this section shall not be deemed 

8 to prohibit the disclosure of statistical information for the 

9 purpose of conducting scientific or epidcmiological research, 

10 provided that such disclosure does not identify directly or 

11 indirectly  any   individual  with  respect io  whom records 

12 referred to in this section are mainta'med. 

13 (5)   The  prohibitions  of this  section shall apply  to 

14 records required to he maintained under this section concern- 

15 ing any individuid notwithstanding any statute of limitations 

16 or other law which may apply: Provided, That nothing in 

17 this subsection shall be deemed to authorize the disclosure 

18 of information which any other provisions of State or Fed- 

19 eral law (including administrative regulations) re(iuire to be 

20 kept confidential. 

21 (6)   Persons required In' this section to maintain the 

22 confidentiality  of records may  not  be  compelled  in  any 

23 Federal, State, or local civil, criminal, administrative, leg- 

24 islative, or other proceedings to disclose such records, unless 
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1 such disclosure is expressly demanded by the person with 

2 respect to whom a given record is mahitained. 

3 (7)   Any person who unlawfully discloses  the  con- 

4 tents of any record referred to in subsection (a) shall upon 

5 conviction be fined not more than $500 in the case of a 

6 first offense, and not more than $5,000 in the case of each 

7 subsequent offense and   (b)  shall be liable in damages to 

& any person injured by such disclosure. 
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DEPABTMENT OF DEFENSE, 
OFFICE OF THE GENEBAL COUNSEL, 
Washington, B.C., November 9, 197S. 

Hon. HABLET O. STAOOEBS, 
Chairman, Committee on Interstate and Foreign Commerce, House of Represent- 

atives, Washington, B.C. 
DEAB MB. CHAIBMAN : Reference Is made to your request for the views of the 

Department of Defense on H.B. 5371, 98d Congress, a bill "To prohibit psycho- 
surgery In federally connected health care facilities." 

The purpose of the bill Is stated In its title. 
The term "psyehosurgery" is defined in the bill as operational procedures 

currently referred to as lobotomy, psychiatric surgery, l>ehavioraI surgery, and 
all other forma of brain surgery, if the surgery is i)erformed for the purpose of: 
(a) modiflcation or control of thoughts, feelings, actions, or behavior rather 
than the treatment of a known and diagnosed physical disease of the brain; 
(b) modification of normal brain function or normal brain tissue in order to 
control thoughts, feelings, actions, or behavior; or (c) treatment of abnormal 
brain function or abnormal brain tissue in order to modify thoughts, feelings, 
actions, or t>ehavior when the abnormality is not an established cause for those 
thoughts, feelings, actions, or behavior. Such terms, however, exclude electro- 
shock treatment, the electrical stimulation of the brain, or drug therapy, except 
when substances are injected or inserted directly into brain tissue. 

While the Department of Defense supports measures which would enhance 
the nation's health care delivery system, we oppose H.R. 5371 for the following 
reasons: We believe the bill lacks a firm qualifying definition of "psycho- 
surgery." As defined, it is too broad in scope and would deny a competent surgeon 
from performing several medically accepted surgical procedures which would, 
among other things, relieve pain, modify the acute and chronic aspects of con- 
vulsive disorders and spastic conditions. In each of these cases, when such pro- 
cedures are appropriately administered by a competent, well-trained and skilled 
specialist, they legitimately modify control of thoughts, feelings, actions or 
behavior. The resultant relief of undue human suffering caused by these complex 
maladies is in keeping with good accepted medical principles and practices. 

Our military surgeons do not perform the "clas^c" psyehosurgery on active 
duty personnel. Normally such sophisticated operative procedures only would be 
required for persons not on active duty. In this regard, specific severe medical 
conditions requiring surgical correction or relief by peychosurgical methods 
would almost in every case be limited to our dependent and retired population, 
Including other authorized beneficiaries. 

For the reasons stated above the Department of Defense recommends no 
action be taken on H.R. 5371. 

The Office of Management and Budget advises that, from the standpoint of 
the Administration's program, there would be no objection to the presentation 
of this report for the consideration of the Committee. 

Sincerdy, 
L.  NnSmLEHREB, 

Acting General Counsel. 

DEPABTMENT OF HEALTH,  EDUCATION,  AND  WELFABE, 

Washington, B.C., August S, 197S. 
Hon. HABLET O. STAOOEBS, 
Chairman, Committee on Interstate on4 Foreign Commerce, Bouse of Represent- 

atives, Washington, B.C. 
DEAB MB. CHAIBMAN : This letter Is in response to your request of February 

9, 1973, for a report on H.R. 1111, a bill "To provide for a study and evaluation 
of the ethical, social, and legal implications of advances in blomedlcal research 
and technology." 

This bill would provide for the establishment of a National Advisory Com- 
mission on Health Science and Society, which would conduct a comprehensive 
investigation and study of the ethical, social, and legal implications of advances 
in blomedlcal research and technology. 

This Department has long supported dialogue concerning social, legal, and 
ethical implications of present and projected medical advances, believing that 
such dialogue can be a positive contribution to the task of public policymaking 
in these areas. However, title III of the Public Health Service Act provides 
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tbe Secretary with ample authorities to secure the assistance of scholars and 
consultants, to collect and publish information, and to utilize the administrative 
facilities and structures that may be necessary for investigation of a broad range 
of subjects relating to science research and its applications. 

For example, the Department created a nine-member panel of distinguished 
consultants to evaluate the ethical and scientific aspects of the Public Health 
Service's study of syphilis in the non-infectious stage. Furthermore, a study 
group composed of representatives of various health components of the Depart- 
ment is currently reviewing policies on protection of human subjects in bio- 
medical research. These groups are illustrative of ways in which the concerns 
of H.R. 1111 are being met by administrative activities within the Department. 

1*111)110 sector activities also Include a new program on the ethical and human 
value implications of science recently undertaken by the National Science Foun- 
dation in conjunction with the national endowment for the humanities. The 
program seeks to cover the whole spectrum of science and technology in terms 
of the ethical and human value issues of greatest current concern and conse- 
quently covers a much broader spectrum than scientific and technological ad- 
vances in the biomedioal sciences. 

Several distinguished groups already in existence have t>road missions similar 
to those outlined for the proposed Commission. These include the National Acad- 
edy of Sciences, with its newly established Institute of Medicine and its Na- 
tional Research Council; the American College of Surgeons; the National Acad- 
emy of Engineering; the American Academy of Arts and Sciences; and the 
American Philosophical Society. 

Also in the private sector, the IBM •Company has funded a program on tech- 
nology and society at Harvard University. The World Council of Churches 
sponsors, from time to time, conferences on technology and its relationships 
to society. The Smithsonian Institute recently spon.sored a symposium to evaluate 
the ethical use of drugs, and the American Medical Association is about to sponsor 
its Fourth National Congress on Medical Ethics. The Joseph P. Kennedy, Jr., 
Foundation continues to sponsor research and other activities dealing with the 
social Impact of biomedical science. 

The public and private initiatives mentioned above are rei>resentative of 
the large number of relevant activities already underway by institutions con- 
cerned with .social, ethical, and legal issues raised by health research advances. 

While the Department supports the concepts behind H.R. 1111, it is opposed 
to the bill because the Secretary already has ample authority and indeed is 
already engaged in efforts to achieve. In coordination with efforts in the private 
sector, all of the purposes of this piece of legislation. Accordingly, we recommend 
that H.R. 1111 not be enacted. 

We are advised by the Office of Management and Budget that there Is no 
objection to the presentation of this report from the standpoint of the Adminis- 
tration's program. 

Sincerely, 
FRANK C. CABLtrcci, 

Aotinff Searetary. 

DEPARTMENT OF HEALTH, Ei>troATTON, AND WELFARE, 
WoiUngton, B.C., Novetnber 20,1973. 

Hon. HABLEY O. STAOOEas, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, 
Washington, D.C. 

DEAR MB. CHAIBMAN : This letter Is In response to your request of March 19. 
1073, for a report on H.R. 5371, a bill "To prohibit psychosurgery In federally 
connected health care facilities". 

The bill would make it unlawful for anyone to perform psychosurgery in any 
"federally connected" health care facllitly or for such facility to permit anyone 
to perform psychosurgery within Its walls. Violators (other than a Federal 
health care facility itself) may be subject to a civil fine of up to $10,000, assessed 
by a Psychosurgery Commission appointed by the President and collected in a 
civil action brought by the United States In any United States district court 
The Commission may also bring civil actions in Federal District Courts to re- 
strain performance of psychosurgery or class action suits on behalf of persons 
up whom psychosurgery was performed. Persons who unlawfully perform psycho- 
surgery may not receive funds under any Federal grant, contract, or loan and 
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are not even eligible to apply for a Federal grant, contract, loan, or loan guar- 
antee for a five-year period after the date the Commission found them in viola- 
tion of the psychosurgery prohibition. 

The bill also requires the Secretary of Health, Education, and Welfare to 
exact an agreement from any liealth care facility to prohibit psychosurgery on 
its premises as a prerequisite to receipt of Federal grant, contract, loan, or loan 
guarantee funds. 

The definition of "federally connected health care facility" encompasses the 
great majority of providers of the United State.s. If any part of the facility wa« 
constructed, operated, renovated, or maintained with Federal funds—including 
Medicare and Medicaid reimbursements—the facility is subject to the prohibi- 
tion. The term "psychosurgery" is also given a broad definition. It includes all 
types of brain surgery if performed for the purijose of modifying or controlling" 
thoughts, actions, feelings, or behavior unless such modification or control is 
incidental to "the treatment of a known and diagnosed physical disease of the 
brain". 

The Department certainly shares the opinion that psychosurgery is an ex- 
tremely hazardous procedure and that the state of the art has not advanced 
sufficiently as yet to justify psychosurgical operations except under carefully 
controlled conditions and in the most extreme circumstances. In recent testi- 
mony before the Congress, Department witnesses made it clear, however, that 
few such operations are directly supported with Federal funds. Many dedicated 
men and women are daily conducting painstaking scientific research to enlarge 
the body of knowledge about the complex structure known as the brain. We see 
no justification for provisions that would seriously handicap this whole area of 
research, even though its direct support was provided through non-Federal 
sources, since virtually all hospitals receive some form of indirect assistance 
through Federal resources. We know of no other Instance in which the Federal 
Government has prescribed the parameters of i)ermls8ible and impermissible 
surgery for the medical profession. 

The definition of psychosurgery is so broad as to bar most types of brain surgery 
not directly designed to remove a growth or a tumor. It is not clear, for example, 
that surgery to correct the abnormal brain function known as epilepsy is permis- 
sible under section (2) (C) of the bill. Moreover, modification of abnormal ac- 
tions or reactions frequently result.s from brain surgery and may indeed be the pri- 
mary purpose of the operation. We are not prepared to say that such modifica- 
tions are never justified. The therapeutic value must be judged on a case-by-case 
basis. 

Finally, the judicial system provides ample opportunity for Injunctive relief 
before psychosurgery is performed and to assess damages if its performance was 
unwarranted or the circumstances amounted to a violation of patients' rights. 
There is no need for a new quasi-Federal agency to bring class action suits and 
assess civil fines. 

For the above reasons, we would recommend against enactment of H.R. 5371. 
We are advised by the Office of Management and Budget that there Is no ob- 

jection to the presentation of this report from the standpoint of the Administra- 
tion's program. 

Sincerely, 
CASPAB W. WEINBEBOEB, 

Secretary, 

BxECUTrvE OFFICE OP THE PRESIDENT, 
OFFICE OF MANAGEMENT AND BUDGET, 

Washington, D.C., August 3,197S. 
Hon. HAKLET O. STAOOERS, 
Cftai'rwMj-n., Commit'iee on Interstate and Foreign Commerce, Bouse of Representa- 

tives, Washington, D.C. 
DEAR MB. CHAIRMAN : This is in response to your request of Februarv 9, 

1073 for the views of this Office on H.R. 1111, a bill "To provide for a study 
and evaluation of the ethical, social, and legal implications of advances in 
biomedlcal research and technology." 

In its report to your Committee the Deportment of Health, Eklucation, and 
Welfare states Its rea.sons for recommening against enactment of H.R. 1111. 
The Department mentions numerous activities being sponsored by public 
and grivate organizations which would achieve the objectives of the legislation. 
The Department also notes that the Public Health Service Act provides ample 
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authority for the Secretary of Health, EMucation, and Welfare to undertake 
the types of studies and inrestigations which H.R. 1111 would authorize. 

We concur with the views expressed by the Department in its report. Accord- 
ingly, we recommend against enactment of H.R. 1111. 

Sincerely, 
WnjTBED  H.   BOHMEL, 

Astistant Director for Legislative Reference. 

ExEocnvE OFFICE OF THB PRESIDENT, 
OFFICE or MANAGEMENT AND BUDGET, 

Washington, B.C., November 26,197S. 
Hon. HARIJEY O. STAQOEBS, 
Chairman, Committee on Interstate and Foreign Comtnerce, House of Representa- 

tives, Washington, D.C. 
DEAR MR, CHAIRMAN : This is in response to your request of October 23. 1973 

for the views of this Office on H.B. 10403, a bill "To amend the Public Health 
Service Act to provide for the protection of human subjects who participate in 
biomedical or behavioral research programs, and for other purposes." 

In testimony before your Committee on September 27, 1973 the Department of 
Health, Education, and Welfare stated its reasons for recommending against 
enactment of H.R. 10403. 

We concur with the view expressed by the Department in its testimony 
that it would be Inappropriate and unworkable to establish a new Commission 
to develop and implement mechanisms and procedures for the regulation of 
biomedical research while simultaneously making a study of the most appro- 
priate way to regulate the protection of human subjects. 

For the reasons stated by the Department of Health, Education, and Welfare 
in its testimony, we recommend against enactment of H.R. 10430. 

Sincerely, 
WILFRED H. ROMMEI., 

Assistant Director for Legislative Reference- 

EJxEounvE OFFICE OF THE PREsnffiWT, 
OFFICE OF MANAGEMENT AND BUDGET, 

Washington, D.C, January 9,1974. 
HOD. HABLEY O. STAGGERS, 
Ghairmam, Committee on Interstate and Foreign Commerce, House of Repre- 

sentatives, 2125 Ravbum House Office Building, Washington; D.O. 
J)EAR MR. OHAIRMAN : This is in response to your request of March 19, 1973 

for the views of this Office on H.R. 5371, a bill "To prohibit peychosurgery in fed- 
erally connected health care facilities." 

In reports to your Committee, the Department of Health, PMucatlon, and Wel- 
fare and the Department of Defense state their reasons for recommending against 
enactment of H.R. 5371. Both agencies express the view that the bill is far too 
restrictive and would result in barring most types of brain surgery not directly 
designed to remove a growth or tumor, regardless of therai)eutic necessity or 
value. The Department of Defense also states its belief that H.R. 5371 "would 
pose a serious threat to the effective operation of the Department of Defense, in- 
cluding its efforts to reshape and Increase the overall quality of health care t>eing 
given to members and eligible former members and their families of the armed 
forces." 

We concur with the views expressed by both Departments in their peportsi Ac- 
cordingly, we recommend against enactment of H.R. 5371. For the information of 
the Committee, we are also attaching a copy of a letter this Office has received 
containing the views of the Department of Justice on the bill. 

Sincerely, 
WILFRED H. ROMMEL, 

Assistant Director for Legislative Reference. 
E}nclosnre, 
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DEPABTMENT OF JUSTIOE, 
Wcuhinffton, D.C., December ZJ, 1973. 

Hon. ROY h. ASH, 
Director, Office of Management and Budget, 
Washington, D.C. 

DBAB MB. ABH : This is in response to your request for tlie views of tlie Depart- 
ment of Justice on H.R. 5371, a bill "To prohibit psychoeurgery in federally con- 
nected health care facilities." 

H.R. 5371 would render psychosurgery as defined therein "unlawful," per sec- 
tion 2, when performed in a federally connected health care facility or with the 
permission of such a facility. Section 1 of the bill defines "federally connected 
health care facility" and "psychoeurgery" and directs the Secretary of HEW to 
notify such facilities of the requirements of the Act. 

Section 3 would establish civil penalty sanctions of "not more than" $10,000 to 
be assessed by the Commission established In section 4 of the bill. Such a penalty 
could be assessed both against the individual performing tLe "iwychosurgrery" 
and against the facility. Section 3(a) (2) contemplates an administrative proceed- 
ing by the Commission to assess such dvil i)enaltie8. Findings of fact supported 
by sid)stantial evidence in the record of such proceedings, after notice and op- 
portunity for a hearing, would be conclusive in either a suit to collect the penalty 
or in any civil action by an accused to obtain court review of the Commission's 
determination. Section 3(b) authorizes Oommisslon action to obtain a court 
order to restrain violations of the Act. Section 3(c)(1) would authorize the per- 
son upon whom "psychosurgery" Is performed to sue the person performing the 
"psychosurgery" and the facility which permitted such for damages. Other court 
remedies are expressly preserved. Section 3(c) (2) would authorize the Oom- 
misslon to bring informer type actions per the preceding subsection, if requested 
to do so in writing. Section 3(d) renders persons performing "psychosurgery" 
ineligible to receive any money under a grant, contract or loan from the United 
States. Such a person would be ineligible to apply for su(4i during a five-year 
period beginning on the date of the Oommlsslon's determination of violation. No 
bar to a grant, loan or contract Is provided for those performing "psychosurgery" 
who do not perform such surgery In or for a federally connected health care 
fadlity. 

Section 4 establishes a nine member completely lay "Psychosurgery Commis- 
sion" composed of people who have "an interest and experience in the field of 
mental health." One third of the members would be from minority groujis. Seo 
tion 4(g) (3) requires the head of a Federal department or agency to furnish 
information necessary for the Commission to carry out its functions under the 
Act upon the request of the Chairman or Vice Chairman. Provision is made for 
immunity for witnesses In certain situations and an annual report to the Congress. 

The Department of Justice defers to the Veterans Administration and the De- 
partment of Health, Education and Welfare as to basic scientific Judgments 
Involved in determining whether "psychosurgery" as defined in the bill should 
be banned. We have no Information concerning the number of such operations 
|)erformed or the Incidence of adverse effects as a result thereof. EJven if the 
instant bill is enacted into law, it is likely that "psychosurgery" will continue to 
be performed in certain private medical and mental institutions. Thus, if there 
is any merit in such surgery frcHn a curative, palliative or experimental stand- 
point, the instant bill would restrict the benefits thereof to those who have suflB- 
cient money to afford treatment in certain private health and mental institutions. 

The following are our reservations relevant to other provisions of the bill. 
Section 1(b) of the bill would require hospital and other fadlitlee for the 

delivery of health care, Including prisons and other correctional facilities, to agree 
to prohibit the performance of "psycho-iiurgery" on their premises or on their 
patients or inmates, a.s a condition of eligibility for grants, contracts, loans or loan 
guaru'itees. This Interdiction does not extend to the Insurance of loans however. 

Section 3 presents several problems. Executive Order 6166 localizes reapon- 
sibiUty for the conduct of all Federal Litigation in the Attorney General. Com- 
pare 28 U.S.C. 516. Subsections (b) and (c) (2) of section 3 of the bill attempt 
to dilute the Attorney General's authority and place litigation responsibility 
In a lay commission. We are opposed to authorizing a multiplicity of Federal 
agencies to conduct their own litigation because of the duplication of staff 
Involved, the extra expense incurred and because it is important for the Govern- 
ment to be consistent in the legal positions which it takes in the courts. 
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Turning to the potential liability of GoTemment employees who might partic- 
ipate In "psychosurgery," 38 U.S.C. 4116 and 42 U.S.C. 233 appear to immunire 
employees of the VA and the Public Health Service from personal liability in- 
sofar as negligence or malpractice are concerned. It would be an anomaly if such 
employees could be held personally liable under the proposed legislation for ac- 
tions which do not constitute negligence or malpractice while being freed from 
personal liability if more serious conduct Is involved. 

Subsection (c)(1) would establish a cause of action for damages over and 
above any action which might arise under conventional tort law, but It does not 
establish a measure of damages. If the person involved has a remedy in tort that 
would appear to be the remedy with which the statute should leave him. We 
fail to see why a person subject to the Act should be saddled with double liability 
when persons not in federally connected health care facilities would not be sub- 
ject to more than the usual liability for negligence or malpractice. Further, the 
negligence bar has been diligent in obtaining liberal awards in tort litigation. We 
do not believe that there needs to be provision for informer type suits by a Gov- 
ernment agency. In any event, exclusive Jurisdiction for suits arising from 
"psychosurgery" should not lie In the overcrowded Federal Courts. Rather the 
normal rules as to Federal Jurisdiction should apply. 

Turning to the administrative adjudication of civil penalty liability and the 
possible review of such adjudications in court proceedings, the bill falls to estab- 
lish a time limit, such as thirty days, within which court review l)efore a United 
States District Court must be sought. The additional sanctions imposed by sub- 
section (d) are inconsistent. Subsection (d) (1) barring receipt of funds is with- 
out time limit and does not include a prohibition against receiving the l>enetlt of a 
loan which is guaranteed or insured by the United States as dlstlngtiished from 
one which guaranteed or insured by the United States as distinguished from one 
which is made by the United States. Subsection (d)(2) limiting eligibility "to 
apply" for a grant, contract or loan guaranty is confined to a period of five years. 

Section 4 would establish an independent nine member commission to adminis- 
ter the provisions of the Act but doctors and persons with an advanced degree in 
psychology would be expressly barred from membership on the Commission ! We 
fail to see the need for the addition of yet another independent agency with so 
many commission members, particularly when the commission is not authorized to 
do more than enforce the standards which would be frozen by the statute. 

For the reasons stated herein, the Department of Justice does not recommend 
enactment of H.B. 5371. 

Sincerely, 
MALCOLM D. HAWK, 

Acting Asaiittant Attorney Oeneral. 

Mr. ROGERS. We are very honored today to have as our first witness 
our colleague, Hon. Edward M. Kennedy, a U.S. Senator from Massa- 
chusetts and the chairman of the Senate Committee on Health. He has 
been a leader in this entire area and in the health field. We are very 
anxious to hear his testimony today. 

I might say this bill was introduced exactly as the Senate has writ- 
ten it from his committee, so we could then proceed to determine on 
this side what we think should be done as well. 
So we welcome you to the committee and are anxious to hear your 

testimony. 

STATEMENT OF HON. EDWARD M. KEJOTEDY, A U.S. SENATOR 
FROM THE STATE OF MASSACHUSETTS 

Senator KENNEDY. Thank you very much, Mr. Chairman and mem- 
bers of the committee. I am stirred by your opening statement and the 
challenge which you have presented to your committee and to those 
of us in the Senate as well. Your statement raises a great challenge in 
this area. Wc must work together to provide protection to human sub- 
jects, not only of HEW-sponsored research, but of research in the 
other service programs as well. I am hopeful that the Commission 



91 

which the Senate bill would establish would go far toward accom- 
plishing this goal. 

We hope ^at the Commission will make recommendations to the 
Congress as to how that best can be done. The Senate Health Subcom- 
mittee has wanted to proceed cautiously in expanding its application 
to other programs. I said if we had extended it beyond medicare and 
medicaid we would have had to refer it to the Finance Committee. If 
we had applied it to the Armed Forces, to the Armed Services Com- 
mittee. It seemed to us it would be best to hold off, not only because of 
complications in the jurisdictional question, but also because this Com- 
mission is going to have to walk before it runs. To get into all these 
other areas before the Commission gets off the ground would seem to 
be a bit premature. 

Also, you have raised a question about nonfederally funded programs 
to which I think the same response is appropriate. At the present 
time I think we will have met the most important challenge and hope- 
fully we will be able to move into other areas at a later date. 

Mr. ROGERS. May I just say that I just think we need to address 
ourselves to some consideration of this and I understand as you have 
explained the approach the Senate has taken. I do think, for instance, 
that in the veterans hospitals where so much research is done we 
would have some jurisdictional problems perhaps as jyou say, although 
we may be able to get them to go right along on the floor in action 
of this type. This, however, is something we can have discussions on. 

Senator KENNEDY. I would certainly hope that we would be able 
to persuade our colleagues in a conference to embrace this. There does 
exist some record of cooperation. In our Health Committee we had 
a joint hearing with the Veterans Committee in the Senate on the 
issue of psychosurgery. The VA is involved in psychosurgery. They 
have, to their credit, in the last year propounded what I think are 
creditable guidelines. But we are in a difficulty in that we have a 
variety of different agencies with a variety of different guidelines all 
under a Federal policy and I feel that we ought to have the best minds 
together to suggest the best overall general policy. Obviously, there 
are going to m various interpretations as to application to different 
agencies, but at least we are going to have a uniform national policy. 

Mr. ROGERS. Thank you. 
Senator KENNEDY. I want to express my appreciation for testifying 

here in support of the Protection of Human Subjects Act. Your 
committee has always given the Nation's biomedicail research com- 
munity the support it has needed to become preeminent in the world. 
Your prompt scheduling of these hearings so soon after introducing 
this legislation is consistent with your commitments both to the bio- 
medical and behavioral researchers, and to the human subjects of their 
research. 

Mr. Chairman, as we meet here today, scientists may stand on the 
threshhold of being able to recreate man. Techniques have already 
been developed that have the power to modify and control man's 
behavior. 

In the last decade, we have witnessed an unparalleled expansion of 
our technological capabilities. The technology of biomedical and be- 
havioral research is the technology of man. Today, we have more 
biomedical research scientists at work on more kinds of projects than 
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at any time in our history. Our scientists have been, and must con- 
tinue to be, the most productive in the world. But their unparalleled 
success has taken us beyond the frontiers of man's understanding. 
And the gap between the development of the technology of man, and 
our capacity to imderstand the nature and implications of that tech- 
nology, widens every day. 

In the last decade, we have seen a surgeon hold a human heart in his 
hands and transplant it into another person's body; we have seen scores 
of surgeons renew life to thousands of people by the transplantation 
of kidneys; we have seen scientists unravelling the mysteries of the 
genetic code, learning how to alter the very structure of the building 
blocks of life; we have seen scientists begin to luilock the mysteries 
of the brain and begin to understand the physical basis of feelings— 
of sorrow and joy, of pain and pleasure, of anger and understanding; 
we have seen a breakthrough in the treatment of Hodkins disease, a 
dreaded cancer of the lymph nodes; we have seen a vaccine developed 
to eliminate measles. We have all been touched by, and have all profited 
from the fruits of biomedical research. 

B\it in the last decade, we have also seen the zeal for new knowledge 
and the overwhelming desire to utilize the new technology result m 
serious medical and ethical abuses. We have seen the Federal Gov- 
ernment conduct the Tuskee syphillis experiment without adhering 
to the principles of informed consent; the sterilization of two black 
teenage girls in Montgomery, Ala. without their or their parents' 
imdei-standing or permission; the widespread use of experimental 
drugs in the routine practice of medicine; the unjustified use of the 
supercoil—an experimental ITJD, developed in isolation by a single 
practitioner without any professional review which resulted in serious 
medical injury to several patients; and the performance of psycho- 
surgery for the purposes of behavior modification without proper 
peer review and without an experimental protocol. 

In 12 days of hearings before the Senate Health Subcommittee wit- 
nesses detailed the widespread nature of the abuses. Dr. Robert Veatch 
presented a summary of 12 studies out of his collection of 43 which 
raised significant ethical questions. Dr. Bernard Earlier demonstrated 
that not even the imiversity review committees were able to adequate- 
ly address the problems. He reported that 350 physician-researchers 
judged their own work to have more risk than benefit for their ex- 
perimental subjects in 18 percent of the cases. Eight percent of the 
studies were judged to have more risk than benefit for both present or 
any conceivable future subject. 

As Dr. Jay Katz, perhaps the world's leading authority on human 
experimentation, testified: 

Suffice It to say that the research commnnlty has made no concerted effort 
either to impose any meaningful self-regulation on its practices or to discuss in 
any scholarly depth the permissible limits of human research. Therefore, I submit, 
regulation has to come from elsewhere. 

The Protection of Human Subjects Act has received considerable 
support from the Nation's biomedical research commimity. The As- 
sociation of American Medical Colleges and the American Federa- 
tion for Clinical Research were both supportive. Far from fearing 
Government intrusion into the research process these groups welcomed 
the idea of the Commission. They pointed out that the Nation's top 
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researchers have nothing to fear and everything to gain from a Com- 
mission that will help them grapple with the complex ethical dilemmas 
presented by their work. Dr. Albert Sabin, one of the Nation's most 
distinguished scientists and the developer of the oral polio vaccine, 
summed up the consensus of witnesses by saying "this legislation is 
needed—no ifs, ands, or buts." 

The Commission has been structured to achieve maximum flexibility. 
It is directed to identify the basic principles underlying the conduct 
of biomedical research involving human subjects. It is directed to de- 
velop policies to pro\ade maximum protection for human subjects of 
that research. But it has wide discretion in how to proceed. It works 
through institutional review boards formed at the local level. It is di- 
rected to provide maximum flexibility for these local boards. 

Although I believe this Commission should eventually have jurisdic- 
tion over all federally sponsored research involving human subjects, its 
jurisdiction would be initially limited to HEW-funded research. 

But the legislation requires the Commission to report, to the Con- 
gress within a year to recommend a mechanism to expand jurisdiction. 

The legislation also directs the Secretary to apply the policies of the 
Commission to the maximum feasible extent, where appropriate to the 
delivery of health services in HEW-funded health service projects. 
This is particularly important. It means, for example, that tne prin- 
ciples of informed consent would be applied for an appropriate med- 
ical procedure—such as sterilization. 

The OEO experience with sterilization guidelines shows why this 
provision of the legislation is so nex^essarj'. In May. 1971, OEO in- 
formed its health service projects that funds could be used to carry 
out voluntai-y sterilizations. Guidelines for this procedure were drawn 
up. But they were never sent out and the Relf sterilization case may 
have been a direct i-esult of that. 

During his confirmation hearing, OEO Director Amett pi-omised 
to furnish the committee a full report on the sterilization guidelines— 
why they were developed and why they were not released. I am today 
making public a copy of that report [see p. 95]. It details White House 
involvement in the decision to withhold the guidelines. Dr. Leon 
Cooper, Medical Director of OEO at the time, opposed the issuance of 
the guidelines. So did the "\^Tiit€i House, although apparently for dif- 
ferent reasons. As the report quotes Cooper, "my purposes served their 
needs." 

It is interesting to speculate what would have happened if Cooper 
had favored the release of the guidelines. The clear implication of 
this report is that they would never have been issued under any cir- 
cumstances. Now that the Relf tragedy has occurred with its attendant 
publicity, HEW has proposed giiidelines. 

I submit that once an activity is supported, the decisions as to 
whether or not to issue guidelines, and what to include in those guide- 
lines, should never be made on political grounds. In fact, in many 
cases, the decision to support or not support an activity in the fir^ 
place should not be made on political grounds. Complex moral, ethical 
and religious principles must be weighed and balanced. The Commis- 
sion will focus the most, creative minds in the Nation on these prob- 
lems, and will help clarify them both for society as a whole and for the 
individual investigator. 
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Mr. Chairman, this Commission is designed to help us find the crit- 

ical balance required to satisfy society's demands for the advancement 
of knowledge while abiding by its strictures to protect the dignity, 
privacy, freedom, and health of its individual members. Scientific 
research must be supported. It must be encouraged. But it must go 
forth with the minimal possible risk to research subjects. 

This Nation has had and must continue to have a biomedical research 
program second to none. But it must also have, and will have, a system 
for the protection of human subjects of that research which is second 
to nona 

This legislation is a step, and an important step, in that direction. 
[Testimony resumes on p. 103.] 
[The OEO report referred to follows:] 
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ADMINISTRATIVELY CONFIDENTIAL 

, EXECUTIVE OrFICE OF THE PRESIDENT 

*.'>FF?CE  OF  ECONOMIC WASHINGTON, o.c.   zosot 

5PP031TOA11TY 
OFFICE OF PROGRAM AUDIT 
(Inspection and Audit) 

MEMORANDUM July 19, 1973 

TO    s  Eric Biddle^i;^^ y^ 

THRU  :  Robert SlonagorJ^^^ 

FROM       :     Johiy/^(ifers  & Peter  Spalding"f Johiy}^(ifei 

SUBJECT:     OEO Instruction 6130-2  on Voluntary Sterilization 
Services 
Background reference: Office of Program Audit 
Memo from Inspector Vitez dated July 11, 1973, 
Attached  as  Exhibit #3 

PROBLEM 

Inspection was asked to continue the inquiry pursued 
by Inspector Vitez for the purpose of determining why 
OEO Instruction 6130-2, dated January 11, 1972, was 
not released to family planning programs. 

CHRONOLOGICAL SUMMARY 

May 18, 1971: 

On May 18, 1971 OEO issued a memorandum entitled 
"Family Planning Activities," signed by OEO Deputy 
Director Wesley L. Hjornevik, which announced a change 
in OEO's policy to permit payment for voluntary sterili- 
zation with OEO funds.  The memorandum continued an OEO 
prohibition against the payment for abortions with OEO 
funds. (Exhibit #1) 

This memo was forwarded to all Regional OEO Directors 
with a cover memo signed by George Contis, M.D., Director 
Family Planning Program, Office of Health Affairs, OEO. 
This memo contained the following sentence: 

This document may not be reproduced without permission 
of the Inspection Division.  It includes unevaluated 
investigative data, as well as material furnished in 
confidence by sources of untested reliability. 
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"Please do not consider any funding requests for 
sterilization services until you receive...guidelines." 

Dr. Leon Cooper, Director, Health Affairs, OEO, objected 
to the guidelines which had been written by the Family 
Planning Division, Health Affairs, OEO.  Cooper felt 
that their implementation would result in the focus 
of all family planning grants on sterilization as 
opposed to family planning methods which would not 
result in permanent sterility.  He also objected to 
the impact sterilization would have on the overall 
family planning budget. 

January, 1972; 

OEO Deputy Director Wesley Hjornevik was contacted by 
Paul O'Neill, Director, Human Resources Programs 
Division, Office of Management and Budget (0MB) who 
informed him that the white House was interested in 
withholding the dissemination of the guidelines pending 
a review of their contents.  Hjornevik determined that 
the guidelines had been printed, but not disseminated. 
A copy of OEO Instruction 6130-2 was sent to O'Neill 
for review by the White House. (Exhibit #2) 

Approximately February, 1972; 

In approximately February 1972, Dr. Cooper and Mr. 
Hjornevik met with Mr. Paul O'Neill and Mr. James 
Cavanaugh of the Domestic Council of the White House. 
At this time Cooper voiced his objections to the 
guidelines.  Dr. Cooper's objections were concurred 
in by O'Neill and Cavanaugh.  Cooper said O'Neill and 
Cavanaugh felt that his objections would "serve their 
purposes."  The White House objection to the issuance 
of the guidelines was based on the feeling that the 
performance of sterilization operations was not in 
consonance with the President's expressed opposition 
to the performance of abortions with Federal funds. 
The guidelines (OEO Instruction 6130-2, dated January 11, 
1972) were never disseminated to any OEO grantees. 
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DETAILS 

OEO issued Instruction 6130-1 (Exhibit #1) on May 18, 
1971, amending Community Action Memo 37A as follows: 

"1.  Delete the following: 

No project funds shall be expended for any surgical 
procedures intended to result in sterilization or to 
cause abortions. 

2.  Substitute the following: 

No project funds shall be expended for any surgical 
procedures intended to cause cibortions." 

Attached to this Instruction was an undated memo from 
George Contis, M.D., Director of the Family Planning 
Program, to all OEO Regional Directors, which stated: 

"...we are developing a set of guideline and clinical 
standards for the provision of sterilization services 
to OEO patients which will incorporate the necessary 
safeguards.  We plan to have these available for use 
by family planning projects and your office by Sept. 1, 
1971.  Please do not consider any funding requests for 
sterilization services until you receive these guidelines. 

In November 1971 Dr. Leon Cooper became Director of the 
Office of Health Affairs.  He reviewed a new draft 
instruction, subsequently numbered 6130-2, which laid 
down guidelines governing sterilizations.  Cooper told 
Inspection he had reservations about this instruction 
based upon questions about internal operating plans, 
program priorities and possible impact upon the program 
budget which would result from opening the door to 
sterilization services.  Cooper said he suspected that 
demand for such services would redirect program emphasis 
away from providing contraceptive counseling and related 
services and would severely limit the program's research 
mission.  Cooper said he discussed his reservations with 
Deputy Director Wesley Hjornevik, who agreed not to 
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disseminate the instruction until the questions had 
been resolved.  This decision was also conveyed to 
Cooper's subordinates, Drs. George Contis and Warren 
Hern. 

Wesley Hjornevik told Inspection he didn't become 
involved in the sterilization question until January 
1972 when Contis and Hern came to see him, in Dr. 
Cooper's absence, with the draft of Instruction 
6130-2.  Hjornevik thought the Instruction was well- 
done but he also had reservations based upon his 
understanding that the original decision (May 1971) 
to permit sterilizations had been sold on the basis of 
male sterilization (vasectomy) rather than on the more 
serious surgical processes involved in female sterili- 
zation.  Hjornevik said he sent a copy of the draft 
Instruction to the General Counsel's office, which 
approved its issuance. He also conferred with OEO 
Director Phillip Sanchez, who told him to use his own 
judgement.  Hjornevik signed the Instruction and a 
cover memorandum dated January 10, 1972.  Only after 
signing did he notice that the issuance did not bear 
the approving signature of Dr. Leon Cooper. 

Hjornevik said he believes he referred the signed 
Instruction and cover memorandum back to Cooper with 
a note saying that he had reviewed and signed both 
contingent upon Cooper's concurrence. About ten days 
later Hjornevik said he received a call from Paul 
O'Neill of the Office of Management and Budget, who 
said there had been an inquiry from the White House 
Counsel's office. Hjornevik told O'Neill that he 
thought the Instruction had already been released, 
whereupon O'Neill was distressed and said White House 
was definitely interested in holding up dissemination 
if release had not yet been made.  Hjornevik called 
Cooper, who told him the Instruction had not  been 
disseminated.  Hjornevik requested a copy for 0MB and 
the White House.  Cooper also expressed some of his 
own reservations about the Instruction based upon 
patient confidentiality and permission procedures, 
Hjornevik said. Cooper cited a program located 



99 

"somewhere in the South," according to Hjornevik, where 
OEO had specifically authorized a trial run on sterili- 
zations and the issues of confidentiality and permission 
had arisen (probably Anderson County, Tennessee).  Shortly 
after terminating this conversation. Cooper called 
Hjornevik to advise that the Instruction had gone to 
the printer without his approval.  Hjornevik said it 
was later determined that none of the copies had been 
distributed to funded programs, although there had been 
some dissemination within OEO.  As reported in the 
Vitez memorandum. Dr. Hern had received 200 advance 
copies of the printed instruction, most of which ware 
retrieved and locked in the safe of Ernest Russell, 
OEO Director of Administration. 

Hjornevik sent a copy of Instruction 6130-2 to O'Neill 
at OMB as requested.  During the next two or three 
months, according to Hjornevik, Contis cmd Hern "had 
considerable emotional input" to him advocating the 

, release of the Instruction,,  Hjornevik said he talked 
with Cooper and ascertained that all family planning 
grants contained a special condition against all sterili- 
zation activities, with the exception of the Anderson 
County, Tennessee grant.  During this time it became 
clear to Hjornevik that Contis and Hem were generating 
correspondence from their family planning constituency 
throughout the country urging release of the Instruction. 
Hjornevik begem to feel this pressure and felt that he 
and Cooper were caught between that force and the 
possible implications of the President's earlier state- 
ment disapproving abortions. Hjornevik also said that 
Cooper, a Negro, was feeling pressure from black groups 
who felt that sterilization was racially motivated. 
For this reason, Hjornevik called Paul O'Neill at OMB 
and asked for a meeting with him and a White House 
representative to clarify the situation.  Hjornevik euid 
Cooper met with O'Neill and Jim Cavanaugh, Associate 
Director of the White House Domestic Council. 

Dr. Cooper told Inspection that he outlined his reser- 
vations to O'Neill and Cavanaugh, both of whom agreed 
that it would serve the White House's purposes for the 
Instructions to be withheld for awhile for Cooper's 
stated reasons.  Cooper said that neither O'Neill nor 
Cavanaugh stated that the White House wanted the 
Instruction held up, but rather listened and concurred 
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with his own concerns.  However, Hjornevik told Inspection 
that O'Neill and Cavanaugh were concerned with whether 
it was "sound pxiblic policy given the President's 
position on abortions" and questioned whether it was 
"necessary for OEO to go operational" with sterilizations, 
rather than carry on with research. 

"We let th^m know we were content to sit on it," 
Hjornevik said.  "The White House definitely didn't 
want us to go ahead.  We (Hjornevik and Cooper) agreed 
coming back from the meeting that we would stress 
Cooper's concerns rather than the White House interest." 

Martha Blaxall, former Budget Examiner for OEO Health 
Programs at 0MB, was interviewed by telephone.  She 
advised that sometime in February 1972 she was con- 
tacted by Dr. Warren Hern who told her that he had 
called a press conference to issue sterilization guide- 
lines.  Blaxall said Hern described the guidelines and 
his conviction that they should be issued expeditiously 
to preclude unguided sterilization activities by funded • 
agencies.  Hern said he had heard that someone • at the 
White House had held up the guidelines and asked Blcucall 
to check into it.  Blaxall agreed to do so because she 
knew Hern and because his concerns seemed reasonable. 
Blaxall took the matter to O'Neill, who checked and 
informed her that the Domestic Council's office had 
held up the Instruction.  Blaxall did not recall that 
the name of the Domestic Council staff member was 
mentioned by O'Neill. 

Inspection contacted O'Neill's office and learned that 
he was out of town on vacation until July 31. 

Inspection contacted James Cavanaugh, Associate Director, Domestl 
Council at the White House, who agreed to attempt to 
make time available for an interview by Inspectors this 
week. 
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On July 13, 1973, Dr. E. Leon Cooper, M.D., the former 
Director of Health Affairs, OEO, who is currently the 
Executive Director, National Medical Association 
Foundation (NMAF), Washington, D. C, was interviewed 
regarding his knowledge of the circumstances surrounding 
the decision not to disseminate OEO Instruction 6130-2 
(Voluntary Sterilization Services), dated January 11, 
1972. 

Cooper stated that he had never approved OEO Instruction 
6130-2.  (This instruction outlined procedures to be 
followed by grantees in the conduct of voluntary sterili- 
zations by OEO funded family planning agencies and 
specified that a special condition be included in all 
grants which would protect the legal rights of the indi- 
viduals who voliijiteerod to undergo sterilization 
operations) . 

Cooper recalled that between November and December 
1971 he had voiced various oral objections to the 
promulgation of the instructions to Wesley L. Hjornevik, 
Deputy Director, OEO, and to George Contis, Director 
of Family Planning, OEO.  Cooper's objections were 
based on his conviction that approval of voluntary 
sterilization by OEO would focus all family planning 
grants on sterilization methods as opposed to family 
planning methods which do not result in permanent 
sterility.  He also felt that the acceptance of 
voluntary sterilization would have significant impact 
on the 15 million dollar OEO family planning budget, em 
impact which had not been adequately considered by the 
OEO Family Planning Division.  Cooper felt that an 
emphasis on sterilization would serve to convert family 
planning grants from research and demonstration grants 
to service grants.  Cooper did not feel such a radical 
change in focus could be approved without additional 
consideration of the impact involved.  Cooper added, 
that as far as he was concerned Instruction 6130-2 
could not be considered to be an official document 
because he as Director of Health Affairs had not signed 
off on it. 
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Cooper recalled that in January 1972 he had met at 
the Office of Management and Budget (OMB) with Paul 
O'Neill, Director, Human Resources Programs Division, 
OI-IB, and James Cavanaugh of the Domestic Council of 
the White House.  At this time Cooper explained his 
objections to the CEO instructions on voluntary 
sterilization.  Cooper stated that both O'Neill and 
Cavanaugh concurred with his objections.  Cooper did 
not care to speculate on any additional White House 
objections, but added "my purposes served their needs." 

Though Cooper stated that he had never reduced his 
various objections to the instructions to writing, he 
did recall that he had replied to several Congressional 
inquiries on OEO policy regarding voluntary sterilization 
and added that this correspondence would reflect his 
position  on the matter. 

Cooper did not know who authorized the printing of the 
25,000 copies of OEO Instruction 6130-2.  He felt that, 
in any event, such authorization was premature in light 
of his and OMB's oral objections to the instructions. 
Cooper said that in February 1972 he had ordered Dr. 
Warren Hern, M.D., former Chief of Program Development 
and Evaulation Branch, Family Planning Division, OEO, 
to refrain from discussing the instructions outside of 
OEO and requested that Hern return the 200 advance 
copies of the printed Instructions which he had been 
furnished.  Cooper took this action because he felt 
that the Instructions were not "official." 

Cooper did not believe that any of the Instructions had 
been disseminated by OEO to any grantees. 

NOTE: Exhibits not printed. 
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Mr. ROGERS. Thank you very much for an excellent statement. We 
are grateful to you for being here and giving it to us. 

Mr. Kyros. 
Mr. KYROS. Thank you, Mr. Chairman. 
I certainly want to welcome the Senator here. 
Senator, I do have a question for you. One of the basic parts of 

tliis legislation as it passed the Senate, as I understand, is to establish 
a commission which will undertake a comprehensive investigation and 
study to identify "basic ethical principles and develop guidelines." 
What information do you have that makes you believe that such 
principles and guidelines can be established so that laymen through- 
out the United States like ourselves tmderstand it? 

Senator KENNEDY. Well, I think the principles are established. 
Hopefully, a commission made up of theologians, medical personnel, 
and others, will be able to help identify them. We have seen some of 
the results that occur when we, either in the Congress or the executive, 
do not really deal with them. I am convinced that these questions 
should not be left just to legislative action. These issues are enorm- 
ously complicated, for professional as well as lay people. Consider 
the issue of informed consent in a case of tei-minal cancer. Do we want 
to insist on getting the patient's infonned consent if he is in a coma, 
and if research on his particular strain of the disease would directly 
benefit future victims? 

Are you going to refuse to permit any research on an infant when it 
appears very clearly that that infant cannot survive and the research 
might benefit other children ? 

What wo clearly need are the best minds from the biomedical com- 
munity as well as input from others from whom society accepts moral 
guidance and who are going to be sufficiently sensitive to ethical 
considerations on this. 

I think it is an extremely difficult challenge, but I think it is one 
that should be imdertaken. 

Mr. KYROS. Thank you. 
Thank you, Mr. Chairman. 
Mr. ROGERS. Dr. Carter. 
Mr. CARTER. Thank you, Mr. Chairman. Certainly, Mr. Chairman, 

I support the formation of such a conmiission to establish guidelines 
on experimentation. I think it is very necessary and also I feel that 
the commission's work should probably be expanded to assist physi- 
cians who are handling or are caring for termmal patients, ob\nously 
terminal, for whom there is no hope, patients who arc fed by tubes and 
are really alive, although actually they are dead. I think that this com- 
mission probably should be called upon to assist such physicians, give 
them direction, as to what to do at that time. 

I am quite interested in this Relf tragedj. Senator. Could you tell 
me a little about that ? 

Senator KENNEDY. Well, Doctor, the factual situation was that the 
Relf children and the family were enrolled in an OEO-sponsored pro- 
fram on family counseling m Alabama. "^Tien use of the birtli control 

rug Depo Provera was discontinued two Relf girls were sterilized. 
The mother was asked permission for the sterilization and she signed 
her name as an X. Then tlie two children were admitted to the hospital. 

You know, there is rather a tragic personal story here, with their 
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being frightened at night, wanting to leave and being unable to do 
so. 'Hiey were sterilized early in the momLng and it was only after the 
operation that they became aware of the overwhelming implications 
of the operation. As a matter of fact, one of the little gins when asked 
whether she wanted to have children in the future said, "Yes," and 
when asked further, do you think you will be able to have them, an- 
swered, "Yes." 

These people were not well educated. There is some indications that 
one of the girls is actually retarded. One was 12, and the other 14. 
This is, I tliink, a crystal illustration of the problems tluit surround 
the issue of adequate informed consent or lack of it. 

HEW has now issued some very stringent guidelines affecting the 
sterilization. 

Mr. CARTER. Were either or both of these chUdren mentally retarded ? 
Senator KENNEDY. There is evidence that one of them is retarded. 
Mr. CARTER. But one was not. 
Senator ICENNEDY. One was not, but had a limited education. 
Mr. CARTER. Well, in a case like that, of course, I think there could 

be no reason at all for such action to be taken if the child was normal, 
subjected to sterilization. 

Senator KENNEDY. If I could, I would like to add to the testimony. 
I met with the children in private in my office. The parents and their 
attorneys were the one who actually testified before the committee, 
but I would like to add their total testimony as an addendum. 

Mr. ROGERS. Certainly. Without objection, it will be made part of 
the record. 

[Testimony resumes on p. 109.] 
[The testimony referred to follows:] 

STATEMENT OF JOSEPH LEVIN, ESQ., GENERAI, COUNSEL, SOUTHERN POVERTY LAW 
CENTER, MONTGOMERY, ALA., ACCOMPANIED BY MR. AND MRS. RELT, MONT- 
GOMERY, ALA., AND WARREN M. HERN, M.D., M.P.H., DENVER, COLO. 

Mr. LEVIN. Thank you. Senator. 
I am here in response to the call of this snbcommittee In my capacity as gen- 

eral cousel. Southern Poverty Law Center, Montgomery, Ala. 
I represent Minnie and Mary Alice Relf, whose testimony you have already 

taken this morning. 
On .June 14, 1973, Mary Alice Relf, age 12, and Jlinnie Relf, age 14, were sur- 

gically sterilized In a Montgomery, Ala., hcspital. 
These tubal sterilizations took place under the direction of the Family Plan- 

ning Clinic of the Montgomery Community Action Committee, an OBX) funded 
project. 

In addition to Minnie and Mary Alice, the Relfs have one other daughter, 
Katie, who is 16 years of age. When Community Action moved the Relfs to a 
public housing project in lOTl, the Family Planning Service began the unso- 
licited administration of birth control Injections to Katie. No parental permis- 
sion was sought or given. As a matter of fact, the agency sought out the Relf chil- 
dren as good subjects for their family planning program. 

At a later date, the clinic began the unsolicited administration of the same 
shots to the two younger girls. 

Senator KENNEDY. May I interrupt for a moment to ask whether the family 
sought out the services of the Family Planning Program or did the Family 
Planning Program seek out the family? 

Mr. LE^IN. I think it is clear from the conversations that I have had with the 
Relfs that it was the Center seeking out the Relfs. 

They were already under this Community Action program, and Community 
Action, having moved them into the project, was aware of their existence and 
sought them out. 
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I know the children themselves would have had no concept of family planning, 
and I certainly do not believe that the Relfs would have had—the parties would 
have had any concept of what family planning was all about. 

Senator KENNEDY. If 1 may interrupt, the report says, "At a later date, the 
clinic began the unsolicited administration of the same shots to the two younger 
girls." 

Do you know what the "shots" were? 
Mr. LEVIN. We do not know. 
Senator KENNEDY. Can you si)eculate as to whether the drug was Depo- 

provera ? 
Mr. LEVIN. That is what the Relfs think it was. I do not thluk there is sworn 

testimony to that effect, but I understand that is what it was. 
In March 15)73, Katie Belf was taken to the family planning clinic for insertion 

of an I.U.D. Once again, her parents were not asked If they had any objection. 
After arriving at the clinic, Katie did object to the procedure, but was told 

by the nurse that she needed it. 
On June 13,1973, a family planning nurse picked up Mrs. ReU and the younger 

girls and transported them to a doctor's office. Mrs. Keif was told the girls were 
being taken for some shots. She thought the shots were the same as those all three 
children had been receiving for some time. 

Neither Mrs. Relf nor the girls spoke with anyone at the ofBce. 
From the doctor's office, the children and their mother were transiwrted to the 

hospital where the girls were assigned a room. 
It was at this time that Mrs. Relf, who neither reads nor writes, put her mark 

on what we later learned was an authorization for surgical sterilization. 
Mrs. Relf was then escorted home. 
Minnie and Mary Alice were left by themselves in a ward in the hospital. 

So far, neither child had even seen the physician who was to perform the opera- 
tion nor had either child been told what was going to happen to them. 

Later In the afternoon of the 13th, or early on the 14th, Minnie got out of 
bed, borrowed some change from another patient, and telephoned a neighbor's 
house to speak with her mother. The Relfs do not have a telephone. 

Minnie asked her mother to bring her sister and her home, but her mother had 
to tell her she had no transportation to get the girls home. 

It was the next morning tJiat both children were placed under a general 
anesthetic and surgically sterilized. At no point prior to the surgery did any 
physician discuss with the girls or their parents the nature or consequences of 
the surgery to which Minnie and Mary Alice were about to be subjected. 

The girls were released from the hospital after 3 days. 
As a footnote, I should point out that on the afternoon of the day Minnie and 

Mary Alice were taken to the hospital, the same family planning nurse returned 
to the Relf home and attempted to take Katie to the hospital to undergo sterili- 
zation. Katie locked herself in her room and refused to go. At that time no one 
else was home but Katie. 

I was told by persons who spoke with the director of the clinic and the nurse 
on the day of the surgery, that the reason for the operations was the existence 
of new policies which prevented nurses from going out into the community to 
administer shots and birth control devices; that boys were "hanging around" 
the girls, and that the only way to insure against pregnancy was sterilization. 

Senator KENNEDY. Did you ever find out what these new policies were? 
Mr. LEVIN. Senator, I think the new policies revolved around HEW. This unit 

wa.s about to come under HEW funding and I think HEW, under possibly an 
FDA regulation of .some sort, I think possibly as the result of some of the work 
of this committee, had refused to permit the use of these particular shots, birth 
control shot5. And I believe that is the policy to which they referred. 

Two ltem.s are of paramount Importance In considering the events I have 
just related. First, no doctor ever spoke with any memter of the Rdf family 
before the tubal sterilizations occurred. Second, the Relfs never, at any time, 
sought the services of the family planning clinic—not for the injections, not 
for the I.U.D., and certainly not for the sterilizations. 

I decline to engage in debate over the relative merits of sterillziin*: children. 
I see no justification for permanently depriving any child of her right to con- 
ceive, regardle.s.s of the child's present mental or physical condition; nor do I 
believe that agencies, by committee or otlier means, have the right to sterilize 
any person, regardless of age, unless that ijerson. intelligently and with full 
and complete knowledge of the consequences, desires to be permanently stripped 
of his ability to create life. 
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Passing the age of 21 is not necessarily a barometer for gaging tlie ability of 
an individual to comprehend the effects of sterilization. 

I think I heard some testimony this morning revolving around the age of 18 
as being an adequate age for consent. 

My statement applies to the age of 18 also. That is no gage to determine 
that a person understands what is happening to them. 

In order to begin to understand why it happened to these children, I think 
one must examine the social services system under which they and their family 
exist. 

They receive $156 per month from the Alabama Department of Pensions and 
Security; they receive food stamps; they receive subsidized medical assistance; 
and, I suppose, there are other forms of aid unknown to me at this time. In 
other words, each member of this family lives his or her existence under a 
microscope. 

They are visited on an almost weekly basis by some social service person 
who either functions under the direction of the State or Federal Govemmeoit, 
or whose salary is paid, directly or Indirectly, through some combination of 
local. State and Federal funding. 

They are surrounded by a welfare state upon which they depend for their 
very existence, and they are easily "coerced" into doing what the welfare people 
recommend to them. 

It is a very sophisticated, probably unintentional, form of coercion, but it is 
extremely effective. 

One must ask whether or not the hospital, the doctor, the nurses, and the 
anesthesiologist would have as quickly participated in the sterilization of a 
"paying customer." 

Would this medical complex have permitted a middle-class white or bladi 
parent to so easily sign away his child's ability to procreate? 

Would the middle-class parent, absent the kinds of dependency pressures 
exerted on a welfare family, have even considered surgical sterilization for his 
children? 

I believe this subcommittee will find that the sons and daughters of middle 
America are not sterilized, regardless of physical or mental condition. 

It is the "free clinic" patient who is fair game for this most final of birth 
control methods. 

I recently spoke with an employee of the agency which wrote the proposal 
which will eventually provide HEW funding for the Montgomery Family Planning 
Clinic. 

In response to a remark of mine condemning sterilization of minors, he asked 
if I would also be opposed to sex education in the schools since minors are 
affected there. 

It is this apparent complete inability to draw lines, to make distinctions, to 
Instinctively recognize the difference between a birth control pill and surgery, 
which forever halts the ability to participate in conception, which frightens me. 

Sterilization is not "birth control" when applied to minors and incompetents— 
it is mayhem, and it should be stopped now. 

Severe guidelines for sterilization should be established and distributed to all 
agencies, hospitals, or individuals who, in any way, participate in Federal- or 
State-funded sterilization programs. 

I have every reason to believe that what happened to the Relf's is not uncom- 
mon ; that for sometime now, OEO-funded and HBW-funded family planning 
projects have been securing sterilization operations for the minor children of 
poverty-stricken families, and I know that the decisions about who shall or shall 
not receive this so-called service must have been based upon only the most general 
criteria. 

Senator KENNEDY. That Is a very serious charge. On what evidence do you 
base It? 

Mr. LEVIN. Senator, the legislation which set up the family, the whole 
community program, recommends in it—and I do not have the section right 
now—that family planning clinics be .set up as one of the few Itemized services 
that are asked to be set up under community action programs. 

I know that there were some 5—somewhere in the neighborhood of 500. 
Dr. Hern may be able to answer it better than I. Five hundred planning—500 

family planning units that participated in family planning somewhere around 
1971. I have read interoffice memos which indicate that about 80 percent of 
those units at that time, 2 years ago, desired to perform sterilization operations. 

Well, we are talking about a lot of units. 
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I also have seen a report, a press report, quoting—and I bave forgotten tbe 
man's name; he is In charge of operations, I think, for OEO—quotlngi this 
gentleman as stating that there are 40 to 60 units in the country performing 
sterilizations. 

I do not think that is accurate, but if it is, that is remarkable that it has 
brought that many. Mr. Teague makes that statement 

But I do not think that is accurate. I think there are many more than that. 
This is my belief. 

Senator KENNEDY. Your point is that whether the figure is 40 or 80-rand you 
believe it to be more—tliere are no guidelines at the present time for the per- 
formance of the sterilization procedure. 

Mr. LE;VIN. And I think for each one of those, there have to be as many dif- 
ferent procedures determining who gets sterilized as there are clinics offering 
the service, since there are no guidelines established by OEO, and apparently not 
by HEW. 

I do not know but I am told that the unit In Montgomery is to receive a specific 
amount of money budgeted, sterilization money, and they had no procedures that 
I am aware of in order to guide the physicians and the members of the units, 
or anyone else as to how the sterilization Is to be conducted. 

In sumary, I would like to say I think a look Into the whole field of l)enef- 
icent Government medical services and the treatment accorded poor iteople in 
the administration of such services is long overdue. 

On liehalf of the Relf family and the thousands of other families who re- 
quire governmental assistance in order to fulfill the most basic needs of life, 
I Implore you to give this matter your closest attention. 

Senator KENNEDY. Thank you very much, Mr. Levin. 
I have a few brief questions. 
Is it your testimony that neither the mother of the girls, nor the girls them- 

selves, understood the i>pocedure8 which were to lie performed? 
Mr. LEVIN. Yes. 
Senator KENNEDY. Is it your understanding that they were receiving Depo- 

provera prior to the time that they were sterilized? 
Mr. LEVIN. I am not familiar with the drug, but I am told that is the only 

birth control injection available. So I assume that that is the only injection 
they received prior to the sterilization. 

Senator KENNEDY. Did you know that Depo-provera was an experimental 
drug? 

Mr. LEVIN. I have since been informed of that. 
Senator KENNEDY. Thank you. Mr. and Mrs. Relf, we want to welcome you 

to the committee. 
We had a nice visit In my office earlier with your daughters. 
Mr. RELf. Yes. 
Senator KENNEDY. And we want to tell you how much we appreciate your being 

here this morning. 
Mr. BELF. I appreciate It. 
Senator KENNEDY. AS you probably know, we are trying to consider legislation 

so that what happened to your children will not happen to other children. 
We know it Is not easy to share with us the concern and sadness which you 

feel about this tragedy, but X want you to know how much we appreciate the 
fact that you are willing to come here and talk with us about It. 

Perhaps you could tell us, in your own words, a little bit about what happened 
to your daughters. 

Take all the time that you would like. 
Mr. RELF. Well, I did not know what happened. See, I was off that day, I come 

In that evening. My wife was talking, she said the children are good, but they are 
in the hospital. 

Senator KENNEDY. Your two daughters were in the hospital ? 
Mr. RELF. Yes. 
Senator KENNEDY. That is Minnie and Mary Alice, is that right? 
Mr. RELF. Tee. 
Senator KENNEDY. Were you surprised at that? 
Mr. BELF. I told her—I went down there. 
Senator KENNEDY. Why did you think they were In the hospital? 
Mr. RELF. I did not know. 
Senator KENNEDY. Did you ask your wife? 
Mr. RELF. The only thing I know about It is that they were taking shots. 

ss-aas o - 74 - s 
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Senator KENNEDY. AS I understand your testimony you thought your daughters 
went to the hospital to be given some shots? 

Mr. RELF. Yes; that is what I am talking about. To get shots. That Is all I 
know about it. That is what she said. 

Senator KENNEDY. They had not been receiving shots at other times? 
Mr. RELP. They had been taking shots at the hospital. 
Senator KENNEDY. Then what happened? 
Mr. RELF. Tlien I came and went down there that night, see, and soon I walked 

in, they said the visiting hours was over,. 
Senator KENNEDY. They said what? 
Mr. RELF. The visiting hours was over. The children had gone to bed. 
I did not Icnow what happened to them, and I turned around and went back 

home. 
Senator KENNEDY. What time was that? 
Mr. RELF. Just about 9 o'clock, or 10 o'clock. 
Senator KENNEDY. YOU wanted to see your children? 
Mr. RELF. I saw them, I turned around, .see, and they said they had to go to bed. 

I turned around and went on back home. 
I went on back home, and the next morning my wife went. She went. I did not 

go. So when she come back, she said that they had an operation. 
And this got all over me. 
Senator KENNEDY. You what? 
Mr. RELF. This got all over me then. I did not want it done. 
Senator KENNEDY. You did not want it done? 
Mr. RELF. No. 
Senator KENNEDY. Were you upset? 
Mr. RELF. Yes. I am still upset about it. 
Senator KENNEDY. Would you tell us, Mrs. Relf. If the first time that you knew 

they were going to perform an oiieration was after it was done? 
Mrs. RELP. Yes. 
Senator KENNEDY. Mrs. Relf, why do you not tell us a Uttle bit about what hap- 

pened in your own words? 
Mrs. RELF. Well, I went up there that morning, and they had operated on them. 
Senator KENNEDY. Just bring the microphone up a little closer, and tell us a 

little bit about when you first found out that they were going to the hospital. 
Mrs. RELF. The nurse came out and she told me that she was going to give 

them shots. 
Senator KENNEDY. Did the nurse come out to your home? 
Mrs. RELF. Yes, to my home. 
Senator KENNEDY. What did she say? 
Mrs. RELF. She said they were going to give them some shots. 
Senator KENNEDY. Then what happened? Did your daughters go to the 

hospital? 
Mrs. RELF. Then she took them to the doctor's office. 
Senator KENNEDY. And then, at some time later, did your daughters go to the 

ho.spital? 
Mrs. RELF. They went in the evening. 
Senator KENNEDY. Did you know they were going into the hospital? 
Mrs. RELP. I did not know they was going. They said to come back and pick 

tliem up at 1:30. The nurse said to pick them up, they were going to pick them 
up at 1:30. 

Senator KENNEDY. When was that? 
Mrs. RELF. That was in the afternoon. 
Senator KENNEDY. SO some time that afternoon they went to the hospital? 
Mrs. RELF. Yes. 
Senator KENNEDY. And was that the first time that you knew that they were 

going to the hospital? When did you find out that they had gone to the hospital? 
Mrs. RELF. That afternoon. 
Senator KENNEDY. Did you sign a form ? 
Mrs. RELF. I put an X on a piece of paper. 
Senator KENNEDY. When did you put an X on a piece of paper? 
Mrs. RELF. When I went down to the ho.spital. 
Senator KENNEDY. Do you remember what the nurse asked you or why you 

signed that piece of paper? 
Mrs. RELF. She told me. I put an X on a piece of paper, and she told me that 

they were going to give them some shots. That is what she told me. . 
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Senator KENNEDY. SO you put the X on the piece of paper because you thought 
they were going to get some shots, is that right? 

Mrs. RELF. Yes. 
Senator KENNEDY. And then you went home that evening? 
Mrs. RELF. Yes, I went home that evening. 
Senator KENNEDY. And then what happened? 
Mrs. RELF. After I went home, I do not know. 
Senator KENNEDY. They operated on them? 
Mrs. RELF. They operated on them, and called me, and told me that they 

were at the hospital, so I went. 
Senator KENNEDY. What did your daughters tell you when you saw them? 
Mrs. RELF. They told me they had been operated on. 
Senator KENNEDY. Was that the first you knew about it? 
Mrs. RELF. That was the first I knew about it. 
Senator KENNEDY. What was your feeling when you heard that they had op- 

erated on your children? 
Mrs. RELF. I felt very bad about it. I got mad. 
Senator KENNEDY. You felt what ? 
Mrs. RELF. I felt angry about it. 
Senator KENNEDY. Why were you angry? 
Mrs. RELF. Because I did not like it. 
Senator KENNEDY. Would you have permitted It If you had known about It? 
Mrs. RELF. No, I did not know it. 
Senator KENNEDY. YOU would not have let them do it? 
Mrs. RELF. I would not have let them do that. They said that they was going 

to give them shots. 
Senator KENNEDY. Do you still use that clinic now, Mrs. Relf? 
Mrs. RELF. No. 
Senator KEN.NEDY. DO you think you will ever go back to it? 
Mrs. RELF. I do not know if I will ever be going back there. 
Senator KENNEDY. Very well. 
As I mentioned earlier, what we are trying to do is to make sure that this never 

happens again, Mrs. Relf. 
We met your three wonderful daughters this morning. They came to talk with 

us, and we showed them around my oflSce. We showed them some of the lectures 
of my children. They are very lovely people. 

We are going to do our very best to make sure that this does not happen to any- 
body else. We have just seen too much of this kind of thing in this country. There 
is no reason for it, and I for one am not satisfied with the explanation, "Well, 
accidents will happen, and therefore we should not alter what is happening at 
the present time." We have seen too many mothers and fathers that have been 
saddened, by these kinds of occurrences. 

As I said, we are going to do our very best to make sure that It does not happen 
again, and I believe that we can succeed in this effort. 

We have a very deep sense of gratitude to you for coming here and sharing your 
personal experience with us. Very good of you. 

Do you have anything else that you would like to say, Mr. Relf? 
Mr. RELF. I believe she said everything. 
Senator KEWNEDY. It took a lot of courage for you to corae up here and tell us 

about your experience, and we want to thank you. 
We want now to hear from Dr. Hern. 

Senator KENNEDY. If I could, I would like to add an interesting 
point. The initial target of our legislation had just been on the re- 
search programs. But after this experience dealing with the steriliza- 
tion we added the service programs, but in a limited fashion. The 
phrase that we use is "whenever feasible and where appropriate." 
We want the Secretary to look very closely at programs like this, but 
we obviously need to exclude the great majority of other HEW serv- 
ice programs from these provisions. 

Mr. CARTER. DO you tnink this particidar case neither parent actu- 
allj understood the operation that was to be undergone by the two 
children? Is that correct ? 

Senator KENNEDY. That was my impression. 
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Mr. CARTER. I want to say further that I agree with the Commis- 

sion idea. However, in the treatment particularly of cancerous condi- 
tions today, almost every drug which is used, different chemicals and 
chemotherapy, may either kill or cure. In most cases or in many they 
have a very beneficial effect in that they have a gi-eat affinity for ma- 
lignant cells, but in many cases also they have a disastrous effect 
upon other parts of the human body. Much of this is being—much 
work like this is being carried on throughout the country and I would 
hope that a commission that would be established would not interfere 
too much in these particularly specialized fields. And I happen to 
know from the feel—tlie effect of this because of rea.sons which I 
cannot state at the present time, but a Commission could be of great 
assistance but yet it should not go so far as to define the medicines 
always that a doctor should give to his patients. Any medicine can 
have a very serious effect and in the treatment of cancer particularly, 
the medicines are highly toxic but fortunately in most cases they are 
more toxic to the malignant cells. So I hope that the Commission 
would not hamstring our researchers in this area. 

Thank you, Mr. Chairman. 
Senator KENNEDY. If I could just re-spond, I concur completely with 

the doctor and Congressman about the Commission. Wliat would ac- 
tually be established by the Commission is a method to assure that the 
patients themselves had full knowledge and understanding of the drugs 
they were going to take and that there exists adequate institutional 
peer review. Any of those working in this research area would obvious- 
ly be sensitive to the legitimate concerns that Dr. Carter has outlined 
here. I would certainly encourage the best kind of medical practice 
and the best use of the drugs would be made applicable. 

Mr. ROGERS. Yes. I think it is a point well raised and we are for- 
tunate, as you know, having two doctors on this committee. So, as Dr. 
Carter says, where there is a dangerous drug which can be lethal, par- 
ticularly in the cancer field, with which they are experimenting, we 
have to be very careful in handling it. I think as you have suggested, 
Senator, if we will make this clear in the intent and in the record that 
this must be handled ver>' carefully, I think this will be helpful in giv- 
ing some guidance to the Commission. 

Mr. CARTER. Mr. Chairman, I think the Commission's work would 
be too greatly expanded because this is going on all over our country 
every day and the different clinics from Sloan, Kettering to Cleveland, 
M. i). Anderson, and by and large, I think these people are doing a 
tremendous job and I feel that the people in this field should not be 
too closely bound because it would stultify work and keep them from 
going forward. 

Mr. ROGERS. Well, I think the intent is to make sure that the patient 
has full knowledge and is fully aware of the consequences. I think that 
mainly is what the thriist of this is. 

Senator KENNEDY. That is right. 
Mr. CARTER. I certainly would agree with that. I think the Senator 

has made a good statement. 
Mr. ROGERS. Thank you. 
Mr. Preyer. 
Mr. PREYER. Thank you, Mr. Chairman. 
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Senator Kennedy, I congratulate you not only for this bill but all 
you have done in the health field. You point out very properly that 
this is an extremely difficult and delicate area in which you have to 
reconcile the needs of scientific progress with individual liberties. I 
think that because this is difficult is no reason why we should not ad- 
dress ourselves to the question. I commend you for charging right 
ahead. 

This is not the time to go into a lot of details but T did have two ques- 
tions I would like to ask. 

First, I notice that your bill establishes the national Commis.sion 
within HEW. Do you see any merit in establishing that Commission 
as an independent agency in the executive branch so that you would 
avoid any possible conflict of interest which might arise from the 
regulatory function being under the same agency that approves 
grants ? 

Senator KENXEDT. I think that is a poasibility, Congressman, and I 
think we could give some consideration to it. As one who has been 
interested in separating those particular functions in the past in re- 
gard to other agencies, I am sure of many of the compelling reasons 
for doing so, although I felt that the development of the Commission 
was best suited to HEW. But T think this is a worthwhile point to 
consider and I think we certainly ought to examine it. 

Mr. PREYER. I introduced a bill (H.R. 10573) yesterday on this sub- 
ject which sets up an independent agency. I hope the bill will make a 
contribution in this area. 

Senator KENNEDT. T would like to work with you on that. 
Mr. PREYER. The other question I woidd like to ask. because I think 

it is very important at this time, deals with the subject of psycho- 
surgery. Such surgery is irreversible. 

Senator KENNEDY. That is right. 
Mr. PREYER. And also, apparently, there are real questions about 

the value of it. I wonder if from your hearings on this subject you 
felt that the evidence on psychosurgery showed it to be of such dtibious 
worth in many cases that a moratorium on it woidd be warranted until 
such time as the national commission could set down guidelines in this 
area ? Such a moratorium, of course, would not apply to cases where 
psychosurgery has proven its value. 

Senator KENXEDY. Well, we heard from Bert Brown, who is the 
head of the National Institution of Mental Health, that they had very 
serious reservations about awarding grants in the field of psycho- 
surgery. As a matter of fact. NTAHI funds only one re^search program, 
and that is in my State. We have also heard from Dr. Aandy, who 
performs a great deal of psychosurgery in Mississippi. He also has 
published a number of evaluative articles. He estimates that between 
800 and 1,000 such procedures a year are carried out in this country. 
Dr. Aandy has performed psychosurgerv on children as young as 8 
to 10 years of age. In some instances he has performed three or four 
operations on children under 15. 

He defended his position. He Avas not interested in hiding it. He 
feels strongly about it. According to his own analysis, he has a very 
mixed success and failure record. This was a matter of considerable 
concern to a number of the members of the committee. Senator Beall 
in particular. He offered an amendment on the floor to carry through 
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your intention to bar any psychosurgery until the Commission had 
actually drawn up some criteria. 

I was willing to accept that amendment at that time. He modified 
it to some extent. It did not quite come out as a complete ban. But I 
think considering Dr. Brown's very legitimate concern about it, that 
this would not be an unreasonable position to take, to ban it until the 
Commission had a chance to consider it. 

Since we have only one program involving psychosurgery now being 
funded by the Federal program, its impact would be very limited 
because we are affecting physicians in private practice. It is question- 
able whether we would have the authority to do so. So as it stands, I 
would not be opposed to such a provision. 

Mr. PRETER. Thank you very much, Senator, and again let me thank 
you for this major contribution. 

Mr. ROGERS. Senator, let me just ask you one question here. Congress- 
man Carter has introduced a bill to establish a Commission on Medical 
Technology and Dignity of Dying (H.R. 2655) which is a subject 
I think we have not properly thought through or addressed. 

Now, in his legislation, he would propose setting up a Commission. 
I wondered if you thought in this legislation it might be well for us to 
consider in this legislation where we are setting up this Commision 
on ethics. It would also prescribe for them the duty as set forth here, 
or similar duties at set forth here, or similar duties that the Commis- 
sion shall study under what circumstances modern medical technology 
is being used to deny individuals the right to die with dignity. In addi- 
tion, it would determine under what circumstances the availability of 
governmentally funded benefits contribute to denying individuals the 
right to die with dignity. 

Wliat would be your reaction to perhaps including this as a charge 
to the Commission to look into this with possible recommendations ? 

Senator KENNEDY. I think it would strengthen the legislation. It is 
a matter of very considerable concern to millions of people. And I 
think this is the kind of concern to which this Commission should 
rightfully address itself. I would like to work with the doctor, with 
this committee, on how it best could be included in the legislation. 

Mr. ROGERS. Thank you. 
Mr. Hastings. 
Mr. HASTINGS. Thank you, Mr. Chairman. 
On a light note, first—there have been an awful lot of heavy ones 

here so far—I would like, through you, to greet the other body which 
we respectfully refer to as the House of Lords, and I would like to 
join the gentleman from North Carolina in complimenting you on your 
extreme activity in the area of health with the possible exception of 
HMO's which I guess we will have the opporbunity to discuss later, 
and perhaps health insurance. 

Senator KENNEDY. I do not think we will be talking about that for 
some time. 

Mr. HASTINGS. On the serious vein. Mr. Chairman. I think we also 
ought to acknowledge over and above the fact that we have two doc- 
tors of medicine, of very great and pertinent interest to this subject is 
a doctor of theology. Dr. Hudnut, who I think will add his expertise 
as we consider this most serious problem. 

I know, Senator, that you probably share the viewpoint I do, but I 
want to make certain, that in fact we have a great overriding concern 
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that the public be totally protected. At the same time, I am sure we 
do not want to leave the impression that there has been a great deal 
of irresponsible action coming from HEW and NIH. 

Senator KENXEDY. That is right. 
Mr. HAsnNGs. And I cite the figures that of 650,000 projects involv- 

ing programs which had been approved for funding by NIH since 
1947, less than 12 have been challenged from any source. And of the 
present system of standards established in 1966, 28 have l)een ap- 
proved and only one has been challenged. So I just want to make that 
part of the record, that, in fact, surely we are very interested in pur- 
suing a course of action that is rapid. At the same time. I think we 
should make eminently clear what the track i^ecord has been overall. 

Senator KENNEDY. I think that is a worthwhile addition to the 
i"ecord. As a matter of fact, in the legislation we incorporate the pres- 
ent guidelines in NTH, until the commission itself has a chance to de- 
velop its own. 

Mr. HASTINGS. Those would be the interim provisions ? 
Senator KENNEDY. Yes. So we embrace tliose. Many experts have 

suggested many strengthening provisions, and we have incorporated 
those we felt wise and practicable. 

Mr. HASTINGS. I know my position certainly is that of full protection 
for the public but at the same time, not to stultify the research field. 

Thank you very much. 
Mr. ROGERS. Mr. Symington. I might say that the Senator's time 

is  
Senator KENNEDY. We vote on the Trident at 11. Whether you are 

for it or against it will be indicated by whether I get out of here or 
not. 

Mr. SYMINGTON. I think a member of my family is interested in that 
vote and if he thinks I held you here, he will cut off my allowance. 

One quick question. Senator Kennedy. In our State recently there 
has come to light what might possibly be malpractices involving exper- 
imentation on mental patients and I have asked for the documents 
that I have seen to be turned over to the GAO and FDA to check them 
out. But the question arises in our minds how could a mental patient 
^ve consent to experimentation in a legal sense if his only guardian 
IS the State institution itself which, of course, enjoys certain funding 
from sometimes private sources trying to test their drugs and some- 
times through Government. Do we not need some kind of a committee 
or commission that reviews any such experimentation ? 

Senator KENNEDY. The Congressman, as usual, has put his finger 
on the dilemma. The problem of informed consent, as I indicated in 
earlier testimony, is one that could occupy the full time of a Member 
of Congress, or even a congressional committee. It is just for that 
reason that the commission would be established. 

Mr. SYMINGTON. Thank you, Senator. Thank you for your state- 
ment. 

Mr. ROGERS. Mr. Hudnut. 
Mr. HUDNUT. Thank you, Mr. Chairman and Senator Kennedy. We 

appreciate your taking the time to come before tliis committee. We 
might have opposite views on the Trident, so I liave a half hour's worth 
of questions. 

I would like to ask you two questions: One specific, one general. 
The specific question is this. In your testimony, and perhaps in the 



114 

other testimony that we have received and the background materials on 
this subject, it is not clear that there is a need for this kind of legisla- 
tion. It is in my opinion, not clearly indicated that the establishment 
of this new commission would provide new authority for the Secretary 
of HEW that he does not now nave. Could you speak to that ? In other 
words, is this giving him something that he does not now have? 

Senator KENNEDY. Well, I am sure the Secretary will speak to this 
subject in detail. The Secretary could set up a commission. Whether it 
could be of this description and have these responsibilities is doubtful. 
There is no doubt that this legislation is needed if the job is to get done. 
This is not just my conclusion—it is the conclusion of who I consider 
to be the top research people in the country. You are going to hear from 
them in the course of your deliberations and I think it is their very 
strong feeling that their efforts in research can be strengthened and 
be even more effective with the help of this commission. 

If the question is—could the Secretary set up a commission, give 
them the challenge, come on up here and request the $3 million which 
we do on tliis—the answer is he probably would have the power. He 
can request anything. But I do say that the job is not—at the present 
time, being done. You have, as we have seen over the course of these 
hearings, a variety of different policies carried forth by governmental 
agencies. Obviously, the thrust of this legislation is only the one area 
of HEW but my very clear hope is that it would soon apply as a gen- 
eral governmental policy. Even in HEW there are different policies 
in different agencies. 

In NIH you have different criteria than in VA. The guidelines 
which have been issued by Mr. Weinberger are different than what 
you have over in the VA. So I think what we need is imiformity of 
the highest standards—that is what I think the commission would 
offer the best opportunity to do. 

Mr. HuDNUT. That leads to the general question I have. Reference 
was made to my theological backgroimd and it is very hard to get 
any kind of consensus on these exceedingly complex questions. TTie 
only thing two theologians can agree on is what a church should give 
to charity. Wliat you are doing and what this bill is doing is asking 
us in a sense to legislate morality or freeze into an institutionalized 
position a particular ethical or religious point of view on, say, the 
subject of sterilization. Part of the essence and genius of American 
culture is its pluralism and heterogeneity, which it seems to me require 
that we go very slowly in saying that this is the point of view on gene- 
tic manipulation, or this is the point of view on sterilization. Once 
these 11 men can institutionalize their position through a regulaton 
it would seem as through they would be mandating morality on a 
particular issue for all Americans. 

Senator KENNEDY. Just let me, if I could—it is for that very reason 
we want the commission established. It is for the very reason that 
the good Congressman states. What we do not want to do is have 
the Congi-ess. for political reasons, and I use it just in the broadest 
sense, making decisions about these particular issues. The commission 
would set up the liest possible firuidelines for informed consent. Sec- 
ond, it would require high quality peer review at the local level. The 
Commission doesn't do the review, it is all done in the local com- 
munity. 
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We don't want to have to debate on political terms whether we should 
do experiments on live fetuses. That is the real political question— 
whether we in tlie Congress are going to debate that. Are you going 
to permit that or are you going to prohibit it ? The answer should not 
be a political one. We can't tackle the issue of consent for such research 
The Commission will make sure that the consent issue is fully aired. 
This way the country is going to be able to at least get the best kind 
of information available on a complex subject. 

Remember whatever decision is going to be made will be subject to 
careful review at the local level. We are trying to do just what the 
good Congi-essman has mentioned, to take it out of the political de- 
bates and discussions about what we are going to permit and what we 
are going to prohibit. 

So it is in an attempt to achieve what I think is the very legitimate 
concern of the Congressman, that this commission is devised, and I 
hope as a result of hearings and talking to some of the witnesses that 
you will hear that this point can be fully aired. 

Mr. ROGERS. Dr. Roy, do you have a quick question ? 
Mr. ROY. I have no questions. I would like to thank the Senator 

for coming here and I appreciate the political courage that it takes 
to become involved in this area and I think that has been typical of 
your career as a public servant. I would say I share the feelmgs that 
these questions are too important to be left to scientists alone, even 
though I think the NIH and scientists generally have had excellent 
deportment in this area. But I thank you for bringing this to our 
attention and I welcome the opportunity to consider your bill, Dr. 
Carter's bill and others. 

Thank you. 
Mr. RoioERS. We are very grateful for your being here. It is most 

helpful. 
Senator KENNEDT. Thank you very much, Mr. Chairman. 
Mr. ROGERS. And we hope you will make your hearing. 
Without objection, the chair wishes to place in the record, as though 

read, statements submitted by Congressmen Edward R. Roybal of 
California, John N. Erlenborn of Illinois, John M. Zwach of Minne- 
sota, and Angelo D. Roncallo of New York. 

STATEMENT OF HON. EDWAKD R. ROYBAL, A REPRESENTATIVE 
IN CONGRESS FROM THE STATE OF CALIFORNIA 

H.R.   1111 

Mr. RoTBAL. Today, the Nation is confronted with a problem of 
medical ethics of complicated magnitude. This problem has evolved 
with startling suddeness as a byproduct of miraculous advances in 
medical technology. This rapidly accelerating technology has not 
only increased the length of man's life, but has radically altered its 
quality. But most important, these advances demand a reassessment 
of the very meaning of human life. Wliile improving man's overall 
medical health, medical technology has introduced a whole range of 
unique social, legal, and ethical issues. These issues aflfect human life 
from its very conception to its end and deserve immediate legislative 
attention. 
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Beginning with the conception of human life, we are confronted 
with a higmy ambiguous medical technology which on the one hand 
can enhance hiunan fertility while on the other hand can inhibit or 
totally eliminate life. This is made possible through the use or direct 
surgery, drugs, or devices whose number and efficacy increase at an 
ever quickenmg rate. The very existence of this technology, let alone 
its practice, raises many social, legal, and ethical guestions. A good 
example of this dilemma is the well-publicized social and legal con- 
troversy surrounding the sterilization of poor people in a Southern 
State during June. 

Other problems which confront us deal with the failure of entire 
organs and the capability of replacing those organs either with an 
artificial analog or a counterpart organ from another human body. 
These transplants and analogs are now a fact of every day life as a 
result of advances in biomedical technology only a decade or more old. 
Scores of heart transplants have already been conducted. Thousands 
of people now receive kidneys and even have their vision restored 
thanks to the medical technology which makes it possible to trans- 
plant an organ or tissue from one body to anotlier. Even the human 
brain is not immune from modem medical technology; its very func- 
tion and intellectual performance can be altered through the use of 
psychotrophic drugs, psychological and psychiatric approaches, elec- 
trical currents,and indeed tlie scalpel. 

These developments have now subjected the whole himian body to 
medical experimentation. Clearly man has become man's perfect 
guinea pig. Wliile many of these advances have proven beneficial to 
man, others have raised a host of serious problems. "When is it, for in- 
stance, appropriate to radically alter the mental fimction of human 
beings through surgery, psychotropic drugs, or other means? How 
should the use of behavior modification drugs be regulated and who 
should control the administrator of those drugs? Is human experi- 
mentation acceptable if it affects the comfort, health, or lifespan of the 
subject? 

Finally, advances in medical technology have not even spared the 
final end of human life. For it has given man the tools to prolong 
life indefinitely through the use of drugs, life-giving chemicals, and 
surgical intervention, even long after the body and mind can perform 
usefully. 

These are but some of the issues confronting us today. And even more 
complicated issues vnW confront us with increasing frequency as medi- 
cal technology' continues into new horizons. These issues basically in- 
volve ethics and social responsibility. And to cope with them, the en- 
tire spectrum of human talent, concern and imagination must come 
into play. The arts and humanities, the natural and social sciences, re- 
ligion and philosophy, and the specialties of law. medicine, and above 
all, public service must be summoned bwiause. ultimately, it is man's 
own fate which is involved. 

In recognition of these extremely complex issues, H.R. 1111 would 
establish a National Commission on Health, Science and Society. That 
Commission would be specifically stmct-ured to analyze and evaluate 
present and future biomedical and psychological advances and their 
implications for individuals, society, and public policy. It is but a 
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starting point which will vitally aflFect not only the present generation, 
but many generations to come. But most important, it initiates a long- 
overdue attack on issues which man clearly cannot continue to ignore. 

H.R.    1112 

I would like to submit to the Subcommittee on Public Health and 
Education, the Artificial Organ, Transplantation, and Technological 
Development Act of 1973—H.R. 1112. This piece of legislation has the 
extremely important pui-pose of coordinating the national effort 
against kidney disetise and, more generally, of reviewing the implica- 
tions and possibilities of transplantation and the use of artificial or- 
gans as alternatives in the treatment of disease. 

The importance of the goals of this bill will most certainly be mani- 
fested with the initiation of the program authorized during the last 
Congress by our passing H.R. 1 (Public I^w 92-603) to provide finan- 
cial support for people suffering from end-stage kidney disease. Our 
intent with H.R. 1 was to help to make treatment of disabling kidney 
disease financially possible for tlie people of the Nation. The coverage 
provided through medicare instantly swelled the population qualified 
to receive transplantation or dialysis treatment. My bill, H.R. 1112, 
will help, in several ways, to ease the management of kidney disease 
for this large group of people. It proposes the eetablisliment of the 
National Advisory Committee on Kidney Disease programs which will 
assist in the prepai-ation of regulations and policy concerning kidney 
disease and patients. The committee will review and make recommen- 
dations concerning kidney disease progi-ams for all of the agencies and 
departments of the Federal Government. 

This committee will also help in the selection of recipients of 
grants awarded as a result of this bill, for the establishment of region- 
al and community kidney centers. Regional kidney centers, as a part 
of a medical school or hospital, will provide training for medical 
and support personnel, provide transplantation treatment, support re- 
search to develop new techniques and serve a watchdog fimction to 
assure that knowledge and treatment of kidney disease evolve in a 
balanced fasliion. 

Grants will also be awarded for the establishment of community 
dialysis units in conjunction witli regional kidney centers. These re- 
gional and community dialysis centers will help to provide facilities 
and trained personnel for treatment of the thousands of people now 
eligible for chronic kidney disease treatment. 

Moreover, H.R. 1112 provides for at least two significant means by 
which the future costs to the Federal Government for treatment of 
renal patients may be greatly reduced. The first is through the bill's 
emphasis and provisions for research and traininc: in the area of 
prevention of disabling and costly kidney disease. Second, the com- 
munity dialysis units to be established are- to promote the use of home 
dialysis through the training of physicians, staff members and patients 
and through the availability of equipment. The cost differential be- 
tween home dialysis and that in the hospital ranges from about $10,- 
000 to $16,000 per patient per year. The financial integrity of the 
new Federal kidney program may depend upon features such as the 
increased use of home dialysis as fostered by H.R. 1112. 
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The Artificial Or^n, Transplantation, and Technological Devel- 
opment Act of 1973 would help to establish need, eliminate duplica- 
tion, and, in general, provide the best known means of preventing, 
diagnosing, and treating kidney disease and other diseases for which 
transplantation or use of artificial organs are a possible treatment. A 
national coordinated attack on kidney disease and increased under- 
standing of the state of the art of transplantation and the use of arti- 
ficial organs will bring treatment into the reach of all people and, 
perhaps more importantly, provide a concentrated but balanced effort 
m preventing kidney disease or in finding the most effective treat- 
ment or cure for this disabling affliction. 

STATEMENT BY HON. JOHN N. ERLENBORN, A REPEESENTATIVE 
IN CONGRESS FROM THE STATE OF ILLINOIS 

Mr. ERLENBORN. I am grateful to your chairman for inviting my 
comment on these bills by the Honorable Angelo Roncallo of New 
York and cosponsored by myself and other Members of Congress. 

We like our scientists to be inquisitive and to probe the frontiers of 
knowledge. We recognize that good scientists have a thirst for knowl- 
edge which is an admirable trait. 

There are some places, however, where we don't want them to probe. 
Inquiry in these areas offends our moral sense, and we often criticize 
scientists for venturing there. Our criticism ought not be severe, how- 
ever, imless we have clearly drawn the perimeters beyond which they 
are not to venture. 

One of the places where scientists should not make inquiry is re- 
search on a live human fetus. We previously have expressed our views 
in this regard, the House of Representatives having approved an 
amendment to H.R. 7724, which we passed May 31,1973. 

That amendment, however, was necessarily limited to the National 
Institutes of Health. In order to make sure there is no misunderstand- 
ing, H.R. 8778 proposes to extend this mandate to the other Federal 
agencies—20 in all, I believe—which receive funds for life-science 
research. 

H.R. 8778, would draw the line where it ought to be drawn. It would 
prohibit the use of the Federal funds to carry out or to further 
research on living human fetuses. 

I believe we owe it to our scientists, we owe it to humankind and, 
most of all, we owe it to ourselves to pass this bill. 

Again, let me express my thanks for the privilege of submitting this 
statement. 

STATEMENT OF HON. JOHN M. ZWACH, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF MINNESOTA 

Mr. Zw.\cir. Mr. Chairman, on June 18,1973,1 joined with Congress- 
man Roncallo of New York, and othei-s, in cosponsoring H.R. 8779, a 
bill to prohibit the use of appropriated funds to carry out or assist re- 
search on living human fetuses. 

Back on May 10, 1973, Mr. Roncallo, mysef, and others had intro- 
duced H.R. 7725, to amend title 18 of the United States Code to make 
it a crime to carry out any re^search activity on a human fetus or to in- 
tentionally take any action to kill or hasten the death of a hiunan fetus 
in any federally supported facility or activity. 
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Twice, we have been successful in attaching amendments prohibiting 
research on a live fetus to legislation before the House. 

On May 31, the House voted 354-9 to add the Roncallo amendment 
to H.R. 7724, the biomedical research bill. The Senate has passed the 
bill also, but has amended key sections. To date the House has not 
agreed to go to conference with the Senate to iron out the differences. 

On June 22, the House voted 288-73 for another Roncallo amend- 
ment, as amended, to H.R. 8510, the National Science Foundation auth- 
orization. The biomedical research bill amendment applied only to 
HEW research, while the amendment to H.R. 8510 dealt only with Na- 
tional Science Foundation research. H.R. 8510 is now public law. 

However, HEW and the National Science Foimdation are not the 
only agencies that conduct research on human beings. Thus, the need 
for an all-exclusive blanket coverage to pertain to all agencies that re- 
ceive Federal funds still remains. 

Most of this research is presently being carried on in foreign coun- 
tries namely London, England. However, the research is bemg con- 
cluded here at the George Washington University Medical School. 
Under the leadership of Dr. Geoffrey Chamberlain of Kings College 
Hospital in T^ondon, live fetuses are connected to an artificial placenta. 
The longest "experiment" under this project has lived 5 hours and 3 
minutes. 

Undoubtedly this whole experiment raises some ethical and legal 
?uestions. The case studies used in these experiments are live human 

etuses. that is, they are outside the womb of its mother and are alive 
with a beating heart. One of the living human fetuses was taken from 
a 14-year-old girl. The question is whether this type of experiment is 
morally right or legally sound. I, for one, do not thmk so. 

To guard against this ghoulish practice in America, I introduced the 
legislation we are holding hearings on today. I believe it should be a 
Federal crime to carry out any research activity on a human fetus or 
to take action to kill or hasten the death of a human fetus in any fed- 
erally supported facility or activity. 

H.R. 87(9 used the b<^t weapon we can use against an agency, depart- 
ment, or instrumentality of the United States—the power of the purse. 
We should cutoff funds to any research effort that uses a human fetus 
which is outside the womb of Its mother and which has a beating heart. 
Money is the only word they hear. 

I believe the overwhelming support by the House —354-9, and 288- 
7:3—on the two past Roncallo amendments indicate the position of this 
Congress, a position of prolife, and not one of cruel and inhuman 
punishment that these live human fetuses are subjected to. 

We have already written into the books a "conscience clause" which 
allows hospitals receiving Federal funds to decide for themselves 
whether abortions will be performed in their facilities. Public Law 
93-45 also allows individual doctors, nurses, et cetera, to abstain from 
these types of operations if a hospital should decide to perform 
abortions. 

We are trjing desperately to get 218 signatures on a petition to 
discharge House Joint Resolution 261 from the Judiciary Committee, 
in order to get an up or down vote on a constitutional amendment to 
prohibit abortions. I believe it is imperative that people know just 
exactly where every Member of Congress stands on this issue. 

Over 8 months have passed since the January 22 Supreme Court de- 
cision to allow abortions during the first 6 months of pregnancy. In 
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those 8 months thousands of unborn babies, yes, little human beings, 
have been destroyed forever. Life is too precious a thing to be denied 
to anyone, especially one so young and innocent, and unable to protect 
himself. 

Congressman Roncallo says "H.R. 8779 is not antiabortion bill." 
In his "dear colleague" letter of May 1,1973, he continues, "No matter 
what our feelings on the recent Supreme Court decision on that sub- 
ject, we can all share equally in our revulsion at the practices this bill 
would allow. Certainh', if we can got upset about vivisection of dogs 
and other laboratory animals, we can take steps to protect our own 
kind." 

If H.R. 8779 is not an antiabortion bill, it is at least a prolife piece 
of legislation. Research on live human fetuses certainly does not lend 
itself to prolong life. And life is all we have. 

I urge favorable consideration of H.R. 8779 by your subcommittee so 
we can continue to recover the ground that was lost by the Supreme 
Court decision on January 22. 

STATEMENT OF HON. ANGELO D. EONCALLO, A REPKESENTATIVE 
IN CONGEESS FEOM THE STATE OF NEW YOEK 

Mr. RONCALLO. Mr. Chairman, I appreciate the opportunity to pre- 
sent this statement to you and the distinguished members of the 
subcommittee. At a time when public awareness demands a greater 
concern for ethical values by those who are privilged to serve in the 
political sphere, it is particularly appropriate that the Congress 
consider carefully the legislation before us today. 

The protection of human subjects of research and experimentation 
is one of these important ethical areas in which the country will be 
watching to see how we weigh the innate worth of each individual 
against his utilitarian value to society as a whole. 

Although the announcement of these hearings which the chairman 
inserted into the Congressional Record indicated only that they would 
deal with his introduction of title II of the Senate-passed version of 
H.R. 7724, the written notice received by my office included my bills 
to prohibit support of live human fetus research on a Government- 
wide basis. Since then, the subcommitte staff has informed me that you 
do not Ijolieve that it is within your jurisdiction to consider legislation 
which would bind agencies other than those imder the umbrella of the 
Department of Health. Education, and Welfare. T wish that I could 
have been told about this last April, when H.R. 7850 was first intro- 
duced. Since then, reintroductions of this legislation (H.R. 8778, 
8779, and 9488) have gathered the support of nearly 40 cosponsors. We 
have lost nearly 6 months during which another committee—your 
staff suggested (lovernment Operations—could have l)een considering 
these bills. If it is indeed the case that they lie outside your juris- 
diction, I respectfully request that you or the distinguished chairman 
of the full committee seek to have the committee discharged from 
further consideration and asked to have the bills re-referred. 

I will therefore restrict this st-atemcnt to the provisions of H.R. 
10403, which has been introduced by the chairman to afford the sub- 
committee the opportunity to hold hearings on protection of human 
subjects before going to conference with the Senate on H.R. 7724. If 
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the committee does retain jurisdiction over H.R. 7850, however, I most 
respectfully request tliat additional hearings be held on this and re- 
lated bills as separate legislation, so that I might have the opportunity 
to testify fully as to their merits. 

I believe that the Senate has done a great service by proposing a 
Commission for the Protection of Human Subjects of Biomedical and 
Behavioral Research. In their wisdom, they included a provision ban- 
ning HEW support of live human fetus research and experimentation 
until that Commission develops policies on the subject. Although I 
would have preferred a permanent ban, as passed by the House and 
proposed in the other body by Senator Bucklev, I am willing to accept 
the temporary measure and wait to see what the Commission comes up 
with, assimiing the idea of a Commission is itself accepted. However, 
if the Commission fails to promulgate policies which adequately pro- 
tect the sanctity of the lives of these tiny human experimental sub- 
jects, I want to put this subcommittee and the public at large on notice 
that i will be back here at that time to insist that the will of Congress 
be carried out through specific, permanent legislation. 

The Senate version of the prohibition on research, contained in sec- 
tion 1205 of the new title XII of the Public Health Service Act as pro- 
posed in H.R. 10403, differs slightly from that passed by a 354-9 vote 
in the House on May 31. Essentially the differences, which are not 
overly significant, are as follows: 

The Senate refers to "fetus or infant," whereas we only say "fetus." 
This is merely a layman's semantic distinction, as the term "fetus" is 
used by the medical profession to include delivered humans who are not 
considered to have a chance of viability. I have no problem with the 
change, however. 

The Senate language refers to a "living hiunan fetus or infant" 
without definition, whereas the House version spells out that the 
presence of a beating heart is to be used to decide if life is present. 

The Senate limited its prohibition to cases of induced abortion and 
does not consider spontaneous abortion. Tlie House bill is not con- 
cerned with how the fetus gets into the hands of the researcher, but 
rather concentrates on the fetus itself. 

The Senate language contains a provision specifically permitting 
research and experimentation to insure the survival of the particular 
fetus or infant involved. This was part of tlie legislative history of 
the House bill as debated on the floor, although it is not contained 
in the actual language as passed. 

In order to assist the conferees in reconciling the differing versions 
of this prohibition on research, I have conferred with Senator Buckley, 
and we have arrived at the following compromise language which 
carries out the intent of both Houses and which we suggest for inclu- 
sion in the conference report on H.R. 7724: 

"PROHIBITION OF RESEARCH 

"SEC. 1205. Until such time after certification of Institutional Re- 
view Boards has been established and the Commi.ssion develops poli- 
cies with regard to the conduct of research on the living fetus or 
infants, the Secretary mav not conduct or support research or experi- 
mentation in the United States or abroad on a human fetus or infant 
which has a beating heart or other sign of life: 
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" (a) before, during, or after induced abortion; or 
"(b) during or after a spontaneous abortion; unless such research 

or experimentation is done for the purpose of insuring the survival 
of that fetus or infant." 

Of course if the committee decides not to accept the Senate proposal 
to establish the Commission, then I believe our conferees have a duty to 
insist on the language of mv amendment as passed by the House or at 
least the language offered above without its first clause. The provision 
would then begin with "The Secretary may not * * *" and return to 
the permanent prohibition overwhelmingly supported by the Hoiise. 

I have been informed that due to the respective votes on this sub- 
ject in both Houses, the conference does intend to report out a restrict 
tion on live fetus research. I very much appreciate this honorable at- 
titude of the members of the subcommittee. I would like to caution, 
however, against the inclusion of any language which would dilute 
the effectiveness, and thus the spirit, of the prohibition. I want to 
particularly warn the House conferees against accepting any language 
which would allow such research with the so-called informed consent 
of the mother or other person. I must point out most emphatically that 
no one has the moral right to ^ve such consent because no one has 
the interests of the fetus in mind—least of all its mother, who has 
already consented to its destruction. This tears at the very fabric of 
what consent is all about and, T am sure, would be summarily rejected 
by both Houses. 

I wish to commend the chairman and the members of this sub- 
committee for their praiseworthy and dedicated work on the original 
bill and their willingness to consider the importance of finding a 
remedy for the many abuses in the use of human subjects of research 
that so tragically mark the current utilitarian view of human life 
among many of our researchers today. I stand in strong support of 
Federal assistance to biomedical research which seeks to preserve and 
improve the quality of human life in the future while not jeopardizing 
the human lives of its present subjects. I urge swift enactment of H.R. 
7724 into law, so that this countrj' can continue even more strongly 
its efforts to do just that. 

Thank you. 
Mr. ROGERS. Our next witness is Dr. Charles Edwards, Assistant 

Secretary for Health, Department of HEW. He is accompanied by Dr. 
John S. Zapp, the Deputy Assistant Secretary for legislation 
(Health), and Dr. Robert Stone, the Director of the National Insti- 
tutes of Health. 
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STATEMENT OF DR. CHARLES EDWARDS, ASSISTANT SECRETARY 
OF HEALTH, DEPARTMENT OF HEALTH, EDUCATION, AND WEL- 
FARE, ACCOMPANIED BY DR. JOHN S. ZAPP, DEPUTY ASSISTANT 
SECRETARY FOR LEGISLATION (HEALTH); DR. ROBERT STONE, 
DIRECTOR, NATIONAL INSTITUTES OF HEALTH; DR. R. W. 
LAMONT-HAVERS, DEPUTY DIRECTOR, NATIONAL INSTITUTE OF 
ARTHRITIS, METABOLISM, AND DIGESTIVE DISEASES, NA- 
TIONAL INSTITUTES OF HEALTH; DR. FRANCES 0. KELSEY, 
DIRECTOR, SCIENTIFIC INVESTIGATION STAFF, OFFICE OF SCI- 
ENTIFIC EVALUATION, BUREAU OF DRUGS, FOOD AND DRUG 
ADMINISTRATION; AND DR. D. T. CHALKLEY, CHIEF, INSTITU- 
TIONAL RELATIONS BRANCH, DIVISION OF RESEARCH GRANTS, 
NATIONAL INSTITUTES OF HEALTH 

Mr. KoGERs. Wo welcome you gejitlenien juul will be pleased to re- 
ctii ve your statement. 

Dr. P2D\VARD8. Thank you, Mr. Chairnian. T would like to introduce 
one of my colleagues whom you did not introduce. Dr. Lament-Havers, 
the Deputy Director of the National Institute of Arthritis, Metab- 
olism, and Difrestivo Diseases, and also is the Chairman of our HEW 
study f^roup that has been developing guidelines and regulations for 
the protection of human rights. 

Mr. RooEHS. Doctor, we welcome you to the committee. 
Dr. LA.MONT-HAVERS. Tliank you, Mr. Chairman. 
Dr. EDWARDS. Mr. Chairman, we do appreciate this opportunity to 

meet with you and membere of the committee to discuss the adminis- 
tration's views concerning these two pieces of legislation; namely, 
TI.R. in4n.'iandII.R. nil. 

I would like to say that the administration is opposed to both of 
these bills. 

Mr. ROGERS. Opposed ? 
Dr. EDWARDS. Opposed. 
Mr. RISERS. To both. 

Dr. EDWARDS. Right. Let me make it very clear that we agree with 
the intent of both of these pieces of legislation, but we feel very 
strongly that the intent is being accomplished by the Department of 
HP-W. We liave arrived at this ])osition after, I can assure you, very 
extensive di.scussions with many, many knowledgeable scientists and 
nonscientLsts. both in and out of the Government. 

But before discu-ssing the reasons for-—the specific reasons for our 
opposition to these, bills which address the many issues raised in titles 
2 and -i. respectively, of the Senate version of H.R. 77'24, I would like 
to review the development of the Department's policy with respect to 
protection of human subjects of research. 

.1S-S25—7-I- 
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DEVELOPMENT   OF   EXISTING   POLICT 

We believe that if we are to continue to progjress in conqiierin<r 
diseases which afflict man, we must accept the fact that in the final 
analysis, we must understand the cause of disease in man. We must 
deteiTTiine the best methods of diagnosis in man. and we must deter- 
mine what is the jnost effective—and least harmful—^treatment in man. 
No amount of research on cells, tissues, and animals can obviate the 
need for a final experimental assessment in man. We believe that if 
progress is to be made, then some risks must be taken. Tliere is no way 
to eliminate all of the danger from biomedical and behavioral experi- 
mentation. These dangers, however, we all agree must be kept at a 
minimum. Human subjects of research must be protected from un- 
reasonable or unnecessary risk and must have the opportunity to give 
their informed consent to experimental procedures which are for the 
patient's benefit. The support of siicli research by public funds imposes 
particularly compelling requirements for protection of human subjects. 

The existing DHEW policy is a direct descendant of a policy study 
initiated in 1362, fii-st implemented in lOfifi, and repeatedly amended 
and revised since then. Thi« meolinuisin presently requires institutional 
review committees located at each institution where the research is 
being done. These committees must hnve reviewed and approved pro- 
posiils involvino- human subjects before a grant or contract award can 
be made by DHEW, and they have the duty to monitor them when' 
tlio proict is awarded funds. 

In addition, the HEW policy requires additional review by internal 
depai-tmentiil connnittees. AVitliin tlie Public Health Service, these 
include tlie initial review groups and advisory councils for various 
institutes. Of course, the staffs of HEW funding agencies also scru- 
tinize research proposals and follow projects involving humans. 

Finally, any unfavorable recommendations of any Department re- 
view group, or anv instance of apjinrent disregard of the policy's pro- 
visions, is brought to the attention of the Institutional Relations 
Branch of the XIH, whicli continually monitore institutional perform- 
ance and can propose appropriate sanctions. 

These, methods of prote<'ting the rights of individuals have proved 
to be tiie most effective means that wo believe are available. Present 
policies are time-tested and. on the whole, have served the public and 
the research community verj' well. However, we recognize that no 
system is perfect or not subject to abuse. We are certainly very anxious 
to do whatever we c»n to improve the protection of human subjects. 
Policies have been updated on a number of occasions, as I mentioned. 
At present, a study group composed of membei'S from various com- 
ponents of the Department is once asrain subjecting them to exhaustive 
review. The study group is particularly concerned with protection of" 
the rights of those who have limited freedom of choice, and it is also 
examining the question of compensation to those who suffer injury in 
such experiments. It is hoped that the study group will complete its 
work early in 1974. 

H.R. 10403 would amend the Public Health Service Act to establish 
in the Department of Health, Education, and Welfare an 11-memlier. 
gresidentially appointed Commission fni- tlie Protection of Human 

ubjects of Biomedical and Behavioral Research. The Commission 
would have a number of functions. It would: 



125 

1. Undertake a comprehensive investigation of the ethical, social, 
and legal implications of advances in biomedical and behavioral re- 
search to develop the basic ethical principles for research of tliis nature 
involving human subjects; 

2. Develop procedures for certification of institutional review 
boards; 

3. Develop and recommend to Congress an appropriate range of 
sanctions for failure of certified institutional review boards to respond 
to Commission rules, regulations and procedures; 

4. Develop and recommend to Congress a mechanism for compensa- 
tion of individuals and their families for injuries or death caused by 
participation in a biomedical or behavioral research program; and 

5. Develop and recommend to Congress an appropriate mechanism 
to broaden the scope of the Commission's jurisdiction. 

The bill further requires that the Secretary, HEW, applv to the 
maximum extent feasible, policies and proceaures developeti by the 
Commission to health services delivered by any agency of the Depart- 
ment of Health, Education, and Welfare. 

OB.IECTIONS   IX)   H.R.    10403 

The provisions of H.K. 10403 are inconsistent and unworkable from, 
we believe, a practical point of view. A single Commission would be 
expected to develop and to put in place regulatorv mechanisms and 
procedures while simultaneously malcing a study of the ethical, social, 
nnd legal implications of advances in biomedical research, including a 
study of ways to regulate research in order to assure full protection of 
the rights of the subjects of biomedical and behavioral research ex- 
perimentation. It short, the Commission would be expected to develop 
and, with congressional approval, put in place a regulatory apparatus, 
including sanctions for violators, at the same time that it is conducting 
a study of the most appropriate way to regulate the protection of 
human subjects. 

Mr. Chairman, the two major responsibilities of the Commission 
would be conflicting if not contradictory. To ask the Commission to 
regulate research involving human subjects while studying the ques- 
tion is likely to produce several undesirable results. Fii-st, it would 
make operative a new regulatory mechanism that has not been ade- 
quately studied, second, it is likely to prejudice the outcome of the 
study required by section 1215 since the members of the Commission 
will be motivated to research conclusions that support the regulatoi-y 
decisions it has already made. 

Development of the DHEW policy for protection of human subjects 
has drawn upon the experience of the Center for Disease Control, 
HSA, NIH, the NIMH, and the FDA. Other components of the De- 
partment, notably the Social and Rehabilitation Service and the Office 
of Education, have also played a role in the formulation of this policy, 
particularly as it applies to behavioral research. 

Section 1202 applies to research grants and contracts and is ex- 
tended by section 1203 to health service programs as feasible but 
•would provide less comprehensive protection than cunviit TIEW 
policy. The existing DHEW ]iolicy applies to all grant an<l con- 
tract supported programs in which subjects are considered to be at 
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risk. The scope of the policy includes researcli and development 
lirograms and has been extencJed in selected ai-eas to certain service 
progi-anis wliere it has been determined that the protection of 
human subjects is needed, such as the hospital im])rovement pro- 
grams of the Social and Kehabilitation Service. In addition, the 
FDA extended certain provisions of the existing DHEW policy to 
the regulator}' area, a step only vaguely contemplated in H.R. 
10403. 

Section 1202 would also require the "development of an appro- 
priate range of sanctions." The existing DHEW ix>licy already in- 
cludes provision for the termination of grant and contract support, 
.the termination of eligibilitj' of institutions to receive grants and 
.contracts, and for the temnination of the eligibility of individuals 
io receive grants or contracts. 

In addition to the pi-oblems that I have just discussed, the Ad- 
ministration finds objectionable other provisions of H.R.  10403. 

1. The proposed division by law of institutional re\new boards 
into two sulx!ommittees, a protocol review sul^committee and the 
"Subject advisory subcommittee, is an implicit polarization of "sci- 
ence" and "ethics" tiiat is likely to generate unnecessary antagonism 
between subcommittees, within research institutions (section 1206). 
Introduction of adversai-y elements should be limited to special cir- 
cumstances such as those found in organ transplantation. Experi- 
ence with the present DHEW mechanism has demonstrated that 
these variables require substantial flexibility in committee arrange- 
ments if they are to be meaningful and if they are to be effective. 
'WHiile institutional review committees should be requirexl to assure 
both scientific soundness and protection of subjects, tlie means by 
wiiich they exercise these functions should be left to the discretion 
of the review committees. 

2. Assigning to the national commission the responsibility to 
apply all policies, procedures, and regulations adopted for protec- 
tion of human subjects involved in research experimentation to 
health service delivery, would open, we believe, a Pandora's box of 
problems. 

a. It would duplicate the responsibility of professional standards 
review organizations at the veiy time that they are beginning to 
function. 

b. It would appl}' research standards to medical practice. Such 
research standai'ds are based on no direct legal precedents. The 
standards of medical practice are well recognized in malpractice 
law. 

c. It would blur the distinction between research and recognized 
therapy. 

d. It would appl}' standards developed for one area of concern to 
problems tliat arc generated by a different area. 

3. The bill would take responsibility for ethical questions in- 
volved in reseai'ch away from those agencies responsible for con- 
ducting tlie research. Tliis would further separate "science" and 
"ethics" since the persons responsible for ethical surveillance would 
be in an entirely different agency than those responsible for the 
advanc«nent of science. In our view, this separation would tend to 
create  an   irresponsible  attitude  among  researchers.  It  would  be 
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much more effective to hold research admmistrators responsible for 
the ethics as well as the science of their operations and insure 
adequate monitoring of their performance. 

4. Section 1207 of H.R. 10403 would allow exceptions to the re- 
quirement of informed consent only in narrowly construed cases 
which require written concurrence of the attending physician. This 
provision would prohibit a large segment of behavioi*al science 
i-esearch, where no physician would normallj'^ be in attendance. For 
example, studies designed to determine them cost effective conditions 
for learning and perception as well as the retention of learned ma- 
terials, studies of the effects of environmental and motivational factors 
on performance, and use of participant observational techniques in 
the study of naturally occurring social phenomena. In such cases, it is 
reasonable to expect the present review process to protect the rights 
of the subject while he remains miaware of the particular objectives 
and procedural details of tlie particular experiment. 

H.R. 10403 fails to tsxke mto consideration tliis sort of low-risk, 
high-benofit behavioral research. It applies inflexible standards to 
every situation in which human subjects are involved in experimenta- 
tion, both medical and behavioral. It would, in fact, require the par- 
ticipation of physicians in types of behavioral research outside of their 
purview. This emphasizes the necessity for careful review of specific 
research situations before the existmg DHEW policy—which ex- 
plicitly covers this kind of problem—is replaced by an untried 
approach. 

H.E.   1111 

K.R. 1111 would provide for tlie establishment of a National Ad- 
visory Commission on Health Science and Society, charged witli con- 
ducting a comprehensive investigation and study of the ethical, social, 
and legal implications of advances in biomedical research and tech- 
nology. This study would include an analysis of scientific and tech- 
nological advances in biomedical sciences; an evaluation of their 
implications: an analysis of public understanding and attitudes 
through seminai-s and public hearings; and evaluation of advances 
in the fields of psychiatry and psycliology; an analj'sis of the use of 
human subjects involved with research experimentation; and an evalu- 
ation of the availability of health services to all segments of tlic pop- 
ulation, particularly to the needs of low income persons. The 
Commission would be directed to make maximum feasible use of all 
other relevant studies, whether public or private, and to make its 
final report, with conclusions and recommendations, to the President 
and to Congress not later than 2 years after its first meeting. 

ADMINISTRATION   OPPOBITION  TO  H.R.   1111 

This Department lias long supported dialog concerning social, 
legal, and ethical implications of present and projected medical ad- 
vances, believing that such dialog can be a positive contribution to 
the task of public policymaking in tliese areas. However, title III of 
the Public Health Service Act provides the Secretary with ample 
authorities to secure the assistance of scholars and consultants, to 
collect and publish information, and to utilize the administrative facil- 
ities and structures that may bo necessary for investigation of a broad 
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range of subjects relating to science researcli and its applications. 
For example, the Department created a nine-member panel of dis- 

tinguished consultants to evaluate the ethical and scientific aspects 
of the Public Health Service's study of syphillis in the noninfectious 
stage. Furthermore, as I indicated earlier, a study group composed 
of representatives of various health components of the Department 
is currently reviewing, and has been for the last year, policies on 
protection of human subjects in bioraedical research. These groups 
are illustrative of ways in which the concerns of H.R. 1111 are being 
met by administrative activities within the Department of HEW. 

Public sector activities also include a new program on the ethnical 
and human value implications of science recently undertaken by the 
National Science Foundation in conjunction with the national endow- 
ment for tlie humanities. The program seeks to cover the whole spec- 
trum of science and technology in terms of the ethical and human 
value issues of greatest current concern and consequently, covers a 
much broader spoctnim than scientific and technological advances in 
the biomedical sciences. 

In addition, several distinguished groups already in existence have 
broad missions similar to those outlined for the profwsed Commission. 
These include the National Academy of Sciences, with its newly 
established Institute of Medicine and its National Research Council; 
the American College of Surgeons; the National Academy of En- 
gineei'ing; the American Academy of Arts and Sciences; and the 
American Philosophical Society. 

The public and private initiatives mentioned above are representa- 
tive of the large number of relevant activities already underway by 
institutions concerned with social, ethical, and legal issues raised by 
health research advances. 

While the Department supports, as I mentioned, the concepts behind 
this legislation, namely, H.R. 1111, it is opposed to the bill because 
the Secretary already has made ample authority and, indeed, is al- 
ready engaged in efforts to achieve, in coordination with efforts in 
the private sector, all of the purposes of this piece of legislation. 
Tlierefore, we recommend that H.R. 1111 not be enacted. 

STJMMART AND CONCLUSION 

Mr. Chairman, we are in agreement with the need for protection of 
human subjects and for consideration of ethical issues of biomedical 
research and we are conducting, we believe, as a matter of fact, the 
most aggressive effort to protect human subjects tliat is being pur- 
Sued anywhere in the world. Many distinguished outside gi-oups as 
well as the Department itself are already engaged in the considerations 
and activities outlined for study in H.R. 1111. 

We believe it would be a .serious mi.stakc to replace workable and, 
we believe, obviously effective mechanisms for protecting human sub- 
jects with an untried and uncompromising system such as that pro- 
posed by H.R. 10403 or to delay activity in this area because of the 
stuily proposed by H.R. 1111. We consider it far more effective and 
advisable to evaluate and to make changes in the present system as 
thev are warranted. 

The administration has recognized its responsibility to insure the 
protection of human subjects of exiieiimentation. We are tiying to 
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meet that responsibility most effectively through administrative con- 
trols and throujffh constant review and updating of the DHEW policy 
for the protection of human subjects. The existing study group, as I 
have mentioned, reflects the discharge of our responsibilities. 

For all of the reasons mentioned above, Mr. Chairman, the admin- 
istration is opposed to H.K. 10403 and H.R. 1111. At this point we 
•would certainly be delighted to attempt to answer any questions that 
you or members of your committee might have. 

Thank you. 
Mr. ROGERS. Thank you very mucli, Mr. Secretary, for jour state- 

ment. I might say we will try the 5-minute rule if we may, if members 
•will cooperate with that, and then we will come back. 

Mr. Kyros. 
'Mr. KYROS. Thank you, Mr. Chairman. 
Dr. Edwards, nice to see you again, sir. 
Just a couple of questions. In your testimony on page 2, in the firet 

paragraph at the top of the page, you say: 
Human subjects of research must be protected from unreasonable or un- 

necessary risk and must have the opportunity to give their informed consent to 
experimental procedures where such consent procedures are for the patient's 
benefit. 

Xow, I do not quite grasp that. "\^niat if the consent procedures are 
not for the patient's benefit? Do they give their informed consent? 

Dr. EDWARDS. Well. I think what we were referring to here. Con- 
gressman, is in some of the behavioral studies where the patient's well- 
beino; is not at question and where certain studies are ongoing that has 
no relevance to the patient's own well-being. 

Mr. KTTROS. I see. On the same page, at the bottom, you say: 
Within the Public Health Service these include the initial review groups. 

and then you say: 
The staffs of HEW funding agencies also scrutinize research proposals and 

follow projects invohing humans. 

Now, does this mean just a general scientific review or is this also 
an ethical review ? 

Dr. EDWARDS. I tliink I should say 1x)th. The initial review gi-oups, 
and Dr. Stone might want to add to that, the initial review groups 
and advisory councils are mere review groups of outside scientists. In 
addition, the stafTs of the various Institutes of the NIII monitor 
these studies, monitor them both from the scientific point of view 
and in recent years have paid more attention to monitoring in terms 
of tlie issues we are discussing today. Dr. Stone ? 

Dr. STOXE. Your an.swer is accurate and I can say from personal 
experience from having attended some meetings recently, that that 
process is going on. Not only is scientific review made but issues rela- 
tive to the ethics involved are raised in tliese scientific reviews. 

ilr. KvRos. Does that me^n^ Dr. Stone, that there are as is proposed 
in the bill before us. theologians and philosophers, let us say, people 
that work in social work, and so forth, or are they all medical 
scientists? 

Dr. STONE, On the initial review groups those are scientists and on 
the council some such individuals would be represented. 

Mr. KYROS. On page 2, Dr. Edwards, at the very top, you say: 
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Finally, any unfavorable recommendations of any Department review group, 
or any instance of apparent disregard of llie policy's provisions is brought to the 
attention of the Institutional Relations Branch of the NIH which continually 
monitors institutional performance and can propose appropriate sanctions. 

\Aliat sanctions? 
Dr. EDWAHDS. Well, of course, cutting; off funding support of the 

particular project would be the main sanction. 
Mr. KTROS. Has the NIH ever done that ? 
Dr. STONE. Dr. Lamont-Havers could speak better. 
Dr. LAMOVT-HAVERS. Yes, sir. We certainly questioned actions being 

taken in some projects which were brought to our attention and have 
indeed limited funds to them. On the other hand, the Secretary also 
has the power to consider the general protection of all human sub- 
jects within that institution, whether the projects are being supported 
by Federal funds or not. We have consif^ei-ed some of these. As yet 
we have never cut off funds to such an institution. 

Mr. KYBOS. Well, to get back to your own programs, have you ever 
cut off funds for any programs as a sanction because there was a vio- 
lation of your policies in dealing with human research ? 

Dr. LAMONT-HAVEUS. Have we ever terminated one? 
Mr. K"i-Ros. Yes. 
Dr. LAMONT-HAVERS. It is my impression that we have at least in 

the one case. 
Mr. KYROS. Tell me all about that case. 
Dr. LAMONT-HAVERS. That, I cannot do. We can supply that for 

the record. 
[The information requested was not available to the committee 

at the time of printing—September 1974.] 
Mr. KYROS. Tell me about one of the cases whei-e you cut off most of 

the funds. Tell me any case where you began to impose a sanction and 
what happened. 

Dr. LAMONT-HA\'ER8. This is Dr. Chalkley, who is in charge of the 
institutional relations branch. 

Dr. CHALKLEY. There have been two occasions on which we becjime 
aware in midcourse of a project, that the project was being carried 
out in an inappropriate fa.shion. Unfortunately, perhaps for the crea- 
tion of an example, both of these came to light as the grant was being 
terminated. In one of these instances we became aware of a study 
involving some extensive cardiopulmonarA- procedures. On inquiry 
we were informed that the individual was definitely not obtaining in- 
formed consent. He was avoiding it. He was told tliat all use of human 
subje^-ts would stop, which it did, and the grant terminated within 
a matter of months. 

Mr. KYROS. HOW did this come to light and who told you ? 
Dr. CHALKLEY. A request Avas made for renewal of the grant. As 

part of the review, a site visit was made and brought the matter to 
light. 

Mr. KYROS. That is a pretty tenuous way for bringing tliat to light. 
I am not criticizing your agency, '\\niat I am suggesting is that there 
might be a need for some bill like this so you would not have to wait 
imtil a program is all tlie way througli ancl the subject has been made 
the target of research that he should not have Ix-en. 

Dr. CHALKLEY. We have fielded numerous public inquiries but none 
of these have as yet actually turned up any improprieties. 
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Mr. KYROS. Thank you very much. Thank you, Mr. Chairman. 
Mr. ROGERS. Mr. Nelsen. 
Mr. NELSEN. YOU point out that the Administrator has the power 

to deal witli these problems and I presume the question would be does 
he e.\erci.«e the power adequately to meet what the public might ex- 
pect or demand? This is the No. 1 question. And I note, too, that in 
the testimony you are in total agreement with the need for protection 
of human subjects and for consideration of ethical issues. 

Sometimes we face a problem here on the Hill where there seems 
to be a concern about an issue, and so to give it some recojmition 
and the motivation to resolve the situation we in the Congress will 
put together a program that pushes a cause. 

Now, would there not be merit to some activity on our part that ties 
in with what you say you are already doing, in order to give recogni- 
tion to the problem. And at the same time accelerate it a little bit? 

Dr. EDWARDS. Congressman Nelsen, let me answer your first qiiestion 
first, whether we have exercised the power that we claim we nave. 

I suspect, you know, that would depend, partially, on who was in- 
terpretnig the extent of our power. I think if you look back over the 
last 20 years and see what the National Institutes have done, and the 
indirect effect they have had on research institutions in the United 
States, you would find that they really have exercised a lot of jjower. 
We also have to recognize that it just has been in the last few years 
that real emphasis has been placed on some special areas of interest, 
like tlie mentally retarded, prisoners, et cetera. Perhaps over the years 
we have not exercised all or the power that we legitimately have, but 
the situation has certainly been changing in the last several years, at 
least since I have l)een around. 

For example, the FDA has eliminated a number of investigators 
over the years for not following protocol, et cetera. So I think we are 
making progress. We have the feeling, nevertheless, that adequate 
recognition is not l)eing given to the high prioritv that we in the 
Department have placed on protection of subjects. A priority similar 
to that of the Congress. I have just left a meeting with the Secretary. 
We have what we call operational objectives which we review with the 
Secretary on a monthly basis. One of the main operational objectives 
we have is tlie implementation of policy and regulations on human 
experimentation. 

The last time we met, the Secretary said he was not satisfied with 
Dr. Stone's time schedule on the development of these particular 
regulations, so he made him scnieeze his time schedule down a little. 
We feel we are really doing a tremendous amount. We also feel quite 
strongly that one conunissioii cannot deal with all this prolilem. Vou 
have got to involve the specialty groups. I moan, when you talk about 
neurosurgery, the experimentation on the brain, it takes a totally 
different kind of group than it might discussing some other particular 
subject. .So I think those are our particular problems with the pro- 
posed Commission. 

Mr. NELSEN. Off the record. 
fDiscussion off the record.] 
Mr. XELSEN. Thank you, Mr. Chairman. 
Mr. RooERS. Mr. Preyer. 
Mr. PRE^-ER. Thank you, Mr. Chairman. 
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Dr. Edwards, explosion of interest in this whole field of Ijehavior 
modification and the application of its techniques in prisons, schools, 
veterans hospitals, the whole application of it to violent behavior 
in general, raises some of the most profound questions about the re- 
lationship of the coercive power of the State to the individual that we 
have ever faced in this country. I would agree with Dr. Roy that those 
issues are too important to be left just to the scientists or to advisory 
committees at HEW. 

These are the kinds of issues that require a public dialog and a 
public consensus. 

Let me ask you some specific questions. At present how many 
agencies and divisions fimd in whole or in part projects that involve 
human subjects in biomedical or behavioral research? That might 
be a hard one to answer offhand. 

Dr. EowARiis. You are talking about institutions within the Fed- 
eral Establishment ? 

Mr. PREYER. Yes. Within the Federal Establishment. 
Dr. EDWARDS. I would have to sit down with paper and pencil but 

I would suspect eight or nine, maybe more than tnat. FDA, mH—all 
of the Institutes of the National Institutes of Health, if you take 
that as one. the Center for Disease Control, of coui'se, the VA, Agri- 
culture, DOD. 

Mr. PREYER. A substantial number. 
Dr. EDWARDS. I think I would like to correct one statement, too, that 

Senator Kennedy made, and that is that all of these institutions are 
operating under different rules and regulations. I do not believe that is 
correct. I tliink they are all utilizing as a basic document the guidelines 
drawn by the National Institutes of Health on the use of human 
subjects. 

Mr. PREYER. Well, is there any Federal clearing house of some type 
where this kind of in formation is pulled together and where it is 
easily retrievable? 

Dr. EDWARDS. A^Tien you say this kind of information, Congress- 
man, you mean our guidelines, what we hope to make regulations 
within the very near future, or do you mean the various research 
projects? 

Mr. PREYER. I mean the various research projects, such as Mr. Kyros 
was asking about. 

Dr. EDWARDS. NO. We try obviously^ to coordinate that within 
HEW and to perhaps a small degree in other agencies outside of 
HEW, but that is not done, no. 

Mr. PREYER. Well, if it is not done, would you not agree that a 
centralization of recordkeeping would be good ? 

Dr. EDWARDS. I really would have no objection to it. I think it would 
be very good for reasons probably for reasons other than the reasons 
you think it would be good, I mean, I think it would be great to help 
us eliminate some of the duplication that we know is going on in the 
Federal establishment in biomedical and other kinds of research, and 
it might have some payofT, too, along the lines you are suggesting. 
I liad not thought about it just in that light. 

Mr. PREYER. Let me nsk one last question along another line. Is it 
tnie that HEW is at Ih ^ moment revising its guidelines with respect 
to biomedical and behavioral research? 



133 

Dr. EDWARDS. Well, we are developing new guidelines for—perhaps 
Dr. Lamont-Havers could speak to that because he is the one that is 
doing it. 

Dr. LAMONT-HAVERS. Yes, sir. At the present time we are adding 
mo<iifications to the present policies and procedures, particularly as 
they relat* to children, prisoners and institutionalized mentally ill and 
mentally retarded, those populations in which there are problems in 
obtaining the fully informed consent. 

Mr. PREYER. HOW about psychosurgery ? 
Dr. LAMONT-HAVERS. Tlie psychosurgery issue is being dealt with 

by the National Institute of Neurological Diseases and Stroke and by 
the National Institute of Mental Health. An extensive report has been 
presented to the Council of the Neurology Institute in which the back- 
ground of psychosurgery, the need for research, is outlined and also 
recommends with regard to protection of such individuals which 
might be done, 

Mr. PRETER. While there is not time to go into it now, Mr. Chair- 
man, I think we would be interested in how these new guidelines will 
differ from the old ones in these specific areas, like informed consent, 
captive populations, and how they will be enforced. 

Mr. ROGERS. I think that is  
Sir. PREYER. I hope he can give us that. 
Mr. ROGERS. Also, we may want to go into some questioning on that 

in the second round. 
Dr. EDWARDS. We would be delighted. 
[A co|)y of the publication, "Report on the Research Aspects of the 

Neurological Bases of Aggressive (Violent) Behavior," prepared by 
tlie National Institute of Neurological Diseases and Stroke, Aug. 20, 
1973. was submitted to the committee and may be found in the 
committee files.] 

Mr. ROGERS. Dr. Carter. 
Mr. CARTER. Thank you, Mr. Chairman. Is there any way to elimi- 

nate all danger from biomedical experimentation ? 
Dr. EDWARDS. Absolutely not, Dr. Carter. 
Mr. CART>;R. I notice that the Department of HEW has a policy 

group to make decisions along biomedical research, outlining what they 
can cio with their patients and what they cannot do, is that true? 

Dr. EDWARDS. That is correct. 
Mr. CARTER. And then you have others at lower levels participating. 

Along that same line, do vou not think that professional standards 
review organizations will be extremely helpful, which this—this be- 
came law last year as part of the social security amendments. 

Dr. EDWARDS. Yes. I think that it is obviously too early to state 
specifically the impact of PSRO, but as I mentioned, I think it will 
have an impact. 

Mr. CARTER. Yes, sir. And unethical practices will be brought out 
by this review board. 

~ Dr. EDWARDS. Thev will be highlighted, that is right. 
Mr. CARTER. All right. Now, at the present time, if we should adopt 

one of these bills, forminfr this 11-man commission, then, of course, 
they could establish guidelines, but to make this effective, there would 
have to be commissions in every State and members of that commis- 
sion in every county throughout the country. Is that approximately 
true, do you think ? 
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Dr. EDWARDS. I think probabl}- tliat would be true, or at least there 
would have to be more than one. 

Mr. CARTER. HOW does a layman look at—do really many lajTnen 
have an understanding of what physicians really have to do ? 

Dr. EDWARDS. Well, most physicians would say they did not. 
3Ir. CARTER. Yes, sir. 
Dr. EDWARDS. No. I think more and more as our public becomes more 

sophisticated and more knowledgeable, they have a right to know more 
and more about what the physician is doing, but obviously, they do 
not fully understand, and we perhaps have not done as much as we 
/could to educate the public in some of these areas. 

Mr. CARTER. For instance, just to take an example, if an average 
layman saw a physician giving a patient ether, what would liis reaction 
be to tliat. Anestlietising him. You would almost think he was killing 
him, would you not ? 

Dr. EDWARDS. Could be, depending on how lie ^\-as giving it. 
Jlr. CARTER. That has been testified in cases previously. 
Dr. EDWARDS. Yes. 
Mr. CARTER. SO really, this would envision a great superbody to 

determine what experimentation doctors should do and should not 
do. Am I correct in that ? 

Dr. EDWARDS. Yes. 
^Ir. CARTER. NOW, to go into the subject of psjcliosurgery, of course, 

we do admit that we have had people who have carried this too far, 
perhaps. You liave not funded any people such as, you might say, 
Freeman, have you ? 

Dr. EDWARDS. NO. We have made no psychosurgery grants. 
'Mv. CARTER. Timt is a rather celebrated case. He was supposed to 

have done some 4,000 cases, I believe. But a patient with a sudden 
change in his mental attitude and way of thinking, and who sometimes 
becomes psycliot.io. might well have a brain tumor, is that correct? 

Dr. EDWARDS. Right. 
Mr. CARTER. Or lie might have liad an injury to his brain, trauma, 

or something, which has caused this, and this can be relieved and must 
be in the case of brain tumor by surgery, is tliat correct? 

Dr. EDWARDS. Absolutely correct. 
ilr. C.\RTER. And in a sense this could be called very well psycJio- 

surgerv. am I not correct? 
Dr. P]DWARDS. Tnter]ireted literally, yes, you arc absolutely right. 
Mr. C.\Rixn. OK. I think that concludes my (juestions. 
Thank you, Mr. Chainnan. 
Mr. ROGERS. Mr. Symington. 
Mr. SYJIINOTOX. Thank you, Mr. Chairman, 
Dr. Edwards, thank you for visiting with us today. On page 11 of 

your stfitement, you refer, fii-st, to a nine-member panel that was cre- 
ated. That panel was created last year, was it not, roughl}' ? 

Dr. EDWARDS. Roughly, yes. 
Mr. SYSIIXOTOX. And it was created because of a critical problem 

that arose. In other words, it was a spontaneous reaction of the De- 
partment to this syphilis research project tliat more or less got out of 
hand and was not properly governed ? 

Dr. EDWARDS. That is correct. Congressman. I think, though, it is 
only fair to say that this syphilis rescareh project had been started a 
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long time ago, soraetliing like 25 years, and we have come a long way 
since in Avhat we are demanding of our people in reseaivh. So I cannot 
point the finger at anyboily specifically, and it was recognition on our 
part that we had been in error. 

Mr. SYMINGTON. Just to follow that line, going to Mr. Preyer's 
question to you about how many reseaxch projects you have and is 
there a central clearinghouse parlaj'ing information, sliaring 
it, et cetera, you said, no, it might have some payoff, but yon did not 
have it yet. In a way, to pai-aphrase that response, we might almost 
say knowing what you are doing might have some payoff. With that 
we would agi^ee. And we look, of course, to the manner in which you do 
inform yourself of what is happening with public research moneys^ 

So going on. on page 11, you refer to a study group composed of rep"-- 
resentatives of \Tirions health comjwnents. Would it be possible to sub- 
mit a list of its mcmbei'S, copies of tlie studies, recommendations, and 
repoit-s that such study gioup has made, because we must tnke it that 
this study group is your idea of an appropriate substitute or alterna- 
tive to the kinds of mechanisms we are attempting to create in this 
legislation. And so what we really need to know is whether that is a 
valid alternative. Would that be possible? 

Dr. EDWARDS. YOS. We will pi-ovide that for the recoi-d. As I men- 
tioned earlier. Dr. Lamont-Havors on my far right is the chairman 
of that grouj). 

MI-. SYMINGTON. All right. Together with—what questions does it 
ask. what vai'iety of (picptions. where did it put those questions, what 
vere the answers, and does it meet regularly? I mean, how does it 
function ? 

Dr. EDWARDS. We can provide that. 
VIr. SYMINGTON. What has it done and when was it created and why ? 
Testimony i-esumes on p. 139.] 
The following information was received for the record:] 

ESTABl.ISHMEJTT OF THE StmY GRODP FOR REVrcW OT POLICIES OS THE PROTECTION 
OK ni;MA.N-  SUBJECTS IN  BIOMEDICAI, RESEABCII 

The DIIEW iMjlicies relating to the protection of huninn subjects In biomedloal' 
ami behavioral research are nndwr continual review in order that tliey ran be 
kPl>t as effective ns rKw^sible. In addition, during 1972 Dr. Robert Q. Marston. who' 
^ras then IHrector of the XIII. undertook a personal reriew of inan.v of the 
ethU-al problems involvo<l in clinical research. His concerns'were articulated fn 
a major policy sjieech entitled "Medical Science, the Clinical Trial and Society"' 
which he presented at the rnlversity of Virginia on November 10. lOT'J. As a re- 
sult of this activity within the Office of the Director, XIH, the "Study Group 
for Review of Policies on the Protection <it Human SubjtH-ts In Biomedlcal Re- 
search" was established on .lanuary 22. 1973. 

On February l.'i, 197.3, in a menioraiidum from the Acting Assistant Secretary 
for Health to the Acting Director, NIH, it was requested that this .study group 
which had bei'u formed by NIII should also extend its considerations to all applf- 
eable programs throughout the Department of Health, Education, and \Velfari». 

Charge to the Study Group 
The study group was originally charged specifically to examine the following 

issues and question.s (later extend<^l to encompass DHEW-wide polldcftf : 
1. Current policies and guidelines with s|>eclal reference to: 

(a) NIH review of applications involving human subjects 
(b) the role of effectiveness of institutional review committees 
(c) ontinuing review of i)rojects in progress 
(d) the problems of informed consent and subjects at risk, Indwfine chil- 

dren including children and normal .subjects 
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(e) the scientific validity of clinical research protocols 
(f) the protection of subjects having "limited civil freedom," and 
(g) the overall value and effectiveness of the NIH policy to date. 

2. The role, organization, and inter-relations of the Institutional Relations 
Branch, DRG, to OD, B/l/Ds, DHEW, and other agencies. 

3. Conipen-sation of persons injured in clinical investigations. 
4. Analysis and significance of current legislative proposals. 
5. Legal/ethical responsibilities and liabilities. 
In order to accomplish these objectives, "subgroups" were appointed by the 

chairman of the full study group, with each subgroup concentrating on a 
specific area of concern. 

Because of the special problems relating to minors, pregnant women, and the 
fetus, the Director, NIH, had requested Dr. Charles Lowe, Scientific Director 
of the NICHD, to be in charge of this area of concern. This action aLso took 
cognizance of the elated deliberations of the National Advisory Cliild Health 
and Huiiiau Development Council and the Human Embryology and Development 
Study Section. 
Membershtp of Study Group 

As per attached roster. 
Utilhalion of Consultants 

Individuals consultants were utilized, primarily In the development of the 
•concepts which led to the reconimendations with regard to children. These 
•concepts were later modified to apply to the institutionnlized mentally ill and 
prisoners. A list of the consultants used in developing the recommendations with 
regard to children is attached. 
ileetingg 

The primary work of the study group to date has been accomplished through 
its various subgroups which develoi)ed draft positions for presentation to the 
full study group for its consideration. The full siudy group has met at approxi- 
mately monthly Inten-als to consider the draft prop().sal jind reiiorts presented 
by the subgroups. The various subgroups met at such intervals as they considered 
necessary in order to carry out their assignments. 
Reports 

The document which was forwarded from the Study Group to the Office of the 
Director, NIH, on September 27, 1973, encompasses recommendations relating to 
subject groups in which there are limitations of informed consent. The groups 
specifically addressed were (a) children participating in "nontherapeutic" re- 
search and the involvement of the fetus and abortus in biomedical research, (b) 
the institutionalized mentally ill and mentally retarded, and (c) prisoners. The 
report is in two parts: (a) an exposition of the problems and suggested actions 
and (b) a restatement of these actions as proposed regulations. It is the intent 
that, after the recommendations of the Study Group have been approved by the 
Department of Health, Education, and Welfare, they will be published in the 
Federal Register as "proposed rule making." Through this ni«M?hanisra public 
discussion of these recommendations can be initiated. The result of this discus- 
sion will be taken into consideration to modify the recommendations in order 
that they can be put into final regulations. 

In addition to the alwve, the recommendations of the Study Group with respect 
to modification of the present policies and procedures were presented to the 
Oflice of the Director, NIH. on May 17, 1073. Most of these recommendations 
have subsequently been included in the issuance of the proposed policy on tlie 
"Protection of Human Subjects," as published in the Federal Register on 
October 9. 1973. 

To fully explain the activities of the Study Group, it is necessary to sketch 
in the background of current policies and practices dating from the mid-sixties 
when the Public Health Service comiriled and issued guidelines on the protection 
of human subjects. These policies have goveme<l the activifles of NIII grantees 
since that time, though they were not formalized as Departmental Regulntions. 

Proposed formal regulations, based on a tightened version of the current DHFAV 
policy, were first published in the Federal Register on October 9. 1073. under 
rule-making procedures. Tlie proposed new rules are basic and encompas.s all 
research activity involving human subjects. However, we recognize the deslr- 
nbilUv of, if not the necessity for further elaboration of policy with respect 
to the validity of informed consent by or on behalf of children, prisoners, and 
the mentally Infirm. 
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The Study Group was set up to deal with the policy Issues related to Informed 
consent and to propose appropriate additional regulations. A draft report by 
the group has been submitted to the Otfice of the Director, NIH. After prelimi- 
nary discussions, it was decided to redraft the introductory and explanatory 
Bectlon of the Study Group's submission. This redraft and the proposed regulations 
will be subjected to tlnal review aud amendment by the NIH Director's st^ift, 
and submitted to the Assistant Secretary for Health, DHKW, and subseqtiently 
to the Secretary of Health, Education, and Welfare for final approval and publi- 
cation in the Federal Register under rule-making procedures. 

The "redraft" will be made available to the Subcommittee as soon as it is 
completed, but it seems quite likel.v tliat this document will be subjected to 
^•xtenslve modifications in the review process. We will ask, therefore, that the 
Subcommittee consider it as preliminary and tentative and subject to revision as 
to form and content. 

The draft policies now being reviewed by the NIH are supplemental to Uie 
above-mentioned proposed regulations and are concerned almost exclusively with 
the Issues surrounding consent. The philosophical approach of the working 
.g^roup to the problems of consent Is stated in the Introduction to Its draft report. 

"An uncoerced person of adult years and sound mind may consent to the 
application of standard medical procedures in the case of illness, and when fully 
and properly informed, may legally and ethically consent to accept the risks of 
participating in research activities. Parents and legal guardians have authority 
(in fact, a duty) to consent on behalf of their child or ward to established 
therapeutic procedures when the patient is suffering from an illness, even tliough 
the treatment map involve some risk to the patient. 

"There is no legal basis, however, for parental or guardian consent to partici- 
pation in research on behalf of subjects who are Incompetent, by virtue of age 
or mental state, to understand the information provided and to formulate the 
judgments on which valid consent must depend. In addition, current guidelines 
for clinical re.search afford them inadequate protection. Nonetheless, to proscrilie 
re.search on all such subjects, simply because existing protections are Inadequate, 
would be to deny them potential benefits, and is therefore no solution. Knowle<ige 
of some diseases and therapies can be obtained only from those subjects (sudh 
as children) who suffer from the disease or who will be receiving therapy. With- 
out their participation in research, progress in those fields of medicine cannot be 
made. These subjects need protection not currently offered, when their participa- 
tion in research is considered. 

"There are other individuals who may be able to comprehend the nature of the 
research, but who are involuntarily confined In institutions. Insofar as Incarcera- 
tion may dlmini.sh their freedom of choice, and thus limit the degree to which In- 
formed consent can be freely given, they too need protection. Current regulations 
do not recognize the limitations on voluntarlness which emanate from 
incarceration." 

The draft regulations prescribe an additional step In the review process when 
the research proposal Involves human subjects. Supplemental to the review by 
advisory groups concerned with the merit and other scientific considerations re- 
lated to the Individual proposal, the draft regulations call for review by commit- 
tee to be establi.sbed at the Federal and iustitutional level. The new committees 
would approve proposals and monitor research iierformance In the light of etliii-al 
considerations. 

Under the proposal, the consent of these new Institutional Committees would 
be required for research involving children, in addition to parental consent. When 
the s«l)jects are more than six years of age, they too must consent. 

Similarl.v, additional protections are proposed for prisoners through the estab- 
lishment of committees concerned with the conditions under which prisoners' 
con.<i-nt is elicited. 

The proposal would limit research involving the mentally infirm to projects 
which deal with the diagnosis, treatment, prevention, or etiology of the disability 
from which the subject may suffer or to studies concerning instifutionnl life 
per xe. 

While extended discussions of the proposals have been confined so far to the 
working group. It apin-ars that subsequent review will focus on the proposed 
mechanisms for carrying out the agreed-upon objective; that is, to provide better 
protection for re.'seareh subjects whose ability to give voluntary and Informed 
coasent may be Impaired or unclear. 
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Additional Actions hy the Study Group 
The subgroups of the primary study group are continuing to examine such 

complex problems as (a) compensation of persons injured In clinical investiga- 
tion and (b) protection of machine-stored data relating to individuals taking part 
In clinical investigations. There is also continuing review of the interrelationship 
within L>HEW and the Federal Government as a whole with regard to policies and 
procedures on the use of human subjects. 

(Study  Group  for  Review  of Policies on Protection of Human  Subjects  in 
Biomedical Research) 

ROSTER 

Dr. Ronald W. Lamont-Havers, Chairman; Deputy Director, NIAMD, NIH; 
Building 31, Room 9A52 (496-«623). 

Mr.  Sevmo\ir Bress. Executive Secretary; Division of Research Grants, XIH; 
West wood Building, Room 204 (496-7178). 

Dr. Tliomns Chalmers; Director. Clinical Center, NIH; Building 10, Room IN212 
(4»fv-4114). 

(or) 
Dr. Robert Black : Associate Director, Clinical Center, N'lH; Bnllding 10, Room 

IN216 (49«M5ol5). 
Dr. f:arl Douglass; Deputy Director, DRG, NIH; Westwood Building, Room 452 

(490-7211). 
Miss Mary McEniry ; Assistant to the Director for Regulatory Affairs, FDA (BD- 

W) • Piirklawn Building, Room 13B-20 (443-3«M0). 
Mr. .Toel Mangel; Office of the General Counsel; I'arklawn Building, Room 4A52 

(443-2(M4). 
Dr. Murray Goldstein : Associate Director for Extramural Program.s, NIXDS; 

XIH-Westwood Building, Room 757 (496-7705). 
Dr. Leon .Jacobs; Associate Director for Collaborative Research; Office of tlie 

Director. NIH ; Building 1. Room 103 (496-3111). 
Dr.  Carl   lyevcnthal;  Assistant to the  Deputy Director for Science; Office of 

the Director. NIH; Building 1, Room 103 (496-3561). 
Mrs. Donna Splegler; Office of Program Operations; Office of the Assistant Sec- 

retary for HeiiUh ; Parklawn Building. Room 17A40 (443-2650). 
Dr. Charles McCarthy; Office of Legislative Analysis, OD-XIH; Building 1, Room 

224 (496-3471). 
Dr. Ricliard B. Stephenson; Training Officer, OD-NIH; Building 1, Room 117 

(49(V4180). 
Mr.  David Kefiiuver; Assistant Director for Extramural Programs; National 

Institute of Mental Health: Parklawn Building, Room 17C24 (44.3-4266). 
Dr. Fmnces O. Kel.sey : Scientific Investigations Staff; Food and Drug Adminis- 

tration : Parklawn Building. Room 14B-;^1 (443-1727). 
Dr. Franklin Neva; Chief, Lab. of Parasitic Disea.ses, NIAID, NIH; Building 5. 

Room 116 (496-2486). 
Dr. Charles Lowe;' Scientiflc Director, NICHD, NIH; Building 31, Room 2A.W 

(496-5035). 
"CONSULTANTS" OR RESOURCE INDIVIDUALS 

Dr. Micliael Ball; Associate Director for Biomedical Research; Association of 
Amcric-an Medical Colleges: 1 Dupont Circle; Washington, D.C. 20036 (466- 
51.')2). 

Dr. Laurence Tancredi; Staff Officer: Institute of Medicine, NAS: 2101 Constitu- 
ti(m Avenue; Washington. D.C. 20418 (IDS: 1224-724. Outside: 961-1724). 

Dr. DouMld T. Cbalklev ; Cliief. Institutional Relations Branch. DRG-NIH : West- 
wood Building. Room 303 (496-7005). 
COXSf'LTANTS . . . used by group studying the u.se of minors, pregnant women. 

fetuses and al>ortuse8. 
Dr. Ricliard E. Berman ; Professor and Cliairman ; Dept. of Pediatrics: College of 

Physicians and Surgeons; 630 W. 168th Street; New York, New York 10032; 
212-570-2934. 

'Dinlrninn of the committee sttid.vlng the use of minors, precnant women, fetuses and 
alKirtuBOK. 
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Dr. Peter Braun, Director; Center for Evaluation of Clinical Procedures; Har- 
vard University ; Boston, Massachusets 02115; 617-734-8300. 

Prof. Alexander Capron ; University of Pennsylvanin Sdiool of Law; 3400 Cliest- 
nut Street; Pliiladelplila, Pennsylvania 19174 : 215-5})4-7852. 

Dr. Robert E. Cooke; University of Wisconsin ; Madison Center for Hfalth Sta- 
tistics; Office of the Vice Ciiancellor: lOtli Floor, WARF BulldinR: «10 North 
Walnut Street; Madison, Wisconsin 53706. 

Dr. Arthur Dyck; Professor of Population Ethics; Harvard Divinity School; 45 
Francis Avenue: Cambridge, Massachusetts 02138: 617-495-5742. 

Mrs. Marion Wright Edelman : Director, Washington Research Project; and Chil- 
dren's Defen.se Fiind; 1763 R Street, N.W.; WasJilngton. D.C. 20009. 

Charles Halpem, Esq.; Center for Law & Sodal Policy; 1751 N Street, N.W.; 
Washington, D.C. 20036. 

Dr. Robert Jaffe; Dept. of 01)stetrics and Gynecology ; University of Miciiigan 
Medical Center; Ann Arbor, Michigan 48104; 313-764-6530. 

Dr. Cliarles A. Janeway ; Children's Hospital: 300 Longwood Avenue: Boston, 
Ma.ssachusets : 617-o«i6-4S32 Office; 617-734-6000 Hospital. 

Dr. Lawrence Kohlberg; Professor of Education and Social Psychology ; Han-ard 
Graduate School of Kducation ; Larsen Hall, Appiun Way : Cambridge, Mas.'-'u- 
chusetts 02138; 617-495-3546. 

Leon Kass, M.D.; 26 Franltlin Street: Annapolis, Maryland. 
Dr. Melvin Lewis; Prof, of Clinical Petllatrics and Psychiatry; Child Study Cen- 

ter; Yale University; 3,S3 Cedar Street; New Haven, Connecticut 0<>510; 203- 
436-8220. 

Dr. L. Mastroianni; 106 Dniles Building; Hospital of the UiilverKifv of Penn- 
sylvania ; 3400 Spruce Street; Philadelphia, Pennsylvania ; 215-662-4000. 

Dr. John Noonan; Professor of I^aw: University of California, Berlveley ; Berke- 
ley, California 94720; 415-642-6646. 

Mrs. Mary Robinson: Kxifutive DIrwtor; Martin T.iitber King r.'irent nnd Child 
Center; 560 North Broadway ; Baltimore, Maryland 21205: .'501-955-5451. 

Dr. Jens G. Rosenkrantz; Surgeon-In-Chief; Cliildrens Ho.spital of Los Angeles; 
Department of Surgery ; 4650 Sunset Boulevard : Los Angeles, California 'MMtTA; 
213-663-3341, Ext. 256. 

Dr. Robert Shank : Professor and Head; Department of Preventive Medicine and 
Public Health ; School of Medicine: Washington University ; St. I>ouis, Missouri 
63110; 314-367-6400. 

Dr. Roger L. Shinn; Rheinhold Niebuhr Chair of Social Ethics; Union Theologi- 
cal Seminary ; 3041 Broadway ; New York, New York 10027 : 212^«52-710O. 

Daniel Singer, Esq.; .Suite 1000, The Watergate: 600 New Hampshire Avenue, 
N.W.: Washington. D.C. 20037; 202-905-9400. Vice I'resident nnd Fellow; In- 
Ptitnte of Society, Ethics & the Life Science: Hastings; New York. 

William Smith. Esq.; Washington Research Project & Children's Defense Fund; 
17.36 R Street, N.W.; Washington. D.C. 20009; 202-4^-1477. 

Dr. Stewart Taylor: University of Colorado School of Medldne; 4200 East 9th 
Avenue: Denver. Colorado S0220; 303-399-1211. 

Dr. Ravmond L. Vande Wlele; Presbyterian Hospital; 622 West IdStb Street; 
New York. New York 10032; 212-579-2377. 

Dr. LeRov Svalters. Director: Kennedy Center for Bloethics; Georgetown Uni- 
versity ; Washington, D.C. 20007 ; 202-625-2371. 

Mr. SvJiixoTox. Finally, ditl T licar you correctly in a rcsjwiisp to 
Mr. Nelsen that tlie FDA has eliminated a niimlxT of investigators 
for not following protocol pstahlislied ? 

Dr. ED\V,\RI>S. That \i^ right: yes. I cannot pive you the exact number 
but they have over the yeai-s and they are constantly reviewing 
protocol. 

Mr. SvjriNGTON. Would it be possible, say, over the past 10 j-ears 
to provide that iuiml)er? 

Dr. EDWARDS. I would think so. I will certainly try to provide you 
with that. I know certainly over the last several years we can give you 
a list. 

Mr. SYMINGTON. IS then* a difference l)ctween entirely dis<iualifying 
and reprimanding ? Do you take two different—— 

35-826—74 10 
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Dr. EDWARDS. I am sure of that. In reviewinji and monitoring 
studies, be it in the FDA, along the lines that FDA is interested or 
along the lines of the various Institutes of the National Institutes of 
Health, I think that certainly all deviation from protocol would not 
require an elimination of the funding. 

Mr. SYMINGTOX. I understand. ^laybe some key examples of the 
differences would be helpful to the committee. 

[The following statement was received for the record:] 
Although several instances of (inestional)le compliance with DHEW jwlicy 

can be cited which the DHEW (Institutional Relations Branch of the National 
Institutes of Health) has given si)ccial attention, it has been possible to work with 
institutional ndministrators to resolve the issues. 

The DHEW policy superseded the Public Health Service policy over two years 
ago. While most large grantee institutions have been able to respond with assur- 
ances acceptable to the DHEW, some have had difficulty in resolving Internal 
problems with some aspects of the policy. For these institutions, assurances are 
now required on a more onerous project-by-project basis until an acceptable 
assurance has been negotiated. 

Although there Is every indication that the DHEW policy is now in full imple- 
mentation at most medical schools, universities, and research hospitals, and other 
Institutions, the possibility that rare failures in compliance may occur on indi- 
vidual projects should not come as a surprise. The DHEW offices responsible for 
accepting and enforcing institutional assurances are actively reviewing institu- 
tional performance In the light of the assurances and policy requirements. 

Mr. .SYMIXOTOX. Finally, we have run into a possible problem in the 
State of Missouri, Mental Health Division, and as far as T know, my 
staff has submitted to the FDA certain documents which were sent to 
me and T would appreciate anv as.si.stance or interest you might take in 
that. 

Di'. EDWARDS. Certainly. We would be delighted to. 
Mr. STSHNGTON. Because it involves the use of drugs, some of them 

without even names yet, just numbers, on mental patients with seem- 
ingly inadequate consent procedures. 

Dr. EDW.ARDS. We are aware of your interest in this and we are pur- 
suing it. Tf there are any problems, please let us know. 

Mr. SYMINGTON. Thank you very much. 
Mr. Chairman, at this point I would like to .submit a short statement 

recounting the facts that have been brought to our attention in the 
Missouri case. 

Mr. EoGERS. Certainly, without objection, it will be made a part of the 
record at this point. 

[The statement referred to follows:] 

STATEMENT or CONORESSMAN JAMES W. SYMINGTON ON HITMAN EXPEBIMENTATION 
IN MlSSOCBI 

Mr. Chairman, a few days before the start of our henrings on human exjierl- 
mentation. my office received documents which puriiort to detail testing of various 
drugs on mental patients in Missouri. These documents indicate that both children 
and adults were used in these experiments, that the patients theni.selves were 
asked to sign consent forms even though they were institutionalized for mental 
illness, that one patient died during a study of psychotropic drugs, and that some 
dmgn were .still in the experimentnl stage. Moreover, the announcement of these 
hearings and of the fact that these documents were in my possession was made 
earlier this week. Yesterday, two of the principal investigators, the two doctors 
directing some of this research resigned. 

Tn li^^ht of these circumstances, my staff has been in contact with FDA and 
GAO officials. T now ask that the FDA in cooperation with GAO investigate the 
MLssouri situation. I request that FDA determine: 
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1. If the documents In my possession are authentic; 
2. if informed consent was given before these experiments; 
3. who gave consent in each case; 
4. if patients or guardians were paid for participation; 
5. what persons or companies financed these experiments; 
6. whose funds were used in any reimbursement; 
7. if drugs used in the exiieriments are safe & effective: 
8. such experiments violated FDA regulations or Fedenil law. 

My staff will turn over copies of the documents in question to FDA and GAO 
officials so an investigation can begin at the earliest possible time. 

Mr. STMINOTOX. Thank you, Mr. Chairman. 
Mr. RcxjERs. Mr. Hastings. 
Mr. HASTINGS. Thank you, Mr. Chairman. 
Dr. Edwards, this question of psychosurgery, tliis week's blue slieet 

has a story—I do not know whether you have seen it or not. The story 
indicates an ad hoc advisory panel of NIMH has recommended there 
be a part ban on psychosurgery and, in fact, that by November you 
would call for recommendations; is that reasonably accurate? 

Dr. EDWARDS. I am not sure of that. 
Dr. LAMONT-HAVERS. I am afraid the blue sheet has got hold of the 

report before we have. I am not sure if they are accurate or not. Cer- 
t.ninly. the National Institute of Mental Health is preparing such a 
report and they should be practically ready now. I imagine the blue 
sheet must have got hold of a pre-copy, as it Mere. I have not seen it. 

Mr. HASTINGS. This makes a statement that psychosurgery is a dan- 
gerous experimental procedure needing careful observation and should 
be banned at least for 2 years according to the ad hoc panel. 

Dr. EDWARDS. More than likely that is correct and, as Dr. Lamont- 
Havers said, we have not received that officially yet. I assure you we 
will be checking on it today because I suspect it is true and philo- 
sophically, I more or less agree with it. 

Mr. CARTER. This refers to lobotomy. 
1   Dr. EDW^ARDS. Yes. 

>Ir. HASTINGS. One of tlie reasons I bring it up is to indicate th.at 
in fact there is an ongoing review of these controversial subjects within 
the Department. 

Dr. EDWARDS. Absolutely, and I think your point is well taken. 
Mr. HASTINGS. I had some interest in the questions that my colleague, 

Mr. Iludnut, had directed to Senator Kennedy and I would like you 
to comment on them as to whether perhaps tlie legi-slation as drafted 
might possibly be an attempt to or have the indirect result of legislat- 
ing morality, as I recall his language, or imposing elements of religious 
persnanions on the entire I'nited States. Do you see a danger? 

Dr. EDWARDS. Absolutely. I think that was a very profound ques- 
tion and it really comes to the heart of the issue. Wliile we have no 
obiection at all to a bhie riblwn committee considering all of these 
ethical, moral, and other issues—tiiat could be very helpful—we do 
not want a commission to come in and interfere with what we have, 
an ongoing program that is a very meaningful program. "We do not 
want to slow it down. But the consideration of these broad issues, 
there is no question that it has to be done and I think the questions 
that Congressman Hudnut brought up were the real gut issues. 

Mr. HASTINGS. I believe, then, in deference to the Congressman, 
who indicated to me tliat he was perlmps leaving, I would be deliglited 
to yield at this point. 
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Mr. HuDNCT. I thank tlie gentleman for yielding. 
Doctor, I am sorry T had to be out of the room during your testi- 

mony, although I have scanned it and I think that the I'eal substan- 
tive issue here is the basic one that I addressed myself to when I asked 
Senator Kennedy a question earlier, that is, how can we freeze into 
institutionalized form a given moral position without jeopardizing 
and undermining and in a sense sapping the vitality of a culture that 
is essentially pli"'ilistic and heterogenous as far as its moral, political, 
social, theological, and philosophical aspirations and commitments 
are concerned? Tiiat is the danger in this bill, as I understand it, and 
perceive it. That is not saying whether or not I would support the bill 
once we get that far after the hearings, but light now the danger as I 
see it, is that it would tend to institutionalize a given moral position. 
A second danger involved in that is that it would tend to institu- 
tionalize a consensus. We have seen with the debate on prayer in the 
public schools how it is impossible, without sapping the vitality of 
Judaism, Catholicism, Protestantism, to have a moral position ba.sed 
on consensus that does justice to any of the components in the con- 
sensus. This is the kind of theoretical or philosophical danger, it seems 
to me, inherent in the recommendation to establish a commission and 
yet I can perceive the necessity and nee<l for establishing some kind of 
i-egulations that will help avoid the abuses that we are all concerned 
about here,  i 

Dr. EDWARDS. I think you certainly very well point out the conceni of 
the thoughtful scientific community about this kind of institutionali- 
zation. I would like to ask Dr. Stone, in A'iew of the fact that he is 
so closely involved in the process by which human subjects are pro- 
tected. 

Dr. STONE. It seems to me what you are saying is that in matters of 
consejisus there ought to be a parsimonious use of the written law. I 

certainlv subscribe to that. While I recognize the need for written law 
my suspicion is, but I cannot document it. that the publicity, the pub- 
lic discussion that surrounds each encroachment on oth'>r people's civil 
liberties or rights is far more powerful than what finally gets written 
down into a law. That is what really regulates our laws, and I think 
you are saying that. If vou are, T subsci'ilx> to it. 

Mr. Ht-DNi'T. Well. I appi-eciate your support. At the same time, as 
I note that we stand on common ground, I do share with some other 
members of the committee a perception that so often it seems to me that 
this committee on both sides of the aisle is at loggerheads with the 
administration and you come up and tell us you are opjiosed to all 
these nice good pieces of legislation and it is something I think I as 
a Ret>ublican should say and I believe in parsimony but I do not want 
to be irres]5onsiblc but it seems to me sometimes we ought to be able 
to sometime get together with the administration rather than always 
be in an a<lversary position. I am glad tiiei-e is a little common ground 
here. 

Dr. EDWARDS. I tliink there is lots of common ground on this issne. 
Mr. ROGERS. Mr. Symington. 
Mr. SYMINGTON. Mr. Chairman, so that the record is clear on this 

point, the witness has responded, I guess affirmatively, to Mr. Hudnut's 
suggestion tliat this legislation in and of itself would establish witli tl^e 
force of law certain resolutions of quc-tions of moral ''oriscicnc". would 
tend in that direction should a commission be established to make 
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studies of this kind as our bill would require. But does that not really 
beg another question which is you are already doing this and you are 
doing it with a study group whose names we do not know and we—j'ou 
are making tliese decisions more or less in camera, it would seem. 

Xow, it may be that the approach that this bill takes goes too far 
but I think there is far too little public understanding and knowledge 
and consent, if you will, because it is iiiipossible to give meaningful 
consent without knowledge, of the kinds of guidelines and criteria 
that are being observed and it is all very well to say that we want to 
remain pluralistic and we inevitably will. At the sanvj time, decisions 
are being made which many would disagree with, perhaps, do not 
know what they are, and I tiiink at the very least there ought to be 
something out on the table so that the American people have a chance 
to make judgments. 

Dr. EDWARDS. Perhaps, Congressman, we have not given adcxiuate 
publicity to some of the things we are doing. Our guidelines certainly 
have been in the public domain and are available to all iustitutiojis 
throughout tlie country and the members of our task force are certainly 
public knowledge. We will provide you with the information you 
recjuested [see p. l."}.")]. I mifrht ask Dr. Laiuoiit-IIa\i'r.s to speak to 
some of the issues that you brought up. 

Dr. LAMOXT-H.WERS. Yes, sir. We ceilaiiily are not proposing regu- 
lations in camei-a. We are at the stage now of pi'oposiug draft proposals 
which will be published in the Federal Kegister and elsewhere with a 
very adequate jK^riod for full discussion by the public. This is a central 
feature of tlie process. 

We will evaluate those responses in turn and decide whether we 
should at that point have hearings or whether the ajnsensus from the 
public is such that we can then propose our regulati';:is. But inliorent 
m our whole concept is the fact that there has to be public discussion 
of these modifications which we will be proposing. 

Mr. SYMINGTON. In the estal)lishment of these proposjxls, the atlop- 
tion of these proposals, were there nonemployees of HEW involved 
in the discussions 'i 

Dr. LAMOXT-HAVERS. Up to tlate tiiere have bc«n individual advisors 
coming in. We have not had open meetings at tliis stage. We are at the 
stage, really, of coming up witli something which can be discust^ed and 
will then be modified from the discus.sion itself. 

Mr. SyMiNOTON". That is quite important becnuse you do want the 
full spectrum of society to ha\ e a chance to respond before these things 
are engraven in stone. 

Dr. LAMONT-KAVERS. The other thing we are concerned with Ls the 
fact that although psychosurgery and other types of things may be 
ethically wrong to be done today, the advancements in research may 
make tliem quite lesiitimate and necessary 3, 5, 10 yeai-s from now. We 
neetl a mechanism by which tliese tilings can be reviewed in order that 
the particular research projects in the future axn be considered in the 
context of Imowledge at that time. 

Mr. SYMINGTON. Thank you. 
Mr. ROGERS. Well. I think the point that is being made, and I would 

agree with it, is that to say that the bill is going to zero in and nuike 
hard and fast moral and etliical standards may not Iw a legitimate 
criticism when you claim that the only reason you do not want this, is 
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that you are doing it already. The Department—just the mechanism 
by which it will be done basically, is in question here. You are saying 
you are going to get to all these problems. You are going to make sure 
people have given their informed consent. You are going to see that 
things are done properly but you simply say you do not want it done 
through that mechanism. I understand that. 

Dr. EDWARDS. It is a little deeper than that. 
Mr. ROGERS. HOW much deeper ? 
Dr. EDW.VRDS. Quite a little, we really think we have come quite a 

distance and we do not want to go back and have to start with square 1. 
Mr. ROGERS. What do you mean ? You say you have come quite a dis- 

tance. Does that mean  
Dr. EDWARDS. We are very near making available new regulations 

for public comments—they are not final because I think they have to be 
constantly revised, we are ready to go for all practical purposes or 
will be in the next several months. I do not want to see a commission 
est-ablished and then have to start all over again in order to bring the 
commission into it. 

Mr. ROGERS. I do not Icnow why—what do you have to do to bring 
up a commission, simply give them what you have decided to date 
and let them make judgments. I do not think that is going to take long. 

Dr. EDWARDS. Having had a fair amotmt of experience with com- 
missions, I know it does not work that well. 

Mr. ROGERS. I think it does. In fact, in the President's Commission 
we did that exactly. We got department feelings to date and we moved 
from that. 

Xow, let us see where we are. Wliat are we talking about here ? Is this 
mostly the investigational new drug subject—is this the main thrust 
of where your activities are involved ? 

Dr. EDWARDS. NO. 
Mr. ROGERS. Well, how much farther? How broad is the subject 

matter ? 
Dr. LAMONT-HAVERS. There are three primary subjects at the present 

time with a fourth just beginning. One of them dealing with a review 
of our present policies and regulations is pretty well finished. 

Mr. EooERS. Policies and regulations on what ? 
Dr. LAM0^'T-HA\^J{s. On the use of human subjects. 
Mr. ROGERS. All right. 
Dr. EDWARDS. Across the board. 
Dr. LAMOXT-HA\'ERS. In the areas of those problems in which there 

are problems with informed consent, namely, children, prisoners, and 
institutionalized mentally ill patients and the mentally retarded, we 
are at the stage now of having developed n document which we will 
send forward for cloanmce and which will be published for comment 
hopefully, within the next few months if clearance is achieved. 

We are also looking into the problem of compensation of tho.se in- 
dividuals who may have been harmed by biomedical research. This 
is not as far along as we would hope bemuse of prohloir'' of getting in- 
teraction with the insurance companies who are involved in this area. 
We are just beginning to look at the question of protection of informa- 
tion in data systems which might involve individual human subjects. 

Mr. ROGERS. NOW, what aliout investigational new drugs? 'WTiat 
about—how many people are involved, say, when you let it go into 
human experimentation? W\-ii\t do you have, 5,000 or 6,000 IND's 
now ? Would that be about right ? 
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Dr. EDWARDS. It would be in that general neighborhood. Of course, 
this subject, as you well know, is being actively pursued by the FDA. 

Mr. RooERS. This is wliat I want to get into. I am not sure at what 
stage we are. This is why I want to get into this subject. 

Now, first of all, when an investigational new drug comes in, we 
•want to make sure if they are going to deal with humans, those hu- 
mans are properly informed, do we not? 

Dr. EDWARDS. Absolutely. 
Mr. ROGERS. All right. Now, you require what for the first stage be- 

fore they can touch humans? 
Dr. EDWARDS. Perhaps. 
Mr. ROGERS. All right. Anybody. 
Dr. EDWARDS. This is Dr. Kelsey, who heads this particular unit in 

the FDA. 
Mr. ROGERS. AVe welcome j-ou to the committee. First of all, yo« 

make tests on animals for 2 weeks ? 
Dr. KELSET. It would really depend on the type of drug and how it 

would be administered and how long. 
Mr. ROGERS. YOU let them go straight to humans? 
Dr. KELSEY. NO; no. As you say, it might be 2 weeks or it might 

be much longer. I have not got the protocols here but we can easily 
supply  

Mr. ROGERS. Just generally. 
Dr. KELSEY. We would want an acute toxicity in two or three species 

of animals, and some subacute studies in two species, as well as pharma- 
cological studies. 

Mr. ROGERS. Normally, it is about 2 or 3 weeks testing on animals. 
Dr. KELSEY. Provided the use on humans is restricted to a short 

period of time, such as a single dose to several days. 
Mr. ROGERS. For some time anyhow. 
Dr. KELSEY. Yes, sir. 
Mr. ROGERS. HOW long would you let humans be tested in phase 1 ? 
Dr. KELSEY. I would nave to refer to the guidelines which we have 

available rather than quote from memory which might be wrong. 
Mr. ROGERS. Well, I am not going to hold you to the exact. 
Dr. KELSEY. Sometimes these phase 1 studies are a single dose. Some- 

times they may involve two or three doses a day. A study usually starts 
off with a pretty low dose. 

Mr. ROGERS. Normally, how many people do you limit it to in phase 1 ? 
Dr. KELSEY. In phase 1, again  
Mr. ROGERS. Twenty to fifty healthy people, about ? 
Dr, KELSEY. Yes. 
Mr. ROGERS. All right. That is  
Dr. KEI^EY. Not all at once. You would first test one or two sub- 

jects and then gradually pick up. 
Mr. ROGERS. You may be having more than one investigator, might 

you not? 
Dr. KELSEY. In phase 1 it is usually only about one or two. 
Mr. ROGERS. He may be doing 20 at the same time, this guy is doing 

20. Do you keep that strict control on them where you make them 
report to you what has happened on the first patient before they give 
it to the next one ? I never knew that. 

Dr. ICELSKY. We have a requirement that the trials in humans can- 
not begin until 30 days after we have received the submission. 
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Mr. ROGERS. That is not what I am asking. I understand that. They 
file their 23rotocol as to what they want to cio. Thev cannot do any ex- 
perimentation on humans for 30 days. They can if you have not done 
anything between tliat time, can't they ? 

JDr. EDWARDS. Correct. 
Mr. ROGERS. Sure. 
Dr. KEI.SEY. Certainly. 
Mr. ROGERS. Normally you require a 2-week period, about, on animals 

before you let them go to humans, for the most part. 
Dr. KELSEY. Yes. 
Mr. ROGERS. For the most part you want it tested, checked out for 

toxicity, whether any cancer appear in the animals, et cetera, right? 
Dr. KELSEY. In phase 1, and this, of course, is you realize one of the 

things we are discussing now, how extensive you can do them before 
complete animal studies are done. 

ilr. ROGERS. I am not saying what you are studying. I am saying 
what you do now. 

Dr. KELSEY. At the pi-esent time, an entire carcinogenic study does 
not have to be done before clinical .studies .start. In the case of the 
oral contraceptives, rat carcinogenity studies must be completed before 
phase 3 studies are started. 

Mr. ROGERS. On other drugs. 
Dr. KELSEY. On other drugs or oral contraceptives ? 
Mr. ROGERS. SO you let them move into humans before it is tested 

that it miglit bring about cancer. That is amazing. I thought you 
required dose tests on the animals first. But you are looking at that. 

Dr. KEI^SEY. Yes, sir. 
Mr. ROGERS. That is amazing. Were you aware of that, Dr. Edwards ? 

I was not. 
Dr. EDW.VRDS. NO ; I was aware of exactly the way it was. 
Mr. ROGERS. I think that ought to be looked at inunediately. 
NOW, SO that is 20 to 50 people; 6,000 times 20 is what ? 
Mr. KYROS. 120,000. 
Mr. ROGERS. Thank you, Mr. Kyros, He is a graduate of an Academy 

of Science at Navv. 
Now, if it were"50 people, that is 300,000 right? 300,000 people. Now, 

that is phase 1. 
Dr. KELSEY. Are you having 6,000 IND's or GOO  
Mr. ROGERS. I thought you said 6,000 IND's over all. 
Dr. KELSEY. Well, per year I think about 600 cojne in. 
Dr. EDWARDS. Per year. 
Dr. KELSEY. So each year there is a new 600 undergoing phase 1. 
Mr. ROGERS. You have got 5 to 6,000 going now, have you not? 
Dr. KELSEY. That is right. 
Dr. EDWARDS. Over all. 
^Ir. RoGEKs. I realize everyone is not started each year. 
Now. phase 2, what do you have to do? You have to have some 

animal testing before you let them go. That is where you test for 
cancer, then, in phase 2. is it ? 

Dr. KELSEY. No. Phase 2 is the first time the drug is introduced 
into a subject suffering from the condition for which it is proposed. 
Phase 1 strictly speaking, is normal vohmteers. 

Mr. ROGERS. All right. Now. phase 2 is usually conducted with how 
many people, 100 to 200 people? 
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Dr. KELSEY. I would say about that, possibly. 
Mr. ROGERS. 100 to 200^times 0,000 is what? A million, two. At the 

top. All right, now—•— 
Dr. EDWARDS. IM me interject here. First of all, you are assuming 

that all of these IND's and NDA's are operational, are active, and 
they are not all active at the same rate and some are inactive for awhile. 

Mr. RooERS. Some of them are inactive, some phase 2, some phase 3. 
Dr. EDWARDS. Some are inactive while additional data is being col- 

lected or the investigator is doing something else, so I do not think the 
figures are reliable. 

Mr. ROGERS. It may be that they are continuing to give the drugs 
but just not doing much about them. We do not know. 

Dr. EDWARDS. It could be  
Mr. RcKSEus. No way for us to k)iow. They do not report thai to you. 

This is some of the tilings I am talking about, what is going on and 
what we know and what we do not know and whether we need some- 
thing to be looked into. 

Now, when yoii get up to phase 3, where thev really are expanded 
you use large groups of people, do you not ? Could be in the thousands, 
could it not ? 

Dr. KELSEY. Yes, sir. 
Mr. ROGERS. So it could get up, jon know, to 50.000 to 60.000 people 

involved in this. So just trom invcstigational new drugs alone, it is 
rather significant, the number of people that will be involved. 

Now, 1 am conceriied about what we are doing on this. I notice that 
the Gen.eral Accounting Office made a report. This has now been pub- 
lished, and released by Senator Ribicoff. I believe. 

Ijct me have your comment on the criticisms. I realize they took only 
10 of the more than 6.000 drugs and looked at those. I do not know 
whether they were keyed to those particular ones or wliether you 
brought them out for them or how they selected thom. But the ones 
they selected were prettv stai+Iing as to what was going on. And as T 
imderstand it, they have made some ratlier significant cnticisms and 
I thought I might get you to comment on that for a minute after which 
I maj' have some specific questions. 

Dr. EDWARDS. Well, let me say just a word, Mr. Chairman, and then 
perhaps Dr. Kelsey would like to say a word. 

Of course, Dr. Kelsey has been sort of a voice in the wilderness for 
a number of years on tliis particular problem. She has felt for a long 
time that the FDA was not adequately monitoring drug investigations 
and when we took over the FDA several years ago it became too ob^•i- 
ous to us immediately that we M'ere not doing what we should be. And 
Dr. Simmons and his colleagues set up a new unit under Dr. Kel.sey's 
direction to do exactly that. I know Dr. Kelsey would be the last to 
say this has been adequately fimded but I think we share your concern. 
We are moving in the right direction. I think some of the criticism 
of GAO is probably very legitimate but we have moved a long way. 

Dr. Kelsey, you might want to  
Dr. KEI-SEY. I have nothing to add to what Dr. Edwards has said. 
Mr. ROGERS. Let me ask you this now. FDA, I understood, was re- 

sponding to some of the recommendations. Have you made any changes 
since the General Accounting Office ? 
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Dr. EDAVAHDS. Of course, we were aware of this situation long before 
GAO got into it. I mean, what they are reacting to is something we 
reacted to long before they reacted to it. And that is why we set up this 
special unit. 

Dr. Kelsey might want to tell you how the unit works a little bit and 
just what your method of operation is which, as I say, has been under- 
way for several years. 

Mr. ROGERS. First of all, before we get into what you have been doing 
over the years, since this was a General Accounting Office study begun 
in October 1972, I presume, have vou made any changes in your pro- 
cedures or in your niles and regulations to carry out a correction of 
the criticisms made by the General Accounting Office ? 

Dr. KELSET. I would have to review those criticisms. I am not sure 
what you are referring to. 

Mr. ROGERS. Are you aware of the General Accounting Office report? 
Dr. KELSEY. Yes; I am. I am aware of it but I cannot exactly 

remember. 
Mr. ROGERS. I just wonder if you remember any corrective action. 
Dr. KELSEY. We have certainly stepped up our program on monitor- 

ing clinical investigators or rather seeing that the sponsors of these 
IND studies are carrying out their duties in seeing that the investiga- 
tors arc conducting these trials in the way that gives optimum safety 
to the subject and also provides  

ilr. ROGERS. HOW have you done that? 
Dr. KELSEY. We have been in operation since 1966 but in the last 

year we have greatly expanded our activities. We have five programs 
now in operation that involve visiting investigators, visiting the spon- 
sors, visiting laboratories in which animal research is carried out, and 
also visiting institutions themselves to see how their institutional com- 
mittees are operating. 

Mr. ROGERS. Well, now, besides visiting, have you put out any regula- 
tions requiring that results must be in your office by a certain period 
of time ? 

Dr. KELSEY. What type of results are you referring to ? 
Mr. ROGERS. Well, for instance where it took a sponsor 7 months to 

analyze the results of a study which showed later cancer in rats, or 
where it took 8 months for a drug company to supply FDA with the 
results of a study showing cancerous tumors in rats, or where it was 
over a month beiore notifying another group, FDA, that cancer had 
been found in dogs treated with a drug, even though humans were 
being ti-eated with that drug. 

Dr. KELSEY. Tliis prompt leporting is a requirement of the regula- 
tions and part of our survey devoted to animal laboratories is to make 
sure tliat ad\'erse effects in animals are reported promptly, and  

Mr. ROGERS. Should you have a requirement that the report must be 
in befoT-e human experimentation should begin ? 

Dr. EDWARDS. ^\'e probably have that requirement, do we not? I 
think the important thing is that we have  

Mr. ROGERS. Well, now, I am not sure. Evidently you do not have 
that requirement. 

Dr. KELSEY. Some  
Mr. ROGERS. I am not sure that you should but I want to know your 

feeline about it and whether we should  
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Dr. KELSEY. Well, as we said at the onset, the requirements now are 
that all animal requirements are not required to be concluded before 
human trials start and it can be that animal results which may or may 
not have some bearing on human toxicity may show up while clinical 
trials are in progress, and we are preparing guidelines or regulations— 
I am not sure which they will bt^to try and remedy this situation. 

For example, to see whether we should have more prolonged animal 
trials and to see what foUowup procedures should be done, should 
human subjects be exposed to a drug that has had adverse effects in 
animals. 

Mr. ROGERS. DO you make a written determination that a drug's 
benefit outweighs the possible risk of its experimental use before allow- 
ing clinical tt-sts to begin or continue when serious safety questions 
concerning testing drugs in humans arise? 

Dr. KELSEY. I would say every medical office review must really 
embody a judgment as to  

Mr. ROGERS. I am saying do you require that ? 
Dr. KELSEY. Do you mean me or tlie FDA ? 
Mr. ROGERS. FDA. 
Dr. KEI^EY. Well, I  
Mr. ROGERS. Health Department. 
Dr. EDWARDS. I would have to check and see whether a written re- 

port on that specific issue was made but obviously, that is taken into 
consideration before allowing  

Mr. ROGERS. This is one of the recommendations of the General 
Af^fountiiig Office. 

Dr. EDWARDS. Yes. 
Mr. ROGERS. YOU do not know yet whether that has been done. Would 

you let us know? 
Dr. EDWARDS. We certainly will. 
[The information requested was not available to the committee at 

the tinio of ])rinting—September 1974.] 
Mr. ROGERS. Second, institute a program to insure IND sponsors 

timely perfoiinance in reporting of animal studies to FDA and em- 
phasize to sponsors the need to pix)ceed with clinical investigations 
in accordance with the Code of Federal Regulations. 

Has that been done? 
Dr. KELSEY. I think we are doing that in our various programs. 
Mr. ROGERS. Evidently they did not think you were. 
Dr. KELSEY. Well, those programs have started since the GAO began 

its investigation. 
Dr. EDWARDS. Again, the GAO came in on this back in 1971 or 1972. 
Mr. ROGERS. October 1972. Almost 1973. 
Dr. EDWARDS. AS a matter of fact, they came in when we were still 

there. Again, they did not—there is nothing in that report that we 
were not well aware of and did not try to do something and did not 
initiate programs. 

Mr. ROGERS. I am sure it is not a conscious not doing. What I am 
saying is that here are things that we arc talking about and having 
this Commission check into, whether it ought to be done, what these 
standards should be and what requirements there should be when you 
begin to deiil with humans. Now, you are telling me that you are doing 
all this within the Department but here is a report that has just shown, 
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and this was published on September 19,1973, that the in-liouse study 
or the in-houso f^rou)) maybe lias not yet done everything that could 
bo done. Maybe this is overkill. I do not know. But we want to have 
some informed judgments so that we can decide whether this is a good 
idea or not. 

Dr. Carter, I think you have a question. 
Mr. CARTER. Yes, sir. 
Dr. Kelsey, were you the lady physician wlio found that thalidomide 

caused deformed yoimgsters ? 
Dr. KELSEY. Yes. 
Mr. CARTER. Let me congratulate you on that. Thalidomide was in- 

vented in Germany, I believe, was it not, first used there ? 
Dr. KELSET. Yes. 
Mr. CARTER. And yet whatever system they have in Germany similar 

to the FDA did not find out the ill effex-ts of thalidomide. did it? But 
our FDA here in the United States did that with your help, is that 
correct ? 

Dr. KELSET. Yes, sir. 
Mr. CARTER. Well, let me congratulate you airain. I think yoTi have 

a distinguished body, a great body of people here, and it is difficult 
to be perfect. It is difficult for a wheel to be completely round. But 
I do not know—is there a body, really, Dr. Edwards, in tlie world as 
well equipped and composed oi as many hard-working, dedicated peo- 
ple as this group here ? 

Dr. EDWARDS. NO. The longer I was with the Food and Drug Admin- 
istration the more respect I gained for the doctors, the professional 
people in the organization. 

Mr. CARTER. Well, every once in a while  
Dr. EDWARDS. They are an outstanding group of people. 
Mr. CART>;R. Every once in a while we have to go through a great 

deal of grilling and- 
Dr. EDWARDS. They are constantly faced- 
Mr. CARTER. Perhaps to strive toward tliat 100 percent but I tliink 

we are 99.44.000.1 hope so. 
Dr. EDWARDS. Dr. Kelsey and her colleagues are constantly faced 

with exactly what we are talking about today and the chairman has 
brought it up. what cnnstitutes overkill. Whore do you overkill and 
where do you underkill ? 

Mr. CARTER. On the experimentation. 
Dr. EDWARDS. AS you Imow, they held congressional hearings last 

year because FDA restrictions or their regulations are so restrictive 
that we are depriving or keeping good drugs from the market in the 
United States. 

Mr. CARTER. Yes, sir. 
Dr. EDWARDS. If wo started to  
Mr. CARTER. Actually, even now with the drugs we have, almost 

any drug you have can cause very serious eflfects. is that not true? Is 
that not correct ? Almost any drug. Aspirin, for instance. 

Dr. EDWARDS. Right. 
Mr. CARTI-:R. And it is recognized as being effective and usexl gen- 

erally and the more dread the disease, the more dangerous tlie medi- 
cine in many, manv cases, is that not correct ? 

Dr. EDWARDS. That is correct. 
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Mr. CARTER. The medicines which save many, many lives may, well, 
do cause serious—many deleterious effects. If we—on every medicine, 
on every one of these medicines, if we took weelcs to see if they cavised 
cancer in rats, or rabbits, how much longer would it take us really 
to develop these medicines and make them available to the public? 
Could you give us an estimate on that ? 

Dr. EDW^ARDS. NO. I cannot give you an estimate but it certainly 
would increase the time and particularly—of course, the problem be- 
comes more complex because after we find out whether there is cancer 
in rodents of various and sundry types we do not know what it means. 

Mr. CARTER. Actually, is it always true that if it is carcinogenic in 
rabbits, it is carcinogenic to a human ? Has that ever been proven? 

Dr. EDWARDS. Proven  
Mr. C.VRTER. It has been presumed by an act in 1962, as I understand 

it. Really, has it ? 
Dr. EmvARDS. I think the point you are making is a very good one. 
Mr. C.utTER. All riglit. MaJ\y substances which are—all substances— 

maybe I should say it that way—which arc carcinogenic to rodents, are 
they always carcinogenic to human beings? 

Dr. EDWARDS. NO. 
Mr. CARTER. All right. 
I think that answci's the question. Certainly, we want you to con- 

tinue with your good work. And again, I compliment you for your 
excellence and I want to particulaily point out the wonderful work of 
Dr. Kelsey who has saved millions of children in this country from 
being doi'ornied by banning tlialidomidc. 

Thank you. 
Mr. ROGERS. Thank you. As a matter of fact, I join Dr. Carter in 

that. As you know, we had the pleasure of liaving you here, I think, 
after you just had gotten your award. So we recognize your abilities. 

I must say all of my colleagues to my left get on me a little bit wiien 
they feel I am getting a little bit too rough and this is acceptable to 
me, but I must proceed as I am sure tliey understand, because we want 
you to get to be like, wliat is it, Ivory soap ? And we do not even have 
that in the Congress but we should strive for it nevertheless. Ninety- 
nine instead of less. 

Mr. CARTER. I bv>lieve it is already 99.44 and that is Ivory soap. 
About r)60()ths of a percent to go. 

Mv. RooERs. Well, this is wliat we are going to strive for if we can 
and I am sure you agree with me. 

Let me ask you this. Have you establislied a patient foHowup policy 
wliif'h requires a written commitment in the IND application from 
the sponsor to provide appropriate followup before an IND exemp- 
tion !s granted and guidelines presciibing adequate performance and 
repoi-ting requirements for followup? 

Dr. KEI-SEY. We are in the pi-ocess of drawing up such guidelines. 
Mr. ROGERS. I would like to have you let us know when all of this 

is (lone, when you have responded to the GAO report, and in what 
manner. 

Dr. EDWARDS. We could give you a report right now, Mr. Chairman, 
on wli.nt—on those. 

.Mr. R(>(;i-ns. That would be fine. 
[The information renuesfed wa.'? not availaljle to the committee at 

the time of piinting—September 1974] 
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Mr. KooERS. Now, what about establishing the efficacy or safety of 
investigational results ? Do you consider the results of studies done in 
an unethical manner? Would you accept those? I underatand that 
the journals will not publish any findings or studies based on unethical 
research. 

Dr. KELSEY. Well, if you consider the work of people we have dis- 
qualified as improper investigators, we do not accept tlieir work un- 
less it shows some adverse effect and then we will take that into 
consideration, of course. If they, because of their dishonest studies, 
have revealed the toxic effect of a drug, we will certainly take that into 
consideration. 

Mr. ROGERS. NO .Wliat I am saying is, where you have studies going 
on, maybe they have not gotten all the informed concepts. Do you 
accept that? 

Dr. KELSEY. If we are aware that this has occurred. 
Mr. ROGERS. Yes, but what do you do to be aware of it? 
Dr. KELSEY. This is part of our program. I caimot say we can do 

it for all these thousands of studies that are coming in, but the investi- 
gator signs a statement he has gotten informed consent. The sponsor 
signs a statement that they have required the investigators to obtain 
informed consent. 

Do vc 
to be 

Dr. KELSEY. Not at the moment. That is something that is also under 
discussion. 

Mr. ROGERS. Should tJuit not be done * 
Dr. KELSEY. I was supposed to be at a meeting this morning on that 

very thing, sir. 
Mr. ROGERS. Well, we have delayed you. Hopefully, this hearing 

helped bring about that meeting. 
Dr. KELSEY. It is coincidental, I am afraid. 
Mr. ROGERS. Is it ? Well, suppose you let us know, then, Doctor, when 

you have it judged and completed, when it is effective. The conrunittee 
will be interested in that, because investigations into drugs has gone 
on for some time. I believe now we would have gone into that way 
back when you got your award for thalidomide. 

What about the existing procedures now outside of NIH that are 
designed to protect human subjects in medical schools, in hospitals? 
Are we aware of what is going on? 

Dr. EDWARDS. By and large, I think most of these medical schools 
and hospitals utilize our guidelines. 

Mr. ROGERS. Well, how do we know that. Dr. Edwards? 
Dr. EDWARDS. Well, we know that that is true certainly in the case 

of those—the grants and funds, the projects that are being funded by 
us. We know that that is true. 

Mr. ROGERS. Well, how do we know that? We do not take action 
until something happens and then we cut off the grants. Wliat do 
we do ahead of time before we make the grants? 

Dr. LAMONT-HAVERS. For the past 4 years now the Institutional Re- 
lations Branch at NIH who have responsibility for monitoring the 
institutional committees and institiitional assurances have visited such 
institutions on an irregular basis because of personnel shortages. We 
are now instituting that on a much more regular basis and hope to put 
more resources in that kind of surveillance. 
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Mr. ROGERS. YOU cannot possibly visit all the hospitals iu tliis coun- 
try. It is impossible. 

Di'. LASIOXT-HAVERS. NO. But when we have checked, it is obvious 
that tlie system which has been set up for the monitoring of projects 
funded b^^ Federal funds has a large amount of side enects for the 
institution itself and it is much easier really, and to their advantage 
to have all sucli projects go through such a  

Mr. ROGERS. Have you required a committee in the various institu- 
tions to have review of this standard i Is that a requirement? 

Dr. LAMONT-HA\T:RS. Each institution in which Federal funds are 
used? 

Mr. ROGERS. In each hospital where there might be Federal funds? 
Dr. LAMONT-HAVERS. Yes. 
Mr. ROGERS. In any research project they must have a committee ? 
Dr. LAMONT-HAVERS. AS long as they have a research project funded 

by the NIH (u- HEW, at least must have, an institutional revnew com- 
mittee and, as a matter of fact, the VA and other Federal fimding 
agencies utilize such requirements of the NIH. 

Mr. ROGERS. And what happens to that committee ? ^Vho monitors 
what they do ? Your visits do ? 

Dr. LAMONT-HAVERS. Well, this is done in a number of ways. First 
of all, since institutional conmiittees have to give their approval and 
review projects submitted to HEW involving human subjects, we in 
turn review that application in our various levels of review within 
NIPI. Obviously if it is seen that problems in that institution have been 
identified by our own review processes, that signals the fact that some- 
thing needs to be investigated at that institution. 

Mr. ROGERS. Who does more work using human subjects in the Fed- 
eral Government than any other, would you think? Would it be NIH ? 
Would it be the relationship in Food and Drug or what other agencies 
of Government ? 

Dr. LAMONT-HAVERS. The actual numbei-s of humans involved, the 
NIH and NIMH would support more fundamental clinical research, 
which would involve by far the largest number of individuals. How 
this number would compare to the munber of individuals related to 
the FDA regulation of drugs. I do not know. 

Mr. ROGERS. AVould you let us know ? 
Dr. LAMOXT-HA^'ERS. I am not quite sure  
Mr. ROGERS. For the record ? 
Dr. LAMOXT-HAVERS [continuing]. A\Tiether it is possible or not. 
Dr. EnwARDS. We will see if we carmot get you answers to some of 

the.sc questions. 
Mr. ROGERS. We will not know how many humans are being used. 
Mr. CARTER. Mr. Chairman, on that, every patient in the sense that 

the physician learns from treatment of his patients and from the 
patient's reaction to medicine really constitutes research projects. 

Mr. ROGERS. I think wo are speaking of specific research projects. 
Are we not? 

Dr. LAM0XT-HA\nERs. Yes. 
MT. ROGERS. You are not speaking of doctors handling their pa- 

tients outside of the actual research projects? 
Dr. LAMOXT-HAVERS. No. We are talking about clinical research 

projects. 
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the -subjects used iu experimentation are detained or do they come 
from tlie general population ? 

Dr. EDWARDS. Say that again, Mr. Chairman. 
Mr. RoGKRs. Detained. In other words, prison population. 
Dr. EDWAIU)S. I would doubt it but I would say no, but I could not 

say that with any authority. 
Dr. LAMONT-tfAVERs. As far as XIH is concerned, this would rep- 

resent a very small amount. 
Mr. ROGERS. Then you are drawing up regulations to improve this. 
Dr. LAMOXT-HAVERS. Yes, we are. 
Mr. R(KiERS. Is tliere any followup on T^eople who are used in human 

experimentation in IND's, and so forth? What do we do? How do 
we assure a followup ? Or could we ? 

Dr. EDWARDS. WP do not, by and large. 
Mr. ROGERS. Sliould that be done ? 
Dr. EDWARDS. We are—^again, this is a very difficult subject to come 

to grips with and we have had a nunilwr of groups, the National Acad- 
emy of Science, and others, that have been trying to help us resolve this 
question and if you do, how do you do it because it involves hundreds 
and hundi'eds of thousands of people that ultimately get involved in 
this and followups that involve many, many years, particularly the 
cancer, you know, a drug that perhaps ultimately proves to l>e carcino- 
•icnic ;ind f'on to try to go back and ()ick uj> all those people iinolvcd 
in the IND investigation and then follow them over a period, you know, 
it is a horrendous job and how you do it I am not just sure. 

^^r. ROGERS. IS there anj' respon-sibility on the investigator to have 
a followup? 

Dr. KKLSEV. Well, to the extent that he is required to keep all his 
records for a certain period of time after the IND itself is either 
stopped or terminated or becomes an NDA, this permits at least a 
2-vcar period in wliich if adverse effects are noted, you have records 
of those persons and they can be traced. 

Tlie question as to—you mean, who bears the finajicial burden? 
Mr. ROOI:RS. Whatever burden there is. 
Dr. KEESEV. "We feel the sponsor should see that the investigator 

m"kes j'doquate or suitMhle followups. 
>Tr. T?of:!:T;s. Do you have rejrulations to that effect ? 
Dr. KELSEY. These are being also worked on. 
^fr. ROGERS. Yon ;\vo thinkin.T about those, too. 
Dr. KEESEY. Verv definitely, in fact. 
Dr. EDWARDS. We are thinking about them but I think we would be 

frnnk to say that thev are about ready to go lx!cause they are far too 
comnlex. Tn the mobilitv of investisrators jroin,<r from one institution 
to another and one State to another, et cetera, trying to keep track of 
this natient nonulation—until we develop some Iciiul of a j-eally drng- 
rion'^orinir information system that is really far more sopliisticAted 
thii" we have been nble to come up with at this jioint  

Mr. CA'-'-ER. Mr. Chairman, on the treatment of cancer is it not true 
that yoM have manv TXD's, many investiftationnl new (lni<TS. tliatyou 
ni-o tryiTig in the different clinics throughout our country? 

Dr. Em'.'ARDs. This is combined Ix'tween ourselves, FDA, and the 
Yiif io"al Cnncer Institute and they are working together on I do not 
k"'^^'- how many drugs hut I am sure tlie NCI would have a number 
of drugs in this chemotherapy program they are testing. 
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Mr. CAKTER. Would that seem to i-epresent an IND ? 
Dr. KEI^EY. I am pretty sure it is, yes. 
Mr. CARTER. Well, I am quite sure that it is and it is being used and 

records are being kept. I know that quite well. On many of the other 
drugs, very careful records are kept. 

Thank you, Mr. Chairman. 
Mr. ROGERS. Now, let me ask you this. Is there any reason in the 

IND process why all of this, the necessary safeguards cannot be taken 
rapidly and speedily? Is there any reason to allow the requirement, 
for instance, that you let us know when you have hmnan concept? 
Can that be done quickly? Is there any reason there has to be delay? 
Is there any reason they should not report tlieir findings immediately 
on animal studies or any adveree effects on humans? There, is no 
reason for a delaying f a<4or. is there ? 

Dr. EDWARDS. If we cx>uld monitor tliese things 100 percent there 
would not be any reason, but, mifortunately, we cannot or we do not. 
As a result there is always an investigator here or there who does not 
follow the regulations as he shoidd. 

Mr. ROGERS. Well, now, what can you do with such an investigator, 
with someone who simply is not going to do tlieir research in an 
ethical manner? Wliat do you do? How do vou find him? AATien do 
you take action, before or after, and what effect does it have? 

Dr. KELSEY. Well, we find him usually by going out and visiting liis 
office and viewing his patients' records, not the material that he sub- 
mitted to the company. 

Mr. ROGERS. It is triggered by a review, mostly a visit, then. 
Dr. KELSEY. Well, we have several ways. Sometimes we have reason 

to suspect that an investigator may be doing poor work either from 
our in-house reviewers, from outside information, or the fact that he 
appeare to be doing a great deal of studies or the fact that he is doing 
studies not in his area of competence, et cetera. We have also now 
instituted a new program wheie we randomly visit a niunber of inves- 
tigatore and the sponsor of a given new drug application—there our 
studies are directed particularly toward how the investigator is 
instructed by the sponsor. 

Mr. ROGERS. Do you have a regulation that says unethical research 
studies will not be accepted ? 

Dr. KELSEY. We have a re^ilation that indicates how a clinical 
investigator may be disqualified and if he is disqualified, his studies 
will not be acceptable. The whole IND must be re-reviewed to see if 
it can stand up in the absence of his data. 

Mr. ROGERS. If everyone knew that you were not going to accept 
any study that was not done properly, like the journals, would that 
not be an incentive for less unethical research ? 

Dr. KELSEY. Well, it certainly is in our regulations. This is one way 
in which the investigator can be disqualified and the data will not hie 
acceptable and the sponsors are well aware of this and the investi- 
gators should be. But this apparently is not a great enough deterrent 
for some individuals. 

Mr. ROGERS. Well, that puts the burden on you. If you have a positive 
burden on the researcher that he should not submit, that he caimot 
submit, and we consequently find out something, then it will not be 
accepted. If they can sneak It by you, they can get it in- 

3S-825 0-74-11 
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Dr. KELSET. Well, he does not submit his work, of course, directly 
to us but to the sponsor and  

Mr. ROGERS. Yes. Now, so it seems to me, you need to look at that 
mechanism and also a rule. ^Vliat do you do if you find out he has not 
gotten consent from these people he did his research on ? 

Dr. KELSEY. I think we would at first determine why he did not get 
consent, whether ho had determined that his patient was one in wluch 
it might be detrimental to him to get it. I cannot offhand think—I am 
siire there must be examples in which proper consent has not been 
gotten and there are some in which disqualified investigators failed 
to get proper consent. This is one of the bases for their disqualification. 

Mr. ROGERS. You disqualify them ? 
Dr. KELSEY. Wliat that means is that they may not receive further 

shipments of any other investigational drugs. They may not do investi- 
fational drug studies while they are disqualified and all the work they 

ave done in the past regardless of whether they have foimd tliis to 
contain inappropriate data or not, is also disqualified as far as that 
IND or NDA is concerned. So it is a fairly comprehensive  

Mr. ROGERS. HOW many have you taken action against ? 
Dr. KEI>SEY. It is either 14 or 16. 
Mr. ROGERS. Would you let us know that for the record and what 

action was taken and on what basis it was taken and how long it took 
to act? 

Dr. KELSEY. I think we can get that information. 
Dr. EDWARDS. We can provide that. 
[The information requested was not available to the Committee at 

the time of printing—September 1974.] 
Mr. ROGERS. Are your Federal fimd regulations the same for 

research done here as abroad ? 
Dr. EDW^VRDS. No. I think the only—you mean in terms of patient 

consent, and so forth ? We go by the Helsinki rules and regulations for 
studies that come in from overseas. We have, as you know, just pub- 
lished through—the Food and Drug Administration just published 
several weeks ago the new regulations as they relate to data that is 
acceptable from overseas. 

Mr. ROGERS. Would you let us have for the record, the difference 
between the Helsinki requirements and our own ? 

Dr. EDWARDS. I think the main difference just in a general way is 
that they do not require—^they require consent but not written consent 
is probably the major, and obviously that is not as easy to  

fTostimony resimics on p. 187.] 
[The following information was received for the record:] 
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FOREWORD 

The Department's basic policy, quoted in the first few paragraphs 
of this Guide, is simple in concept. However, simplicity in conception 
is not always easily translated into simplicity in application. Many 
of the basic terms of the policy, such as subject, risk, and informed 
consent, are differently understood in the several professions that 
participate in the varied grant and contract programs supported by 
the Department. This Guide provides working definitions of the policy's 
more critical terms, and outlines flexible operating procedures which 
can be adapted to a variety of grant and contract mechanisms. 

A flexible policy is essential. Research, development, and the re- 
duction to practice of new ideas are not carried out in a practical, 
ethical, or legal vacuum. The public interest obviously would not be 
served by an inflexible approach to what can or should be done. 
Ultimately, the decisions required by this policy must depend upon 
the common sense and sound professional judgment of reasonable 
men. The Department's policy and the Guide are intended to provide 
room for the exercise of this judgment. 

In its present form, the Guide reflects several years' experience 
with an earlier Public Health Service policy. It incorporates many 
comments and suggestions by representatives of grantee and con- 
tractor institutions, and by consultants and staff of the operating 
agencies of the Department. Future experience in the application of 
the policy in the fields of health, education, and welfare will simulta- 
neously raise questions and suggest changes. Correspondence should 
be addressed to the Chief, Institutional Relations Branch, Division of 
Research Grants, National Institutes of Health, Bethesda, Md. 20014. 
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POLICY 

Safeguarding the rights and welfare of human subjects involved 
in activities supported by grants or contracts from the Department 
of Health, Education, and Welfare is the responsibility of the institu- 
tion which receives or is accountable to the DHEW for the funds 
awarded for the support of the activity. 

In order to provide for the adequate discharge of this institutional 
responsibility, it is the policy of the Deportment that no grant or 
contract for an activity involving human subjects shall be made unless 
the application for such support has been reviewed and approved 
by an appropriate institutional committee. 

This review shall determine that the rights and welfare of the 
subjects involved are adequately protected, that the risks to an indi- 
vidual are outweighed by the potential benefits to him or by the 
importance of the knowledge to be gained, and that informed con- 
sent is to be obtained by methods that are adequate and appropriate. 

In addition the committee must establish a basis for continuing 
review of the activity in keeping with these determinations. 

The institution must submit to the DHEW, for its review, approval, 
and official acceptance, an assurance of its compliance with this 
policy. The institution must also provide with each proposal involving 
human subjects a certification that it has been or will be reviewed in 
accordance with the institution's assurance. 

No grant or contract involving human subjects at risk will be made 
to an individual unless he is affiliated with or sponsored by an insti- 
tution which can and does assume responsibility for the protection 
of the subjects involved. 

Since the welfare of subjects is a matter of concern to the Depart- 
ment of Health, Education, and Welfare as well as to the institution, 
no grant or contract involving human subjects shall be made unless 
the proposal for such support has been reviewed and approved by 
an appropriate professional committee within the responsible com- 
ponent of the Department. As a result of this review, the committee 
may recommend to the operating agency, and the operating agency 
may require, the imposition of specific grant or contract terms pro- 
viding for the protection of human subjects, including requirements 
for informed consent. 

APPLICABILITY 

A. General 
This policy applies to all grants and contracts which support ac- 

tivities in which subjects may be at risk. 

B. Sub/ecf 
This term describes any individual who may be at risk as a conse- 
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quence of participation as o subject in research, development, demon- 
stration, or other activities supported by DHEW funds. 

This may include patients; outpatients; donors of organs, tissues, and 
services; informants; and normal volunteers, including students who are 
placed at risk during training in medical, psychological, sociological, educa- 
tional, and other types of activities supported by DHEW. 

Of particular concern are those subjects in groups with limited civil free- 
dom. These include prisoners, residents or clients of institutions for the 
mentally ill and mentally retarded, and persons subject to military discipline. 

The unborn and the dead should be considered subjects to the extent 
that they have rights which can be exercised by their next of kin or legally 
authorized representatives. 

C. Ai Risk 
An individual is considered to be "at risk" if he may be exposed 

to the possibility of harm—physical, psychological, sociological, or 
other—as a consequence of any activity vt/hich goes beyond the 
application of those established and accepted methods necessary to 
meet his needs. The determination of when an individual is at risk 
is a matter of the application of common sense and sound profes- 
sional judgment to the circumstances of the activity in question. 
Responsibility for this determination resides at ail levels of institu- 
tional and departmental review. Definitive determination will be made 
by the operating agency. 

D. Types of Risks and ApplicabHily of the Policy 
I. Certain risks are inherent in life itself, at the time and in the places 

where life runs its course. This policy is not concerned with the ordinary 
risks of public or private living, or those risks associated with admission 
to a school or hospital. It is not concerned with the risks inherent in pro- 
fessional practice as long as these do not exceed the bounds of established 
and accepted procedures, including innovative practices applied in the 
interest of the individual patient, student or client. 

Risk and the applicability of this policy are most obvious in medical and 
behavioral science research projects involving procedures that may induce 
a potentially harmful altered physical state or condition. Surgical and 
biopsy procedures; the removal of organs or tissues for study, reference, 
transplantation, or banking; the administration of drugs or radiation; the 
use of indwelling catheters or electrodes; the requirement of strenuous 
physical exertion; subjection to deceit, public embarrassment, and humilia- 
tion are all examples of procedures which require thorough scrutiny by both 
the Department of Health, Education, and Welfare and Institutional com- 
mittees. In general those projects which involve risk of physical or psy- 
chological injury require prior written consent. 

2. There is a wide range of medical, social, and behavioral projects 
and activities in which no Immediate physical risk to the subject is In- 
volved: e.g., those utilizing personality inventories. Interviews, questionnaires, 
or the use of observation, photographs, taped records, or stored data. 
However, some of these procedures may involve varying degrees of dis- 
comfort, harassment, invasion of privacy, or may constitute a threat to the 
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subject's  dignity  through   the   imposition  of  demeaning  or dehumanizing 
conditions. 

3. There are also medical and biomedical projects concerned solely with 
organs, tissues, body fluids, and other materials obtained in the course of 
the routine performance of medical services such as diagnosis, treatment 
and care, or at autopsy. The use of these materials obviously Involves no 
element of physical risk to the subject. However, their use for many research, 
training, and service purposes may present psychological, sociological, or 
legal risks to the subject or his authorized representatives. In these Instances, 
application of the policy requires review to determine that the cir- 
cumstances under which the materials were procured were appropriate 
and that adequate and appropriate consent was, or can be, obtained for 
the use of these materials for project purposes. 

4. Similarly, some studies depend upon stored data or Information 
which was often obtained for quite different purposes. Here, the reviews 
should also determine whether the use of these materials Is within the 
scope of the original consent, or whether consent can be obtained. 

E. Established and Accepted Methods 

Some methods become established through rigorous standardization 
procedures prescribed, as In the case of drugs or blologicals, by law or, 
as In the case of many educational tests, through the aegis of professional 
societies or nonprofit agencies. Acceptance is a matter of professional 
response, and determination as to when a method passes from the experi- 
mental stage and becomes "established and accepted" is a matter of 
judgment. 

In determining what constitutes an established and accepted method, 
consideration should be given to both national and local standards of 
practice. A management procedure may become temporarily established 
in the routine of a local Institution bu+ still fail to win acceptance at the 
national level. A psychological Inventory may be accepted nationally, 
but still contain questions which are disturbing or offensive to a local 
population. Surgical procedures which are established and accepted in 
one part of the country may be considered experimental in another, not 
due to inherent deficiencies, but because of the lack of proper facilities 
and trained personnel. Diagnostic procedures which are routine in the 
United States may pose serious hazards to an undernourished, heavily In- 
fected, overseas population. 

If doubt exists as to whether the procedures to be employed are estab- 
lished and accepted, the activity should be subject to review and ap- 
proval by the institutional committee. 

F. Necessity fo Meet Needs 

Even if considered established and accepted, the method may place 
the subject at risk if it is being employed for purposes other than to 
meet the needs of the subject. Determination by an attending professional 
that a particular treatment, test, regimen, or curriculum is appropriate for 
a particular subject to meet his needs limits the attendant risks to those 
Inherent in the delivery of services, or in training. 

On the other hand, arbitrary,  random,  or other assignment of subjects 
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to differing treatment or study groups in the interests of a DHEW sup- 
ported activity, rather than in the strict interests of the subject, introduces 
the possibility of exposing him to additional risk. Even comparisons of two 
or more established and accepted methods may potentially Involve exposure 
of at least some of the subjects to additional risks. Any alteration of the 
choice, scope, or timing of an otherwise established and accepted method, 
primarily in the interests of a DHEW activity, also raises the Issue of 
additional risk. 

If doubt exists as to whether the procedures are intended solely to 
meet the needs of the subject, the activity should be subject to review 
and approval by the institutional committee. 

INSTITUTIONAL REVIEW 

A. Initial Review of Projects 

I. Review must be carried out by an appropriate Institutional com- 
mittee. The committee may be an existing one, such as a board of trustees, 
medical staff committee, utilization committee, or research committee, or 
it may be specially constituted for the purpose of this review. Institutions 
may utilize subcommittees to represent major administrative or subordinate 
components in those instances where establishment of a single committee 
Is Impracticable or Inadvisable. The institution may utilize staff, consultants, 
or both. 

The committee must be composed of sufficient members with varying 
backgrounds to assure complete and adequate review of projects and 
activities commonly conducted by the institution. The committee's mem- 
bership, maturity, experience, and expertise should be such as to justify 
respect for its advice and counsel. No member of an institutional committee 
shall be involved in either the initial or continuing review of an activity 
in which he has a professional responsibility, except to provide informa- 
tion requested by the committee. In addition to possessing the professional 
competence to review specific activities, the committee should be able to 
determine acceptability of the proposal In terms of Institutional commit- 
ments and regulations, applicable law, standards of professional conduct 
and practice, and community attitudes.' The committee may therefore 
need to Include persons whose primary concerns He in these areas rather 
than in the conduct of research, development, and service programs of 
the types supported by the DHEW. 

If an institution is so small that it cannot appoint a suitable committee 
from its own staff, it should appoint members from outside the institution. 

Committee members shall be identified by name, occupation or 
position, and by other pertinent indications of experience and com- 
petence in areas pertinent to the areas of review such as earned 
degrees,  board  certifications,   licensures,  memberships,  etc. 

Temporary replacement of a committee member by an alternate of 
comparable experience and competence is permitted in the event a mem- 

' In the United Statei, the regulations of the Food ond Drug Administration (21 CFR 130) 
provide that the committee must possess competencies to determine acceptability of th« 
project in these terms in order to review proposals for investigational new drug (IND) 
studies. 
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ber is momentarily unable to fulfill committee responsibility. The  DHEW 
should be notified of any permanent replacement or additions. 

2. Th« institution should adopt a statement of principles that will 
assist it in the discharge of its responsibilities for.protecting the rights 
and welfare of subjects. This may be an appropriate existing code 
or declaration or one formulated by the institution itself.' It is to be 
understood that no such principles supersede DHEW policy or appli- 
cable law. 

3. Review begins with the identification of those projects or activities 
which involve subjects who may be at risk. In Institutions with large grant 
and contract programs, administrative staff may be delegated the responsi- 
bility of separating those projects which do not involve human subjects 
in any degree; i.e., animal and nonhuman materials studies. However, deter- 
minations as to whether any project or activity involves human subjects 
at rlslc is a professional responsibility to be discharged through review by 
the committee, or by subcommittees. 

If review determines that the procedures to be applied are to be limited 
to those considered by the committee to be established, accepted, and 
necessary to the needs of the subject, review need go no further; and the 
application should be certified as approved by the committee. Such proj- 
ects involve human subjects, but these subjects are not considered to be 
at risk. 

If review determines that the procedures to be applied will place the 
subject at risk, review should be expanded to include the Issues of the 
protection of the subject's rights and welfare, of the relative weight of 
risks and benefits, and of the provision of adequate and appropriate con- 
sent procedures. 

where required by workload considerations or by geographic separa- 
tion of operating units, subcommittees or mall review may be utilized to 
provide preliminary review of applications. 

Final review of projects Involving subjects at risk should be carried out 
by a quorum of the committee.' Such review should determine, through 
review of reports by subcommittees, or through Its own examination of 
applications or of protocols, or through interviews with those individuals 
who will have professional responsibility for the proposed project or activity, 
or through other acceptable procedures that the requirements of the 
institutional assurance and of DHEW policy have been met, specifically 
that: 

a. The rights and welfare of the subjects are adequately protected. 
Institutional committees should carefully examine applications, 

protocols, or descriptions of work to arrive at an independent deter- 
mination of possible risks. The committee must be alert to the possi- 
bility that investigators, program directors, or contractors may, quite 
unintentionally, introduce unnecessary or unacceptable hazards, or 
fail to provide adequate safeguards. This possibility is particularly 
true if the project crosses disciplinary lines, involves new and untried 
procedures, or involves established and accepted procedures which 
are new to the personnel applying them. Committees must also assure 

' Sem* of >h« axitfing codtt or itatcmcnli of principUi concornvd with Iho preixtien of 
human tubjccU in rosoorth, invotligolion, and cor* or* listed in allochmoni C. 

> In Iho Unitod Statot, tho quorum roviowing Invoitigotionol now drug tludioi muil totiify 
raqwiromonh of Iho Food and Drug Adminltlrotion 121 CFR 1301. 
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themselves that proper precautions will be taken to deal with emer- 
gencies that may develop even in the course of seemingly routine 
activities. 

When appropriate, provision should be made for safeguarding informa- 
tion that could be traced to, or identified with, subjects. The committee 
may require the project or activity director to take steps to insure the 
confidentiality and security of data, particularly if it may not always remain 
under his direct control. 

Safeguards include, initially, the careful design of questionnaires, in- 
ventories, interview schedules, and other data gathering Instruments and 
procedures to limit the personal information to be acquired to that 
absolutely essential to the project or activity. Additional safeguards include 
the encoding or enciphering of names, addresses, serial numbers, and of 
data transferred to tapes, discs, and printouts. Secure, locked spaces and 
cabinets may be necessary for handling and storing documents and 
files. Codes and ciphers should always be kept in secure places, distinctly 
separate from encoded and enciphered data. The shipment, delivery, and 
transfer of all data, printouts, and files between offices and institutions 
may require careful controls. Computer to computer transmission of data 
may be restricted or forbidden. 

Provision should also be made for the destruction of all edited, obsolete 
or depleted data on punched cards, tapes, discs, and other records. The 
committee may also determine a future date for destruction of all stored 
primary data  pertaining to a project or activity. 

Particularly relevant to the decision of the committees are those rights 
of the subject that are defined by law. The committee should familiarize 
itself through consultation with legal counsel with these statutes and com- 
mon law precedents which may bear on Its decisions. The provisions of 
this policy may not be construed in any manner or sense that would 
abrogate, supersede, or moderate more restrictive applicable law or pre- 
cedential legal decisions. 

Laws may define what constitutes consent and who may give consent, 
prescribe or proscribe the performance of certain medical and surgical 
procedures, protect confidential communications, define negligence, define 
Invasion of privacy, require disclosure of records pursuant to legal process, 
and limit charitable and governmental immunity (see, e.g., the University 
of Pittsburgh Law Manual). 

b. The risks to an individual are outweighed by the potential 
benefits to him or by the importance of the knowledge to be gained. 

The committee should carefully weigh the known or foreseeable risks 
to be encountered by subjects, the probable benefits that may accrue to 
them, and the probable iaenefits to humanity that may result from the 
subject's participation in the project or activity. If it seems probable 
that participation will confer substantial benefits on the subjects, the com- 
mittee may be justified in permitting them to accept commensurate or 
lesser risks. If the potential benefits are Insubstantial, or are outweighed by 
risks, the committee may be justified in permitting the subjects to accept 
these risks In the interests of humanity. Tne committee should consider the 
possibility that subjects, or those authorized to represent subjects, may 
be motivated to accept risks for unsuitable or inadequate reasons. In sucn 
instances the consent procedures adopted should incorporate adequate 
safeguards. 
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Compensation to volunteers should never be such as to constitute an 
undue inducement. 

No subject can be expected to understand the issues of risks and 
benefits as fully as the committee. Its agreement that consent can reason- 
ably be sought for subject participation in a project or activity is of 
paramount practical importance. 

'"The informed consent of the subject, while often a legal necessity Is a 
goal toward which we must strive, but hardly ever achieve except in the 
simplest cases." 

(Henry K. Beecher, M.D.) 

c. The informed consent of subjects will be obtained by methedt 
that are adequate and appropriate. 

Net*.—In th« Unitad States, odhtrenc* to Ih* ragulationt of th« Food and Drug Admlnli- 
fralion (21 CFR 1301 governing consoni in pro|*ct< involving Invostigotional now drugt 
(INDI it roquirod by law. 

Informed consent is the agreement obtained from a subject, or from 
his authorized representative, to the subject's participation in an 
activity. 

The basic elements of informed consent ore: 

1. A fair explanation of the procedures to be followed, includ- 
ing an identification of those which are experimental; 

2. A description of the attendant discomforts and risks; 
3. A description of the benefits to be expected; 
4. A disclosure of appropriate alternative procedures that would 

be advantageous for the subject; 
5. An offer to answer any inquiries concerning the procedures; 
6. An instruction that the subject is free to withdraw his consent 

and to discontinue participation in the project or activity at 
any time. 

In addition, the agreement, written or oral, entered into by the 
subject, should include no exculpatory language through which the 
subject is made to waive, or to appear to waive, any of his legal 
rights, or to release the institution or its agents from liability for 
negligence.^ 

Informed consent must be documented (see Documentation, p. 16). 
Consent should be obtained, whenever practicable, from the subjects 

themselves. When the subject group will include individuals who are not 
legally or physically capable of giving informed consent, because of age, 
mental incapacity, or inability to communicate, the review committee 
should consider the validity of consent by next of kin, legal guardians, or 
by other qualified third parties representative of the subjects' interests. 
In such instances, careful consideration should be given by the committee 
not only to whether these third parties can be presumed to have the 
necessary depth of interest and concern with the subjects' rights and 
welfare, but also to whether these third parties will be legally authorized 
to expose the subjects to the risks Involved. 

' Uto of oxcwlpotory clauiot in conionl documonlt it contldorod contrary to public policy. 
TvnkI vt. Rogontt o/ Univortfty of California, 60 Col. 3d 92, 33 Cal. Rptr.33, 3S3 P. 2d 
441 (1963), Annol., 6 A.L.R. 3d 693 (1966). 
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The review committee will determine If the consent required, whether 
to be secured before the fact, in writing or orally, or after the fact follow- 
ing debriefing, or whether implicit In voluntary participation In an ade- 
quately advertised activity, is appropriate In the light of the risks to 
the subject, and the circumstances of the project. 

The review committee will also determine If the information to be given 
to the subject, or to qualified third parties. In writing or orally, is a fair 
explanation of the project or activity, of Its possible benefits, and of its 
attendant hazards. 

Where an activity involves therapy, diagnosis, or management, and a 
professional/patient relationship exists. It Is necessary "to recognize that 
each patient's mental and emotional condition Is important . . . and that 
in discussing the element of risk, a certain amount of discretion must be 
employed consistent with full disclosure of fact necessary to any informed 
consent." * 

Where an activity does not involve therapy, diagnosis, or management, 
and a professional/subject rather than a professional/patient relationship 
exists, "the subject Is entitled to a full and frank disclosure of all the facts, 
probabilities, and opinions which a reasonable man might be expected to 
consider before giving his consent." * 

When debriefiing procedures are considered as a necessary part of th« 
plan, the committee shouFd ascertain that these will be complete and 
prompt. 

B. Continuing Review 

This is an essential part of the review process. While procedures for 
continuing review of ongoing projects and activities should be based in 
principle on the initial review criteria, they should also be adapted to the 
size and administrative structure of the Institution. Institutions which are 
small and compact and in which the committee members are in day-to-day 
contact with professional staff may be able to function effectively with some 
informality. Institutions which have placed responsibility for review In boards 
of trustees, utilization committees, and similar groups that meet on frequent 
schedules may find it possible to have projects re-reviewed during these 
meetings. 

In larger institutions with more complex administrative structures and 
specially appointed committees, these committees may adopt a variety 
of continuing review mechanisms. They may involve systematic review of 
projects at fixed Intervals, or at Intervals set by the committee com- 

. mensurate with the project's risk. Thus, a project involving an untried 
procedure may initially require reconsideration as each subject completes 
his Involvement. A highly routine project may need no more than annual 
review. Routine diagnostic service procedures, such as biopsy and autopsy, 
which contribute to research and demonstration activities generally require 
no more than annual review. Spot checks may be used to supplement sched- 
uled reviews. 

Actual   review   may   involve   Interviews   with   the   responsible   staff,   or 

'Salgo v>. La/ond Stanford Jr. Univtrtity Beard of Tru<>»«< (154 C.A. 2nd 560; 317 P. 
2d 1701). 

^Halvthka vi. Unfvartify of Satkofchowan, (1965) 53 D.L.R. (2dl. 
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review of written reports and supporting docunnents and forms. In any 
event, such review nnust be completed at least annually to permit certi- 
fications of review on noncompeting continuation applications. 

C. Communication of the Committee's Action, Advice, and 
Counsel 

If the committee's overall recommendation is favorable, it may simultane- 
ously prescribe restrictions- or conditions under which the activity may be 
conducted, define substantial changes In the research plans which should be 
brought to its attention, and determine the nature and frequency of Interim 
review procedures to insure continued acceptable conduct of the research. 

Favorable recommendations by an institutional committee are, of 
course, always subject to further appropriate review and rejection 
by institution officials. 

Unfavorable recommendations, restrictions, or conditions cannot be 
removed except by the committee or by the action of another appro- 
priate review group described in the assurance filed with the Depart- 
ment of Health, Education, and Welfare. 

Staff with supervisory responsibility for investigators and program direc- 
tors whose projects or activities have been disapproved or restricted, and 
institutional administrative and financial officers should be informed of the 
committee's recommendations. Responsible professional staff should be in- 
formed of the reasons for any adverse actions taken by the institutional 
committee. 

The committee should be prepared at all times to provide advice and 
counsel to staff developing new projects or activities or contemplating re- 
vision of ongoing projects or disapproved proposals. 

D. Maintenance of an Active and Effective Committee 

Institutions should establish policy determining overall committee com- 
position, including provisions for rotation of memberships and appointment 
of chairmen. Channels of responsibility should be established for im- 
plementation of committee recommendations as they may affect the actions 
of responsible professional staff, grants and contracts officers, business 
officers, and other responsible staff. Provisions should be made.for remedial, 
action in the event of disregard of committee recommendations. 

ASSURANCES 

A. Negotiation of Assurances 
An institution applying to the DHEW for a grant or contract involv- 

ing human subjects must provide written assurance that it will abide 
by DHEW policy. The assurance shall embody a statement of com- 
pliance with DHEW requirements for initial and continuing committee 
review of the supported activities; a set of implementing guidelines, 
including identification of the committee, and a description of its 
review procedures or, in the case of special assurances concerned 
with single projects or activities, a report of initial findings and pro- 
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posed continuing review procedures. Institutions that have not previ- 
o'lsly filed assurances should request instructions for the preparation 
c an assurance from the Division of Research Grants, National 
Institutes of Health. 

Negotiation of assurances is the responsibility of the DRG, NIH. 
Negotiation will be initiated on receipt of a copy of a grant applica- 
tion, a contract proposal, or other documentation identifying the 
project and the offeror or sponsoring institution. 

Assurances will not be accepted from institutions or institutional 
components which do not have control over the expenditure of DHEW 
grant or contract funds unless they are an active part of a cooperative 
project or activity. 

An assurance will be accepted only after review and approval by 
the DRG, NIH. 

B. Types of Assurance 

Assurances may be one of two types: 
1. General assurance.—A general assurance describes the review 

and implementation procedures applicable to all DHEW-supported 
activities within an institution, regardless of the number, location, or 
types of its components (see attachment A). General assurances will 
be required from institutions having a significant number of concurrent 
DHEW projects or activities involving human subjects. 

2. Special assurance.—A special assurance will, as a rule, describe 
those review and implementation procedures applicable to a single 
project or activity (see attachment B). Special assurances may also 
be approved in modified forms to meet unusual requirements either 
of the operating agency or of the institution receiving a grant or 
contract. Special assurances are not to be solicited from institutions 
which have accepted general assurances on file. 

C. Minimum Requirements for General Assurances 

1. Statement of compliance.—A formal statement of compliance 
with DHEW policy must be executed by an appropriate institutional 
official. 

2. Implementing guidelines.—The institution must include as part 
of its assurance implementing guidelines that specifically provide for: 

a. The statement of principles that will assist the institution .in the 
discharge of its responsibilities for protecting the rights and welfare 
of subjects. This may be an appropriate existing code or declaration 
or one formulated by the institution itself. 

b. A committee or committee structure which will conduct initial 
and continuing reviews. Committee members shall be identified by 
name, occupation or position, and by other pertinent indications of 
experience and competence in areas pertinent to the areas of review 
such as earned degrees, board certifications, licensures, memberships, 
etc. 

c. The procedures which the institution will follow in carrying out 
its initial and continuing review of proposals and activities to insure 
that: 
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(1) The rights and welfare of subjects are adequately protected; 
(2) The  risks to subjects are outweighed by potential benefits; 
(3) The informed consent of subjects will be obtained by methods 

that are adequate and appropriate. 
d. The procedures which the committee will follow to provide ad- 

vice and counsel to project and program directors with regard to the 
committee's actions as well as the requirement for reporting to the 
committee any emergent problems or proposed procedural changes. 

e. The procedures which the institution will follow to maintain 
an active and effective committee and to implement its recommenda- 
tions. 

D. Minimum Requirements for Special Assurance 
An acceptable special assurance covering a single activity consists 

of a properly completed statement of compliance, similar to that 
illustrated by attachment B. This assurance shall identify the specific 
grant or contract involved by its number, if known; by its full title; 
and by the name of the project or program director, principal investi- 
gator, fellow, or other person immediately responsible for the con- 
duct of the activity. The assurance shall be signed by a committee 
of not fewer than three members and executed by an appropriate 
institutional official. The committee shall describe in general terms 
those risks to the subject that it recognizes as inherent in the activity. 
Consent procedures to be used are to be described. Any consent 
statement to be signed, heard, or read by the subject or responsible 
third parties should be attached. The assurance should outline the 
circumstances under which the director or investigator will be required 
to inform the committee of proposed changes in the activity, or of 
emergent problems involving human subjects. The assurance should 
also indicate whether the director or investigator will be required 
to submit written reports, appear for interview, or be visited by the 
committee or committees to provide for continuing review. It should 
also indicate the intervals at which such reviews will take place. 

TIMING AND CERTIFICATION OF INSTITUTIONAL REVIEW 

A. General Assurances 
1. Timely review.—All proposals involving human subjects submit- 

ted by institutions with accepted general assurances should, whenever 
possible, be given institutional review and approval prior to submis- 
sion to the DHEW. The proposal or application should be appropriately 
marked in the spaces provided on forms, or the following statement 
should be typed on the lower or right hand margin of the page 
bearing the name of the institutional official authorized to sign or 
execute  applications  or proposals for the institution: 
"HUMAN SUBJECTS—REVIEWED AND APPROVED ON  (date) " 
(This date should be no more than 90 days prior to the submission 
date, and must not be more than 12 months prior to the proposed 
starting date.) 

2. Pending review.—If it will be necessary to delay the review, the 



172 

19 

proposal is to be appropriately marked in the spaces provided on 
forms, or the following statement is to be typed in the lower or right 
hand margin of the page bearing the name of the institutional ofRcial 
authorized to sign or execute applications or proposals for the insti- 
tution: 
"HUMAN SUBJECTS—REVIEW PENDING ON  (date) " 
(This date should be at least one month earlier than the proposed 
starting date of the project to avoid possible conflict with the award 
date.) 

3. Comp/ef/on of pending review.—Review should be initiated as 
soon as possible after the submission of the proposal so that final 
action can be completed prior to the pending review date. If this 
final action is disapproval, or is approval contingent on substantive 
changes in the proposal, the operating agency is to be notified 
promptly by telegram; an immediate confirmatory letter; and, where 
appropriate, by withdrawal of the application from further considera- 
tion by the agency. 

4. ln%litulional review of proposals lacking definite plans or spe- 
c/flcations for the invo/vemenf of human subjects.—Certain types of 
proposals are submitted with the knowledge that human subjects 
are to be involved within the project period, but definite plans for 
this involvement cannot properly be included in the proposal. These 
Include (1) certain training grants where trainee projects remain to 
be selected, and (2) research, pilot, or developmental studies in which 
involvement depends upon such things as the completion of instru- 
ments, or of prior animal studies, or upon the purification of com- 
pounds. 

Such proposals should be reviewed and certified in the same man- 
ner OS more complete proposals. The initial certification indicates 
Institutional approval of the applications as submitted, and commits 
the institution to later review of the plans when completed. Such 
later review should be completed prior to the beginning of the budget 
period during which actual involvement of human subjects is to begin. 

5. Institutional review of proposals not submitted with the intent 
of involving human subjects.—If a proposal, at the time it is sub- 
mitted to the DHEW, does not anticipate involving or intend to involve 
human subjects, no certification should be submitted. In those in- 
stances, however, where funds are awarded in response to the pro- 
posal and it later becomes appropriate to use all or parts of these 
funds for activities which will involve human subjects, such use 
must be reviewed and approved in accordance with the institutional 
assurance prior to the use of subjects: 

a. Where support is provided by project grants or contracts, review 
and approval of such changes must be certified to the awarding 
agency or contracting agency, together with a description of the 
proposed change in the project plan or contract workscope. Subjects 
should not be used prior to receipt of approval from agency staff or 
from the project officer concerned. 

b. Where support is provided by a mandatory grant or Institutional 
grant, in which cases the Institution determines within broad guide- 
lines the project or activities supported, including the use of human 
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subjects (i.e., general research support grants, clinical research center 
projects), review must be carried out in accordance with the institu- 
tional assurance. Certification for individual projects need not be 
forwarded to the awarding agency. 

Whenever the committee is uncertain as to whether a change 
should or should not be reported, the question should be referred 
to the operating agency concerned. 

All certifications are subject to verfication by DHEW representatives 
authorized to examine institutional and committee records. 

B. Special Assurances 
When a special assurance is submitted, it provides certification 

for the initial grant or contract period concerned. No additional docu- 
mentation is required. If the terms of the grant or contract provide 
for additional years of support, with annual obligation or funds, 
the noncompeting renewal application or proposal shall be certified 
in the manner described in the preceding section. 

COOPERATIVE ACTIVITIES 
Cooperative activities are those which involve other than the 

grantee or prime contractor (such as a contractor under a grantee or 
a subcontractor under a prime contractor). In such instances the 
grantee or prime contractor may obtain access to all or some of the 
human subjects involved through the cooperating institution. Regard- 
less of the distances involved and the nature of the cooperative 
arrangement, the basic DHEW policy applies and the grantee or prime 
contractor remains responsible for safeguarding the rights and wel- 
fare of the subjects. The manner in which this responsibility can be 
discharged depends on whether the grantee or contractor holds an 
institutional general assurance or an  institutional  special assurance. 

A. Institutions with General Assurances 
1. Initial and continuing institutional review may be carried out by 

one or a combination of procedures: 
—By the grantee's or contractor's committee; 
—By the committee reviews conducted at both institutions; or 
—Through cooperation of appropriate individuals or committees 

representing the cooperating institution. 
The procedures to be followed must be made a matter of record in 
the  institutional  files  for the  grant or contract before funds  are  re- 
leased by the grantee or contractor for the cooperative project. There 
are three relationships that may govern in reference to the cooperating 
institution: 

a. Cooperating institutions with accepted general assurances 
When the cooperating institution has on file with the DHEW an ac- 
cepted general assurance, the grantee or contractor may request the 
cooperator to conduct its own independent review and to report to 
the grantee's or contractor's committee the cooperating committee's 
recommendations on those aspects of the activity that concern indi- 
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viduals for whom the cooperating institution has responsibility in 
accordance with its own assurance. The grantee or contractor may, 
at its discretion, concur with or further restrict the recommendations 
of the cooperating institution. It is the responsibility of the grantee or 
contractor to maintain communication with the cooperating institu- 
tional committees. The cooperating institution should promptly notify 
the grantee or contracting institution whenever the cooperating insH- 
tution finds the conduct of the project or activity within its purview 
unsatisfactory. 

b. Cooperating institution with no accepted general assurance 
When the cooperating institution does not have an accepted assurance 
on file with the DHEW, the awarding agency concerned may request 
the DRG, NIH, to negotiate an assurance. 

c. Interinstitutional joint reviews.—The grantee or contracting insti- 
tution may wish to develop an agreement with cooperating institutions 
to provide for a review committee with representatives from coop- 
erating institutions. Representatives of cooperating institutions may 
be appointed as ad hoc members of the grantee or contracting insti- 
tution's existing review committee or, if cooperation is on a frequent 
or continuing basis as between a medical school and a group of 
affiliated hospitals, appointments may be made permanent. Under 
some circumstances component subcommittees may be established 
within cooperating institutions. All such cooperative arrangements 
must be accepted by the Department as part of a general assurance, 
ar as an amendment to a general assurance, or in unusual situations 
as determined by the DRG, NIH, as a special assurance. 

B. Institutions with Special Assurances 
While responsibility for initial and continuing review necessarily 

lies with the contractor, the DHEW will also require acceptable assur- 
ances from those cooperating institutions having immediate responsi- 
bility for subjects. 

If the cooperating institution has on file with the DHEW an ac- 
cepted general assurance, the contractor shall request the cooperator 
to conduct its o^n independent review of those aspects of the 
project or activity which will involve human subjects for which it has 
immediate responsibility. Such a request shall be in writing and should 
provide for direct notification of the contractor's committee in the 
event that the cooperator's committee finds the conduct of the activity 
unsatisfactory. 

If the cooperating institution does not have an accepted general 
assurance on file with the DHEW, the operating agency concerned 
must request the  DRG, NIH, to negotiate an assurance. 

INSTITUTIONAL ADMINISTRATION OF ASSURANCES 

A. Institutional Responsibility 
The grantee or contracting institution's administration is accountable 

to the Department for effectively carrying out the provisions of the 
institutional  assurance for the  protection  of  human  subjects as  ac- 
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cepted and recognized by the Department. Revisions in the institu- 
tional assurance, including the implementing procedures, are to be 
reported to the Department prior to the date such revisions become 
effective. Revision without prior notification may result in withdrawal 
of departmental recognition of the institution's assurance. 

B. Executive Functions 

Specific executive functions to be conducted by the institutional 
administration Include institutional policy formulation, development, 
promulgation, and continuing indoctrination of personnel. Appropriate 
administrative assistance and support must be provided for the com- 
mittee's functions. Implementation of the committee's recommenda- 
tions through appropriate administrative action and followup is a 
condition of acceptance of an assurance. Committee approvals and 
recommendations are, of course, subject to review and to disapproval 
or further restriction by institutional officials. Committee disapprovals, 
restrictions, or conditions cannot be rescinded or removed except 
by action of the committee or another appropriate review group as 
described and accepted in the assurance filed with the Department. 

C. Assurance Implementation 

Under no circumstances shall proposed activity plans, not approved 
by the committee, be implemented with Department funds. The prin- 
cipal investigator, program or project director, or other responsible 
staff must be notified as promptly as possible of committee actions, 
including any restrictive recommendations made by the institutional 
committee or the administration. They must also be informed and 
reminded of their continuing responsibility to bring to the attention 
of the committee any proposed significant changes in project or 
activity plans or any emergent problems that will affect human 
subjects. Where continuing review of projects involves the channels 
of administrative authority in the institution, notification of committee 
actions should be sent through these channels. Establishment of 
mechanisms for consultation and appeal by investigators and subjects 
may be an important condition of acceptance of an assurance by the 
Department. 

D. Documentation 

1. General.—Development of appropriate documentation and re- 
porting procedures is on essential administrative function. The files 
must include copies of all documents presented or required for initial 
end continuing review by the institutional review committee and 
transmittols on actions, instructions, and conditions resulting from 
review committee deliberations addressed to the activity director 
are to be mode part of the official institutional files for the supported 
activity. Committee meeting minutes including records of discussions 
of substantive issues and their resolution are to be retained by the 
institution and be made available upon request to representatives 
of the DHEW. 
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2. Informed consent.—An institution proposing to place any intfi- 
vidual at risic is obligated to obtain and document his informed 
consent; the terms "at risk" and "informed consent" will apply as 
defined previously. 

The actual procedure in obtaining informed consent and the basis 
for committee determinations that the procedures are adequate and 
appropriate are to be fully documented. The documentation will fol* 
low one of the following three forms: 

a. Provision of a written consent document embodying all of the 
basic elements of informed consent. This form is to be signed by tftm 
subject or his authorized representative. A sample of the form as 
approved by the committee is to be retained in its records. Completed 
forms are to be handled in accordance with institutional practice. 

b. Provision of a "short" form written consent document indicating 
that the basic elements of informed consent have been presented 
orally to the subject. Written summaries of what is to be said to the 
patient are to be approved by the committee. The "short" form is to 
be signed by the subject or his authorized representative and an 
auditor-witness to the oral presentation and to the subject's or ttis 
authorized representative's signature. A copy of the approved sum- 
mary, annotated to show any additions, is to be signed by the persons 
obtaining the consent on behalf of the institution and by the auditor- 
witness. Sample copies of the consent form and of the summaries 
as approved by the committee are to be retained in its records. 
Completed forms are to be handled in accordance with institutional 
practice. 

c. Modification of either of the above two primary procedures. 
All such modifications must be approved by the committee in tho 
minutes signed by the committee chairman. Granting of permission 
to use modified procedures imposes additional responsibility upon 
the review committee and the institution to establish that the risk to 
any subject is minimum, that use of either of the primary procedures 
for obtaining informed consent would surely invalidate objectives 
of considerable immediate importance, and that any reasonable alter- 
native means for attaining these objectives would be less advanta- 
geous to the subject. 

The committee's reasons for permitting modification or elimination 
of any of the six basic elements of informed consent, or for altering 
requirements for a subject's signature, or for signature of an auditor- 
witness, or for substitution (i.e., debriefing), or other modification of 
full, complete, written prior consent, must be individually and spe- 
cifically documented in the minutes and in reports of committee actions 
to the institutional files. Approval of any such modifications should 
be regularly reconsidered as a function of continuing review and as 
required for annual review, with documentation of reaffirmation, re- 
vision, or discontinuation as appropriate. 

3. Reporting to DHEW.—No routine reports to DHEW are required. 
Significant changes in policy, procedure, or committee structure shall, 
however, be promptly reported to the DRG, NIH, for review and ac- 
ceptance. Review of these changes or of institutional and other 
records   of   performance   under  the   terms  and   conditions   of   DHEW 
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policy, may require renegotiation of the assurance or such other action 
OS may be appropriate. 

ENFORCEMENT 

The DRG, NIH, will follow up reports by reviewers, evaluators, con- 
sultants, and staff of the DHEW indicating concern for the welfare 
of subjects involved in approved and funded grants or contracts, and 
of subjects potentially involved in activities approved but not funded, 
end in disapproved proposals. On the basis of these reports and 
of other sources of information, the DRG, NIH, may, in collaboration 
with the operating agency concerned, correspond with or visit insti- 
tutions to discuss correction of any apparent deficiencies in its imple- 
mentation of the procedures described in  its institutional assurance. 

If, in the judgment of the Secretary, an institution has failed in a 
material manner to comply with the terms of this policy with respect 
to a particular DHEW grant or contract, he may require that it be 
terminated in the manner provided for in applicable grant or procure- 
ment regulations. The institution shall be promptly notified of such 
finding and of the reason therefor. 

If, in the judgment of the Secretary, an institution fails to discharge 
its responsibilities for the protection of the rights and welfare of the 
Individuals in its care, whether or not DHEW funds are involved, 
he may question whether the institution and the individuals con- 
cerned should remain eligible to receive future DHEW funds for 
activities involving human subjects. The institution and individuals 
concerned shall be promptly notified of this finding and of the reasons 
therefor. 

DEPARTMENTAL REVIEW OF ASSURANCES 

All assurances submitted for approval are to be forwarded to the 
DRG, NIH, for review and acceptance on behalf of the Department. 
Review will be principally concerned with the adequacy of the pro- 
posed committee in the light of the probable scope of the applicant 
institution's activities, and with the appropriateness of the proposed 
initial and continuing review in the light of the probable risks to be 
encountered, the types of subject populations involved, and the size 
and complexity of the institution's administration. Institutions sub- 
mitting inadequate assurances will be informed of deficiencies. The 
appropriate operating agency will be kept informed, on request, of 
the status and acceptance of an assurance. 
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AHACHMENT A 

EXAMPLE OF A STATEMENT OF COMPLIANCE 
PART ONE OF A GENERAL INSTITUTIONAL ASSURANCE 

The (name of institution) will comply with the policy for the pro- 
tection of human subjects participating in activities supported directly 
or indirectly by grants or contracts from the Department of Health, 
Education, and Welfare. In fulfillment of its assurance: 

This institution will establish and maintain a committee competent 
to review projects and activities that involve human subjects. The 
committee will be assigned responsibility to determine for each ac- 
tivity as  planned and conducted that: 

The rights and welfare of subjects are adequately protected. 
The risks to subjects are outweighed by potential benefits. 
The informed consent of subjects will be obtained by methods 
that are adequate and appropriate. 

This  institution  will  provide for committee  reviews to  be conducted 
with   objectivity  and  in   a   manner  to  ensure  the  exercise   of  inde- 
pendent judgment of the members. Members will be excluded from 
reviews  of projects  or activities  in  which  they have an  active  role 
or a confiict of interests. 

This institution will encourage continuing constructive communica- 
tion between the committee and the project directors as a means of 
safeguarding the rights and welfare of subjects. 

This institution will provide for the facilities and professional atten- 
tion required for subjects who may suffer physical, psychological, or 
other injury as a  result of participation in an activity. 

This institution will maintain appropriate and informative records 
of committee reviews of applications and active projects, of docu- 
mentation of informed consent, and of other documentation that may 
pertain to the selection, participation, and protection of subjects and 
to reviews of circumstances that adversely affect the rights or welfare 
of individual subjects. 

This institution will periodically reassure itself through appropriate 
administrative overview that the practices and procedures designed 
for the protection of the rights and welfare of subjects are being 
effectively applied and are consistent with its assurance as accepted 
by the Department of Health, Education, and Welfare. 

Official  signing  for the  Institution 

Signature     

Title     

Date   

Enclosure: Implementing  Guidelines, Part Two of a  General Insti- 
tutional Assurance. 
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AHACHMENT B 

EXAMPLE OF A SPECIAL INSTITUTIONAL ASSURANCE 
AND   CERTIFICATION OF REVIEW  OF 

SINGLE PROJECTS INVOLVING HUMAN SUBJECTS 

(0) The (name of institution) will comply with the provisions of 
the Department of Health, Education, and Welfare policy as outlined 
In the "Institutional Guide to DHEW Policy on Protection of Human 
Subjects." This institution has established a committee competent 
to review the project or activity identified below. The committee's 
membership, maturity, and expertise assure respect for its advice 
and counsel. No member of the committee has a vested professional 
interest in the project or activity that will conflict with the need for 
independent review for the purpose of safeguarding the rights and 
welfare of subjects. 
The initial review of the proposal identified as (give proposed 
title, project director's or investigator's or fellow's name, and grant 
or contract or RFP number as applicable)       indicates that: 

(1) In the opinion of this committee the risks to the rights and welfare 
of the subjects in this project or activity are: 
The committee agrees that the following safeguards against these 
risks are adequate: 

(2) in the opinion of the committee the potential benefits of this activity 
to the subjects outweigh any probable risks. This opinion is justified, 
by the following reasons: 

(3) In the opinion of the committee the following informed consent pro- 
cedures based upon the six elements of informed consent as noted 
will be adequate and appropriate. Documentation is attached: 

(4) The committee agrees to arrange for a continuing exchange of in- 
formation and advice between itself and the investigator or director, 
particularly to the criteria cited above. This exchange will be imple- 
mented by the following procedures: 

(5) The signatures, names, and occupations or titles of the members of 
the committee are listed below. None of these signatories have a 
vested or professional interest in this project or activity that con- 
flicts with the need for independent review. 

Signature Name Occupation or Title 

Signature Nam* Occupation or Title 

Signature Name Occupation  or Title 

Signature Name Occupation  or Title 
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(Add as many signature spaces as necessary. Review of projects 
involving investigational new drugs (INO's) requires a minimum of 
two persons licensed to administer drugs and one person not so 
licensed. Review for other purposes should utilize committees of 
equal or greater breadth.) 

Date of Committee Approval  

I certify that this review was carried out in accordance with the 
provisions of DHEW policy. 

(6) Official signing for institution  
Signolun 

Nam* 

TiH* 

IniHhiNon 

Addrtit 

Talaphan* NumlMr 

Oat* 
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AHACHMENT B 

INSTRUCTIONS 

An acceptable special institutional assurance consists of a properly com- 
pleted formal statement of compliance with Department of Health, Educa- 
tion, and Welfare policy (see attachment B), signed by a committee of 
not less than three members and by an official authorized to sign for the 
institution. The explanatory paragraphs which follow refer to the corre- 
sponding section of the attachment. 
(0) This should identify the application for a grant, contract, or award by 

its identifying number, where known, or by its full title. The name should 
be that of the investigator, program director, fellow, or other individual 
immediately responsible for the conduct of the work. 

(1) The committee should identify in general terms those risks that it recog- 
nizes as probable occurrences; i.e., "Aggravation of anxiety status 
through contact with interviewers," "Preservation of confidentiality of 
data," "Renal injury subsequent to multiple biopsy," "Possibility of side 
reactions to drugs," "Possible local hematosis and nerve injury associated 
with venipuncture." 

(2) The committee should identify the benefits to the subject or to mankind 
in general that will accrue through the subject's participation in the 
project. This should be followed by a brief discussion, weighing the risks 
against the benefits. 

(3) Consent procedures should be described and the minimum statement to 
be used should be attached. "Students responding to the attached ad- 
vertisement will be interviewed." "The project outline will be submitted 
to the executive council of the PTA." "Individual teachers will be asked 
to allow an observer in the rooms chosen." "Superintendents of several 
State mental hospitals will be approached. The attached statement to 
the next of kin or guardian will be signed by the principal investigator 
and the superintendent." "The following special consent form will be 
signed by each subject and his or her spouse or next of kin before 
acceptance of the subject." "No prior consent will be sought. The fol- 
lowing debriefing schedule will be followed within 30 minutes after com- 
pletion of the test." 

(4) This should indicate whether the investigator or director will be required 
to submit written reports, or to appear for interviews, or will be visited 
by the committee or committee representatives, and at approximately 
wnat intervals these steps will be carried out. 

(5) No further explanation is necessary. (The committee must be composed 
of sufficient members with varying backgrounds to assure complete and 
adequate review of the project. The committee may be an existing one, 
or one especially appointed for the purpose. The institution may utilize 
staff, consultants, or both. The membership should possess not only 
broad competence to comprehend the nature of the project, but also 
other competencies necessary in the judgments as to acceptability of the 
project or activity in terms of institutional regulations, relevant law, 
standards of professional practice, and community acceptance. The com- 
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mit+ee's maturity and experience should be such as to justify respect for 
its advice and counsel.) 

(No individual involved in the conduct of the project shall participate 
in its review, except to provide Information to the committee.) 

(Committee members should be identified in the assurance by name, 
positions, earned degrees, board certifications, licensures, memberships, 
and other indications of experience, competence, and Interest.) 

The completed assurance should be attached to the application, or returned 
directly to the office requesting its submission. 
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AHACHMENT C 

Codas or stataments of principles which are concerned wifh the protection of human 
subjects in research, investigation, and care have been issued by: 

Organiiation 

World Medical Association 
10 Columbus Circle 
New York. N.Y. 10019 

(code available from 
AMA; see address listed 
herein] 

Code; adoption date 

The Declaration of Hel- 
sinki: Recommendations 
Guiding Doctors in Clini- 
cal  Research:   1964 

Nuernberg Military Tri- Text      from which the Trials    of 
bunals: U.S.     V. Karl "Nuernberg Code" IS Before 
Brandt derived. Military 

II.     pp. 
1949 

Reference 

J>k.M.A..  I97(ll):32, Sept. 
12,   1966 

War    Criminal! 
the    Nuernberg 

Tribunals,    vol. 
181-82:    GPO 

American Medical Associa- 
tion 

535 North Dearborn Straat 
Chicago,  III. 60610 

(British)   Medical   Research 
Council 

20 Park Crescent 
London W.I, England 

(Canadian)     Medical    Re- 
search  Council 

Montreal   Road 
Ottawa 7. Ontario, Canada 

American     Association     on 
Mental Oeticiency 

5201 Connecticut Avenue, N.W. 
Washington,   D.   C.   2001S 

American   Nurses'   Associa- 
tion 

10 Columbus Circle 
New York. N.Y.  10019 

American Personnel and 
Guidance Association 

1607 New Hampshire Ave- 
nue.  N.W. 

Washington,   D.C. 20009 

American Psychological As- 
sociation.  Inc. 

1200   17th Street,  N.W. 
Washington,  D.C. 20036 

International League of 
Societies for the Men- 
tally  Handicapped 

12   Rue  Forestiere 
Brussels 5, Belgium 

AMA Ethical Guidelines 
for Clinical Investiga- 
tion:   Nov.  30,   1966 

Responsibility in Investiga- 
tions on Human Sub- 
jects; 1964 

Medical Research Council; 
Extramural Programme; 
1966 

Statement on the Use of 
Human Subjects for Re- 
search;  May  1969 

The Nurse in Research; 
ANA Guidelines on Ethi- 
cal Values: January 1968 

American Personnel and 
Guidance Association; 
Code of Ethical Stand- 
ards:  no data specified 

Ethical Standards of Psy- 
chologists; Copyrighted 
January   1963 

Declaration of General and 
Special Rights of the 
Mentally Retarded: Oct. 
24,   1968 

Report of the Medical Re- 
search Council for 1962- 
1963. (Cmnd. 2382), pp. 
21-25 

American       Journal       of 
Mental     Deficiency,     74 
(I):I57,  July   1969 

American   Psychologist,    18 
(I).56-60, January   1963 
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OrgoniioHon 

National Auociation of 
Social Workers 

2 Park Avenue 
New York. N.Y.    10016 

American Anthropolo9ieal 
Astociation 

1703 New Hompihire 
Avenue, NW. 

Wathington, D.C.   20009 

American Sociological 
Auociation 

1722 N Street. NW. 
Wathington. O.C.    20036 

Catholic Hospital 
Attociation 

St. Louis, Missouri    63104 

Commission on Synagogue 
Relations 

Federation of Jewish 
Philanthropies of New York 

130 East 59th Street 
New York, N.Y.    10022 

Code; odepHon  date 

NASW    Code    of    Ethics: 
Oct. 13, 1968 

Principles   of    Professional 
Responsibility; May, 1971 

Code of Ethics 
September I. 1971 

Ethical and Religious 
Directives for Cotholic 
Health Facilities 

September. .1971 

A Hospital Compendium 
1969 

Roforonc* 
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DECLARATION OF HELSINKI—RECOMMENDATIONS GUIDING DOCTORS IN CLINICAL 
RESEARCH ADOPTED BY THE WORLD MEDICAL ASSOCIATION IN 1964: AND 
AM A ETHICAL GUIDELINES FOB CUNICAL INVESTIGATION 

[Publication of tlie American Medical Association] 

DECLARATION  OF HELSINKI—^RECOMMENDATION. GUIDING DOCTORS IN  CLINICAL 
RESEARCH 

Introduction 

It is the mission of tlie doctor to safeguard tlie liealtb of the people. His knowl- 
edge and con.science are dedicated to the fulflllment of this mission. 

The Declaration of Geneva of The World Medical Association binds the 
doctor with the words: "The health of my patient will be my first consideration" 
and the International Code of Medical Etliics which declares that "Any act or 
advice which could weaken physical or mental resistance of a human being may 
be used only in his interest." 

Because it is essential that the results of laboratory experiments be applied 
to human beings to further scientific knowledge and to help suffering humanity, 
The World Medical Association has prepared the following recommendation.s as 
a guide to each doctor in clinical researcli. It must be stressed that the standards 
as drafted are only a guide to physicians all over the world. Doctors are not 
relieved from criminal, civil and ethical responsibilities under the laws of their 
own countries. 

In the field of clinical research a fundamental distinction must be recognized 
between clinical research in which the aim is essentially therapeutic for a patient, 
and the clinical research, the essential object of which is purely scientific and 
without therapeutic value to the person subjected to the research. 

I. Basic Principles 

1. Clinical research must conform to the moral and scientific principles that 
justify medical research and should be based on laboratory and animal experi- 
ments or other scientifically established facts. 

2. Clinical research should be conducted only by scientifically qualified per- 
sons and under the supervision of a qualified medical man. 

3. Clinical research cannot legitimately be carried out unless the importance 
of the objective is in proiwrtion to the Inlierent risk to the subject. 

4. Every clinical research project should be preceded by careful assessment 
of inherent risks in comparison to forseeable benefits to the subject or to otliers. 

5. Special caution should be exerciseil by the doctor in performing clinical 
research in which the personality of the subject is liable to be altered by drugs 
or experimental procedure. 

II. Clinical Research Combined With Professional Care 

1. In the treatment of the .sick person, the doctor must be free to use a new 
therapeutic measure, if in his judgment if offers hope of saving life, reestablish- 
ing health, or alleviating suffering. 

If at all possible, con.sistent with patient psychology, the doctor should obtain 
the patient's freely given consent after tlie i>atient has been given a full expla- 
nation. In case of legal incapacity, con.sent should al.so l)e procured from the 
legal guardian; in case of physical incapacity the permission of the legal guard- 
ian replaces that of the patient. 

2. The doctor can combine clinical research with professional care, the objec- 
tive being the acquisition of new medical knowledge, only to tlie extent that 
clinical research is Justified by its therapeutic value for the patient. 

III. Non-Therapeutic Clinical Research 

1. In the purely scientific application of clinical research carried out on a 
human being, it is the duty of the doctor to remain the protector of the life 
and health of that person on whom clinical research is being carried out. 

2. The nature, the purpose and the risk of clinical research must be explained 
to the subject by the doctor. 

3a. Clinical research on a human being cannot he undertaken without his free 
consent after he has been informed: if he is legally incompetent, the consent 
of the legal guardian should be procured. 
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3b. The subject of clinical research should be in such a mental, physical and 
legal state as to be able to exercise fully his power of choice. 

3c. Consent should, as a rule, be obtained in writing. However, the responsi- 
bility for clinical research always remains with the research worker; it never 
falls on the subject even after consent is obtained. 

4a. The investigator must resi^ect the right ot each individual to safeguard 
his personal integrity, especially if the subject is in a dependent relationship 
to the investigator. 

4b. At any time during the course of clinical research the subject or hia guard- 
ian should be free to withdraw ijermission for research to be continued. 

The investigator or the investigating team should discontinue the research 
if in his or their judgment it may, if continued, be harmful to the individual. 

We, the undersigned niedical organization, endorse the ethical principles set 
forth in the Declaration of Helsinki by the World Medical Association concern- 
ing hunwn experimentation. These principles supplement the principles of medi- 
cal ethics to which Atnerican physicians already subscribe. 

American Federation for Clinical Kesearch 
American Society for Clinical Investigation 
Central Society for Clinical Kesearch 
American College of Physicians 
American College of Surgeons 
Society for Pediatric Research 
American Academy of Pediatrics 
American Medical Association 

ETHICAL  GUIDELINES  FOB  CLINICAL  IKVESTIOATION 

(Adopted by House of Delegates, American Medical Association A'ov. 30, 1966) 

At the 1966 Annual Convention of Its House of Delegates, the American 
Medical Association endorsed the ethical principles set forth in the 1964 Declara- 
tion of Helsinki of the World Medical Association concerning human experi- 
mentation. These principles conform to and express fundamental concepts al- 
ready embodied in the Principles of Medical Ethics of the American Medical 
Association. 

The following guidelines, enlarging on these fundamental concepts, are in- 
tended to aid physicians in fulfilling their ethical responsibilities when they 
engage in the clinical investigation of new drugs and procedures. 

1. A physician may participate In clinical investigation only to the extent 
that his activities are a jmrt of a systematic program competently designed, under 
accepted standards of scientific research, to produce data which is scientifically 
valid and significant. 

2. In conducting clinical investigation, the investigator should demonstrate 
tlie same concern and caution for tlie welfare, .safety and comfort of the person 
involved as is required of n physician who is furnishing medical care to a 
patient independent of any clinical investigation. 

3. In clinical investigation primarily for treatment— 
A. The physician must recognize that the physician-patient relationship 

exists and that he is expected to exercise his professional judgment and skill 
in the best interest of the iwtient. 

B. Voluntary consent must l)e obtained from the patient, or from his 
legally authorized representative if the patient lacks the capacity to con- 
•sent, following: (a) disclosure that the physician intends to use an investi- 
gatlonal dnig or experimental procedure, (b) a reasonable explanation of the 
nature of tlie drug or procedure to be u.sed, risk.s to l)e exjiected, and possible 
therapeutic benefits, (c) and oflPer to answer any inquiries concerning the 
drug or procedure, and (d) a disclosure of alternative dnigs or procedures 
that may be available. 

1. In exceptional circumstances and to the extent that disclosure of 
information concerning the nature of the drug or experimental pro-, 
cedure or risks would be expected to materially affect the health of the 
patient and would be detrimental to his best interests, such informa- 
tion may be withheld from the patient. In such circumstances sucb 
information shall be di.sclosed to a responsible relative or friend of the 
patient where possible. 
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IL OrdlnarHjr. consent should be in writing, except where the physician 
deems It iieceMsary to rely upon consent in other than written' f<irnj be- 
caiKse of the physical or emotional state of the patient. 

iii. Where emersency treatment is iiec-essary and the patient is in- 
cnpnhle of givlnK consent and no one is available who has authority 
to act on his behalf, consent, is assumed. 

4. In clinical investigation ijiimarily for the accumulation of scientific knotcl- 
edoc— 

\. Ado<!n;itc safeguards must be provided for the welfare, safety and 
comfort of the subject. 

B. Consent, in writing, should be obtained from tlie subject, or from his 
legally authorized representative if the sulije<-t lacks the capacity to consent, 
following: (a) a disclosure of the fact that an investigatioiial drug or pro- 
cedure Is to be used. (I)) a reasonable explanation of the nature of the 
procedure to be used and risks to be expected, and (c) an offer to answer 
any inquiries concerning the drug or procedure. 

('. Minors or mentally imcon'ipetent persons may be used as subjects only 
If: 

1. The nature of the Investigation Is .such that mentally comjietent 
adults would not be suitable subjects. 

ii. Consent, in writing, is given by a legally authorised representative 
of the subject under circumstances in which an informed and prudent 
adult would rea.sonabiy be expected to volunteer himself or his child 
as a suliject. 

D. No person may be used as a subject against his will. 

Mr. ROGERS. "Well, now, I have a letter here which is a copy sent to 
me from Dr. Dripps dated Septemter 24, 1973, written to Commis- 
.sioner Schmidt. This lettx»r is critical, saying that the drug compmnies 
now are moving overseas to do their phase 1 research more and more 
because of the problems involved in time and expense and the fact that 
it takes so long to get action from the regulatory agency—FDA. 

Xow. he documents some of his criticisms, saying that because of the 
slow manner in which we are handling things, and consequently not 
making timely decisions, that we find research in the United States is 
diminishing. For instance, the moneys spent by U.S. companies in the 
drug field, are decreasing whereas the R. & D. expenditures in the 
United Kingdom are at 17-percent increase, in Japan, 22-percent 
increase. Sweden, 13.5-percent increase and ours is only a 10-percent 
increase. 

Xow, in all probability, he says, the U.S. increase is taken up just 
by inflation and by the need for retesting old products rather than the 
search for totally new products. Fui+her e\-idence of this static con- 
dition of drug R. & D. in this coimtry is reflected in R. & D. manpower 
which has not increased the last 4 j'cars. 

Now, comparable data is not yefavailable for foreign countries with 
the exception of Sweden whose R. & D. manpower has increased at the 
rate of 9 percent over the last 5 years, a rate comparable to the United 
States in the midsixties. 

Dr. Dripps says it is also no secret that a number of countries are 
doing more and more of their clinical development overseas. He quotes 
the precedent of Squibb, claiming Squibb can reduce the cost and 
delay of introducing a drug in the United States by bringing it to 
foreign markets first. He gives some examples. One of our largest firms 
is reported to have discontinued most of its phase 1 studies in this 
country in favor of doing them abroad. Anotlier firm. Cutter Labs, 
announced that it is stopping all drug research due to today's regula- 
tory environment. 

He also attaches a list of four driigs that were proved in the United 
Kingdom and I will submit all of this for the record (see p. 189). It was 

35-825—74 13 
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produced 5 years before the United States. Another one, 11 years, 5 
vears, 11 years. And the time assessment in the United States for one 
IS 21^ years, another is 6l^ years, 1 year, 9i/^ years. And there may be 
reasons why we have not. But we get this criticism and what I am 
wondering is along with this criticism, along with the fact that we are 
not requiring reports to oome in timely, it seems to me what we need is 
a tightening up of requirements so that the drug studies and animal 
studies be in promptly. Then we can make some judgments quickly, 
because I think unless we do pick this up, if this trend is legitimate, it 
causes some concern. 

Dr. EDWARDS. May I make a comment, Mr. Chairman, about 
Dr. Dripps ? This is not the first contact we have had with Dr. Dripps 
over the pasft years. This letter, although I have not read it, appears 
to be about as reliable as most of the information we get from 
Dr. Dripps. 

I think first of all, it is important to recognize that Dr. Dripps is 
verv' closely allied with the pharmaceutical industry. As a matter of 
fact, the last time we had dealings with him most of his information 
was coming from Smith Kline and French. 

The fact that many pharmaceutical companies are going overseas is 
absolutely true, but why would they not? More and more sales are 
available for them overseas. The ability of investigators, the institu- 
tions, to do drug investigations overseas is impixjvmg. I think it is a 
very logical thing to have happen, but to attempt to blame all this on 
the FDA is a lot of nonsense because we do have the strictest^—we have 
said that from the very beginning, that we have the strictest regula- 
tions in terms of proving new drugs, no question about it, but the 
important issue w'hich Dr. Dripps never bothers to take into con- 
sideration is that most of the developed countries of the world are 
moving more and more in the direction of our kind of a regulatory 
system and we asked Dr. Dripps, and I do not know about the four 
drugs he lists there, but we asked him to provide a list to us of mean- 
ingful drugs that were marketed overseas that were not marketed in 
this country and I have never seen that list. As a matter of fact, we 
tried to get it. It may be available. There are drugs marketed overseas 
that are not marketed here, to be sure, but as I say, meaningful drugs 
marketed overseas that are not marketed here. 

Mr. ROGERS. These are now approved here. These are all approved 
but it took 5 years to approve them here where it was 5 years less in the 
United Kingdom, it was 11 years less there than here in another case 
and similarly 5 years less and 11 years less in others. 

Now, I will furnish this to you and would like comment on it for the 
record, because I might say this is not just Dr. Dripps. It is 19 other 
doctors and scientists. 

Dr. EDWARDS. They are the same that wrote you earlier in the year 
and the same that when we got them all, set them down and invited 
tliem all to come in and air their difficulties with the FDA they were 
sinjring a far different story at that particular point in time. 

For instance. I think Dr. Kelsey being here, I think, is a good case 
in point. Thalidomide was approved overseas five years before- it was 
disapproved over here but that is the nature of our system and I think 
that is the real issue. 

Mr. ROGERS. Is thalidomide approved here now ? 
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Dr. EDWARDS. NO. 
Mr. ROGERS. I did not think we approved it. These are drups we 

have approved but if we had not approved them, that is a different 
matter. I think the criticism here is that we have approved them but it 
has taken us 11 years to approve them. I think that is the point he is 
making. 

Dr. EDWARDS. The real issue is not whether there is a drug approved 
here or it took 5 years longer. The real issue is are they meaningful 
drugs? I think we all recognize we have got far too many drugs 
around anyway. The real issue is these meaningful new chemical 
entities that are really adding something to the therapeutic 
armamentarium. 

Mr. ROGERS. I cite that he gives this sales capability in the United 
Kingdom. It is the third .leading product. The 14 leading products, 
10th leading product, 46th. 

Dr. EDWARDS. That does not always speak to their  
Mr. ROGERS. NO ; but it is some indication how well it is accepted by 

the medical profession in using it with the public. 
Dr. EDWARDS. True, but I uiink there are certain analgesics in this 

country that are widely used by the medical profession but are no more 
effective than some other drugs. 

Mr. ROGERS. Well, this may well be but have we approved those? 
Dr. EDWARDS. Oh, yes. 
Mr. ROGERS. SO they are approved for use. 
Dr. EDWARDS. Right. Agam, these • 
Mr. ROGERS. Of course, the doctors make those judgments. 
Dr. EDWARDS. I think the only fair thing on these—as we have from 

the very beginning—that we are willing to meet head on any allega- 
tions that, Dr. Dripps makes. 

Mr. ROGERS. Well, I think these ought to be looked into and I would 
appreciate comment for the record. 

[Dr. Dripps letter referred to follows: HEW's comments were not 
available to the committee at the time of printing—September 1974.] 

TjNIVEBelTT OF  PENNSTLVAWIA, 
OFFICE OF YICB-PBESIDERT FOB HEAITH AFFAIBS, 

PhUadelpKia, Pa., September 24,1973. 
Hon. Ai£XANDER SCHMIDT, 
Commissioner o/ Food and Drugs, Department of Health, Education, and Welfare, 

Washington, D.C. 
DEAB COMMISSIONES SCHMIDT: AS .VOU know, a group of us In noadeniic medi- 

cine have expressed concern about the future of druK development and regu- 
lation in thla country. We have spolsen to members of Congress and the KDA 
of tlie need for a thorough examination of the IXI)/XI)A process. One Itasis 
for our concern can l)e seen in three lmi»ortant areat^ : (1) Tlie drug lag—i.e., the 
extent to which important drugs are available overseas and not availalile liere. 
2) The drop-out rate of compounds which get lo.st in the IND/NDA pro<»s.s. 
3) Evidence of loss of U.S. leadership in drug research. 

Dr. Charles Edwards recognized, as VT>\ Commissioner, the need to improve 
regulatory assessment. In a si)eech last December 13, lie si)eciflcally recommended 
certain steps be talcen. I attach our letter to him and Deputy Commi.ssioner 
(Jardiier's resiM)nse. in the event tlii.s exchange of correspondence has not been 
brought to your attention. 

Althougli we realize the diffifult.v Involved in creating the Itind of advi.sor.v 
committees Dr. Edwards has in mind, namely, those which would literally 
follow a compound through the IND/XDA process, we hope that his rei-om- 
mendations, as well as our suggestions about them, can be put into effect soon. 

We were encouraged to read on the occasion of your taking office that while 
you believe in the need for regulation for public safety, you will be looking at 
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the balance between regulation and the need to avoid Inhibiting R&D. This 
question of maximizing benefit to patients lias been the central coocem of our 
groujK 

Wo have also been encouraged to see that in the last two months FDA has 
clwired several iniiHjrtant compounds which have long been available overseas. 
We would like to rwint out, however, that the timing of these FDA actions 
sui>ii(irts our helief that the L'.S. has fallen behind the rest of the world. 
For tliese four compounds, the average time between NDA submission and aj> 
proval in the U.S. was almost five years. Also, on the average, they were intro- 
(lucetl Into the U.S. almost eight years after being introduced in Britain (see 
table attache<l). We suspect that the delay.s seen with these compounds are 
not isolated cases but confirm the existence of a real drug lag. It is also signifi- 
cant ti) note tliat these four coniiKiunds originated with foreign owned firms and 
were initially marketed in foreign countries. 

While an international comimrison such as this enables u.s to define i>er- 
formance of the U.S. in relative terais, there remains the more fundamental 
and difiicult question of measuring the absolute iiiii)aet of excessively conserva- 
tive regulatory jxilicies on the proc-e.ss of drug development at all level.s. How, 
for example, have FDA reguUitory policy and action affected the entry rate or 
the drop-out rate of potential new theraiteutic agents in the IND/NDA stages? 

No one knows how many potentially u.seful compounds are bogged down in 
the IXD process or are discarded even before this phase of development. The U.S. 
public is clearly experiencing a delay in beneflts, but it may be experiencing a 
total loss of potential benefits which might have come from compounds that for 
on<^ rfiisim or another are lost by the wayside. The contribution of regulatory 
behavior to such attrition is an important area deserving immediate study. 

Adniittetlly. evidence of loss in leadership in drug research is fragmentary, but 
we see certain s.vmtoms which give us grave concern. For example, based on the 
most recent figures available, the U.K. industry has been increasing It.s R&D 
expenditures at the rate of 179P. the Japanese 22%, Sweden l.S.5%. and U.S. 
owned companies less than 10%. In all probability, the U.S. increase is taken up 
just by inflaticm and by the need for retesting old products rather than the search 
for totally new products. Further evidence of this static condition of drug H&D 
in this country is reflected in R&D manpower, which has not Increased in the last 
four years. Comparable data is not yet available for foreign countries, with the 
exception of Sweden, whose R&D manpower has increased at the rate of 9% over 
the last five years, a rate comparable to the U.S. in the mid-l!)tiO's. 

It is also no secret that a number of companies ate doing more and more of 
their clinical development overseas. Rifliard Furlaud, President of Squibb, is 
quoted as follows in the September 6 issue of the Congressional liecird: 
". . . Squibb can reduce the cost and delay of introducing a drug in the U.S. by 
bringing it to foreign markets first. Prolixin Decanoate was developed in the U.S., 
but its usefulness in tlie treatment of Kchizoi)hrenia was proved in Britain." 

One of our largest firms (Merck> is reported to have discontinued most of its 
I'liase I studies in this country in favor of doing them aboard. And another firm. 
Cutter I.,aboratories, announced that it is stopping all drug research due to 
"today's research and regulatory environment." 

These, then, are some of the reasons for our concern and why we went to the 
Congress in the first instance almost two years ago and asked for a study and 
review of the entire dnig development and regulatory process. 

We recognize that you have .lust assumed your new resixmslbilitles, but we 
also want you to know of yotir continuing interest and of our willingne.ss to help 
in any way we can. 

As in the past. I am sending a copy of this letter to Representative Paul Rogers. 
Chairman of the Subcommittee on Public Health and Environment, of the House 
Interstate and Foreign Commerce Committee, and Members of his Subcommittee, 
80 that they will be informed of our views on this vital subject. 

Respectfully. 
Robert D. Dripps, M.D., Robert F. Bradley. M.D., Eugene Braunwald. M.D., 

.lulius H. Comroe, .Jr.. M.D.. Michael E. DeBakey. M.D.. .lames E. Ecken- 
hoff, M.D., Edward  D. Freis,  M.D.. Alfred Oilman. Ph. D..  Nathan S. 
Kline. M.D.. Louis Lasagna. M.D.. Sherman M. Mellinkoflf, M.D., Walter 
Modell. M.D.. .John Gates, M.D.. Irvine H. Page, M.D., E. M. Papper. M.D., 
Burfrum C. Schiele, M.D., Robert W. Wilkins,, M.D., William R. Wilson, 
M.I).. Robert I. Wise, M.D., Ph. D., George D. Zuidema, M.D. 
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Introduction 
Marketed Assessment lag. United 

in NDA time, Kinglom Rank in total market 
United submission, U.S. United States vs. United acceptance in ttie 

Product Kingdom United States approval (years) States (years) United Kingdom 

Cromolyn Na(lntal; 1958 De'iember June 1973... 2K 5 3d leading product. 
Aarane'). 1970. 

Fenfluramine HCI 1963 March 1937._. June 1973... 6>i 11 Hfi leadihg 
(Pondimin'). product. 

Ttcmefhoprim- 1968 July 1972.,... July 1973.... 1 5 10th leading 
Sulfamethoiazole product. 
(Bactrim;Septrai). 

Metaproterenol 1962 January 1964. July 1973.... 9H 11 46th leading 
(Alup«nt') product. 

< U.S. trade name. 

Note: Metaproterenol usage in foreign countries is steadily declining sine? 19S9 in favor of n3.ver agants that are even 
more-broncho selective than met3i>r3terenol. Tnus, after nearly 9 yrs tne U.S. pttysician is obtaining access to a drug which 
is being superseded abroad by subsequent advances. 

Source of data: 
Rochester. 

William M. Warden, M.D., Ph. D., assistant prolessoi ol pharmacology and medicine. University of 

Mr. CARTER. Mr. Chairman, on tliat very thing, the restrictions we 
ourselves place on FDA lengthen the time which is necessary for them 
to approve these drugs. Is that not true, Doctor ? 

Dr. EDWARDS. Absolutely true. 
Mr. CARTER. And, that, if we pass some more legislation, it will take 

much longer, is that correct ? 
Dr. EDWARDS. Well, it certainly could be correct. It would not nec- 

essarily have to be but there is a possibility. 
Mr. ROGERS. This is the point I want us to go into and I think this 

coimnittee must know at what stage we are. Are we holding down the 
development or not? Wo have put restrictions on to protect the safety 
of the public and i-equiring safety and efficacy of drugs. We want that 
done. This committee wants that done. But what we are saying is. I 
think here in some of the information that has been brought to the 
committee's attention, it is that this can still be done if we will do it 
promptly. And that is what we are trying to get at, in addition to 
seeing that it is done ethically and properly. 

Mr. CARTER. Mr. Chairman, we cannot have it both waj's. 
Dr. EDWARDS. I cannot let that go bv. For instance, if it is done 

timely, but everything we have been tallying about this morning, you 
were talking about not recjuiring more animal testing before we I)egan 
phase 1. You cannot be timely and require—I mean, tiiese studies all 
take time and the more studies we require, the more time is involved 
in the approval or disapproval of an investigation of a drug or new 
drug. 

Mr. ROGERS. I think if you require 2 weeks of animal studies, which 
I understand you do in phase 1 for the most part, those results ouglit 
to be gotten to you right away, not waiting 7 or 8 months to be 
reported. That is what I am talking about. You cannot make proper 
judgments if those reports are not in. 

Now, why can we not administer these programs in a timely 
fashion ? That is what I am saying. Is it lack of personnel ? Is it lack 
of requirements or what? 

Dr. P^DWARDS. Well, it is probably a lack of a lot of things. 
Mr. ROGERS. Well, that is what we want to know so it can be 

corrected. 
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Dr. EDWARDS. Tlie main thing is the investigator who is doing the 
drug. Most of them are doing a lot of different things. He may report 
his data, he may expedite the report and he may not. There is not very 
much we can do about that, I mean how rapidly he reports his infor- 
mation. You know, lie may not evaluate the data for a month. 

Mr. KoGERS. Well, I think you can require that. If you want those 
animal studies in before he starts human research that, I think, would 
speed it up. What does he care whether he gets his report in on animal 
studies if he goes ahead and can start human experimentation? He 
could not care less. 

Dr. EDW.VRDS. I think anything that—I mean, any impositions like 
this on investigators, whether we like it or not, I think it is going to 
have a major effect in driving some of them away from doing investi- 
gations, dmig investigations. 

Mr. ROGERS. Well, I understand this may be true in your type of 
regulation but if it is geared to the safety and efficacy of the product, 
if it is geared to the protection of human beings, then maybe we have 
to consider it and weigh the advantages and disadvantages. 

Dr. EDWARDS. I would agree with that, sir. 
Mr. RoGBais. Dr. Carter. 
Mr. CARTER. My only remark was that to say that we cannot have it 

both ways, if wo have safe drugs we have got to have enough time for 
going through the different phases for animal experimentation. I 
regret that we are not as fast perhaps in recognizing these drugs as 
some countries in Europe are but I feel that the reason is that our 
restrictions are much greater. They more than likely do not have the 
1962 law which we have and certainly I do not believe they take the 
time and the care and that is one reason why thalidomide came from 
outside the United States and not within. 

Thank you, Mr. Chairman. 
Mr. ROGERS. Thank you. 
You have been kind to stay with us this long. I think what the com- 

mittee is concerned with, is trying to .set forth what we should do, 
whether it should just be done in HEW or whether we should try to 
approach it—what do you think? Should we approach it Government- 
wide ? Would this be a better approach ? 

Dr. EDWARDS. Absolutely. 
Mr. ROGERS. I assume you do not have control over the VA? 
Dr. EDWARDS. No, but I think your point is well taken. I think any 

Government rules and regulations should be applicable to all. 
Mr. ROGERS. Perhaps we could woik it out where we can take the 

cooperation of the other agencies and committees to get this through. 
This would be a helpful step to broaden it from just the HEW 
complex. 

Dr. EDWARDS. It is a very good suggestion. 
Mr. ROGERS. Thank you very much. We appreciate your help. 
The committee will stand in recess mitil 2:30 this afternoon. We 

have additional witnesses. 
[Whereupon, at 12 :r)5 a.m., the hearing was recessed, to reconvene 

at 2:30 p.m., this same day.] 
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AFTBai   RECESS 

[The subcommittee reconvened at 2:30 p.m. Hon. Paul G. Rogers, 
chairman, presiding.] 

Mr. ROGERS. The Subcommittee on Public Health and Environment 
Avill be in order, please. We are continuing our hearings on H.R. 10403 
and other bills, protection of human subjects in i-esearch programs. 

We are very pleased to have as our next witness Dr. Thomas C. 
Chalmers, Director of the Clinical Center, National Institutes of 
Health, and soon-to-be—I am not sure what date it is to be effective; 
maybe it's already become effective—president of the Mount Sinai 
Medical Center in New York. 

So we are honored to have j-ou and know of the good work you have 
done at the Clinical Center, and I am very pleased to -welcome you 
back to the committee. 

STATEMENT OF SR. THOMAS C. CHALMERS, BETHESDA, MS. 

Dr. CHALMEKS. I appear before you as a private citizen, rather than 
as Director of the Clinical Center  

Mr. Ro(JERS. We are glad to have you in any capacity. 
Dr. CHALMEKS. And I will be leaving, starting at about 5 p.m., I 

guess, for New York. 
Mr. ROGERS. May I say, we do hate to see j'ou leave. Your contribu- 

tions have been very significant, and all of us are very much aware 
of what you have done for your Government and the services you have 
rendered at NIH. It is the Government's loss, but Mt. Sinai's gain to 
have you join them. 

Dr. CHALMERS. Thank you very much. 
Mr. ROGERS. You may proceed any way you wish. 
Dr. CARTER. Mr. Chairman, I want to say that I regret that 

Dr. Chalmers is leaving the Clinical Center at NIH, but I think that 
our loss is Mt. Sinai's gain, and I wish you the utmost success. 

And just in my going over what he has to say, he says something 
here that is most unusual. He saj-s, "Because episodes of illness in 
individual people are so variable, ev^ery physician is carrying out a 
small research project when he diagnoses and treats a patient." And 
that is sometliing I said this moring, even though I hadn't at that time 
read Dr. Chalmer's report Thank you. 

Dr. CHALMERS. Congressman, I thought what you said this morning 
had a real i-ing of truth about it. 

I am speakmg as a public witness, but also, at the same time, agree- 
ing with Dr. Charles Edwards. And except for the fact that I per- 
sonally think there should be a commission to study this problem with 
the rest of his objections to the bill. I think that most of the discussion 
this morning centered on the commission, and noit on the resti of the 
bill, which I visualize, and as Dr. Edwards pointed out, as setting up 
regulations right from the start, before the deliberations of the com- 
mission could possibly be completed as to whether these requlations 
were good or bad. 

It is these rather complex regulations, which are clearly designed 
to replace the regulations which have been operative in DHEW since 
1&66 and are still developing in DHEW that I believe as a clinical 
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iiivestigator, I should object to, and I believe the majority of clincial 
investi{2:ators will object to them also. 

Mr. Chairman, these remarks are based on an address I made before 
the American Medical Writers Association last week, a copy of which 
is available for the record if you wish it [see p. 198]. 

The background of my objection follows from the fact that 20 years 
ago I gave up the practice of internal medicine after 6 years, because 
it became apparent to me that so much of my practice was based on 
poorly tested asstunjitions. Tiiere was an obvious need for much more 
clinical research to evaluate "standard" practice and to develop new 
therapies that have a sound scientific basis. Since then I have been 
active in clinical research with a special interest in the interactions of 
science and ethics in the care of i>atients in a research setting, and I 
feel that we need much more rather than less clinical research, not 
only to lead to the better practice of medicine in the future, but also 
because I am convinced that good clinical research is synonymous with 
good medical practice. If we regulate clinical research too closely, we 
are in danger of driving innovative medicine toward practice that is 
not peer reviewed. 

It is extremely hard to distingiiish between clinical research and the 
practice of good medicine. Because episodes of illness and individual 
people are so \'uriable, every physician is carrj'ing out a small research 
project when he diagnoses and treats a patient. Progress in medical 
knowledge depends on more physicians being willing and able to 
systematize tliese many experiments and to ask questions of a clinical 
situation from which meaningful answers can be obtained. The elabo- 
rate committee structure called for in the second half of H.R. 10403 
might very well diminish the enthusiasm of clinicians for clinical 
research, or even worse, might encourage them to carry out ill pre- 
pared innovative experiments without the advantages of careful prior 
thought and review by peer groups. I believe that if we are to ha\'e 
more of such desirable peer review rather than less, we must simplify 
rather than complicate the pixxiess. 

The second pomt is that H.R. 10403 makes no distinction between the 
amount of regulation to be applied to what might be considered non- 
tlierapeutic and therapeutic research. In the former case, normal 
subjects or patients volunteer as subjects of experiments from wliich 
they have little personal gain. No one disagrees that there sliould be 
se^'eral levels of protection of the vohmteer, especially when he may 
have limited powers of giving informed consent, as in the case of 
children or prisoners. However, when the research is therapeutic and 
carried out m an effort to help the indiridual patient, an elaborate 
rericw structure and a subject advisory committee interjected between 
the physician and his patient would be extremely unwieldly and ill- 
advised. It would place an artificial wedge between clincial research 
and the enlightened clinical practice. 

The third point has to do with the fact that all but one of the 
examples cited in the public press and in the Halls of Congress of 
malfeasance or unethical research were exi)eriments caiTied out with- 
out the benefit of the careful scrutiny than research projects fimded 
by the Department of Health, Education, and Welfare. In others 
words, thej- would all have been prevented if the present policies had 
been applied to all clinical research. There have been 65,000 research 
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projects funder by DHEW since 1947, and 29,000 since 1966 -wlien the 
present regulations were put into eifect, and there are almost no 
examples of unethical practice in the public domain. This is a remark- 
able record. As Dr. Edwards has said, theexisting DHEW policy is 
now being improved to make the process even more protective of the 
individual, while at the same time not impeding essential clinical 
researeli. The real problem is to find some way to apply adequate 
regulations to all clinical research rather tlian merely that supiwrted 
by various governmental agencies, and that was also recognized this 
morning. That goal will not be accomplished by this bill otlier than 
through developments of the study commission, a part of the bill 
•which I favor enthusiastically. We need time and experimentation to 
determine Whether such entirely new instruments as a subject advisory 
subcommittee, interposed between the physician-investigator and liis 
sick patient, will benefit or harm the welfare of that patient. 

I should like to commend those who developed this bill for starting a 
process that is bound to benefit the individual. My plea is for more 
time to test the impact of the regulations proposed, to be sure that 
clinical research will become more rather than less a part of the 
practice of medicine. 

Finally, let me emphasize that the views expressed in this statement 
reflect my personal and professional judgment and are in no way 
intended to reflect the official position of the Department. 

I would like to add a recommendation which we wrote out tliis 
morning to crystalize what I said, and that is that the Congress agree 
to the establishment of a national commission for the protection of 
human subjects of biomedical and behavioral research as provided in 
section 120i of the bill, or of several other bills, which call for a similar 
body; and that language be incorporated in the bill to provide that 
such a commission, within one year of enactment of the law. develop 
a report to the Congress on the necessity for changing the presently 
operated DHEW and other guidelines; and that during that year such 
a commission hold its omi hearings and meetings, calling upon the 
leading advocates of all points of view to present their ideas. 

Mr. ROGERS. Tiiank you very much. Dr. Chalmers. 
Dr. Carter? 
Mr. CARTER. Thank you, Mr. Chairman. Again, Doctor, I want to 

tell you I feel like it is a great loss to NIH that you are leaving. You 
will be associated with Dr. Holland at Moiuit Sinai; is that correct? 

Dr. CHALMERS. Yes. 
Mr. CAKTER. Recently he has done some rather interesting work 

tliere. Woidd you care to say something about the work which he has 
done ? 

Dr. CHALMERS. Well, actually, he is just getting started. He has just 
moved fi'om Buffalo to iloimt Sinai by wav of Moscow, where he was 
the lepresentative of the Department of HEW to the Russian scien- 
tists working on cancer. Before that move, he set up what was called 
'the acute lukemia study group," which was the original cooperative 
study group of investigators that essentially, by their controled clini- 
cal trials, discx5vered the modern multi-dnig therapy of acute lukemia 
and brought the apparently permanent remission rate, from imder 5 
percent to somewhere around 40 percent in all patients, and e\-en 
higher in selected groups. And I think Jim Holland, along with Frei, 
now in Boston, and Freireich in Texas have certainly been leaders in 
that gi-oup. 
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Mr. CAHTER. I think 50 out of a group of 100 are living now, after 5 
years. That is of the acute lukemia group, and without medications, as 
I understand it. 

Dr. CHALMERS. Yes. 
Mr. CARTER. I think that is tremendous. 
Dr. CHALMERS. That is a remarkable difference. 
Mr. CARTER. And I feel that you will be in excellent company there. 
Now, do you feel that this legislation, which is proposed, should 

apply only to the projects funded by NIH ? 
Dr. CHALMERS. No. As I indicated, almost all, if not all, of the 

examples of bad ethics applied to clinical research were projects not 
funded by NIH. If we are going to improve the situation, they are the 
ones we should be directing our attention to. We have to find some way 
to do that legislatively, and the NIH committee that Dr. Edwards has 
referred to has been discussing the various ways in which this can be 
done within the present law, for instance, by awarding money only 
to those institutions whose committees has reviewed not only those 
projects supported by DHEW, but also reviewed all grants, all 
research projects. 

Mr. CARTER. NIH has no need, really, then for this legislation? 
Dr. CHALMERS. I don't think it does. no. I think that the job can be 

done without the legislation and is being done quite well. 
Mr. CARTER. The elalwrate committee structure calls for in the 

second half of H.R. 10403 might very well diminish the enthusiasm 
of clinicians for clinical researdh or even worse, may encourage them 
to carry out ill-prepared innovative experiments without the advan- 
tage of cai"eful prior involvement and review by peer groups. Now, 
would you care to elucidate on that? 

Dr. CHALMERS. Well, there are a number of modes of therapies that 
have slipped into common usage in medicine because physicians 
thought they might be a good idea and began to use them in some 
patients and. when those patients responded well, reported them in the 
literature. If the patients responded badly, the physician usually forgot 
about the therapy and went on to something else. The difficulty witii 
those studies is that those were, actually the practice of medicine in a 
systematic way in that the data were recorded while patients were 
being treated, but the studies were not research because there was 
nothing to compare the results with. The effect of the therapy may 
have been the results of selecting a patient wlio is going to get well 
anyway, or it might have been due to the drag, or it may have been 
due to other modalities of treatment given to the patient. There are 
many instances in whicli tliis procedure has resulted in general accept- 
ance of the therapy, but finally someone has doubted it and has done 
a well-designed controlled trial—the kind that requires extensive peer 
review and extensive informed consent from the participants—and it 
has been .shown in the trial that the therapy was worthless. If this had 
been done earlier, then a lot of maltreatment might have lieen avoided. 
If the rules and regulations for peer review and informed consent are 
made so complicated that doctors can't find the time to organize and 
conduct a well-controlled trial, we will end up with more and more 
innovative practice, as it is called, and that is bad medical care. I can 
cite some examples, if you wish. 
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Mr. CARTER. An elaborate review structure and a subsequent advisory 
committee interjected between a physician and his patient will be un- 
wieldly and ill advised, do you think ? 

Dr. CH.VLMERS. Yes. I think the main difficulty I have with the 
projected regulations i^that they are so rigid and inflexible with 
regard to variations that will be reiiuired in individual institutions. 
I visualize a small hospital or even a doctor in his office who plans one 
clinical experiment in the course of a year being totally stopped by the 
prospect of having to set up the kind of committees that are called 
for. 

What he is going to do may be so benign that it doesn't require such 
extensive review, but still he Avould have to set up a committee. Now 
he can very well get a simple review from his university committee, 
which does not have to go through three layers and does not involve 
people coming and talking to his patients, if that is indicated. 

He will lie more interested in doing the I'csearch if he is not too 
encumbered in comparison to the fact that, if he wants to go ahead and 
give the drug to the patient and not find out whether it is working or 
not, he can just go ahead and do it without going through all of this 
procedure. 

Mr. CARTER. DO you think we need more time and experimentation 
before we go through with this ? 

Dr. CHALMERS. Yes; I think so. I know of no instances in which the 
patient advisory committee structure has been tested to see how it 
works. There may be some, but I just haven't heard of any. And I think 
it would be critically important, before legislating, that some investi- 
gators in the country have such a mechanism in operation, in order to 
find out how it works. We may find that it is totally too cumbereome, 
both in the very small institutions that may have one or two research 
projects a year, and even more important, in the large teaching hos- 
pitals with 50 or 60 clinical projects going on in the course of a year. 

Mr. CARTER. Do you think that you need no such group out at XIH? 
You had a verj' good record; is that correct ? » 

Dr. CHALMERS. Yes. And wo think that our peer review system, 
which is triple-layered for the normal volunteer and the usual double- 
layered for the sick patient is, as far as we can tell, entirely adequate 
and working very well. 

Mr. CARTER. Thank you very kindly. 
Thank you, Mr. Chairman. 
Mr. RooERS. Mr. Hastings? 
Mr. HASTINGS. My colleagues have used most of the sui)erlatives in 

expressing themselves as to your Mt. Sinai appointment and the Gov- 
ernment's loss. I would just say I certainly share these views with 
them, and particularly as a Congressman from the State of New York, 
wo welcome you back home and  

Dr. CHALMERS. Thank you. 
Mr. HASTINGS. Mr. Chairman, in the beginning of Dr. Chalmer's 

testimony he made reference to an address that he made before the 
American Medical Writers Association and a copy of it is available 
for the record, if we wish it. I read that, and would ask unanimous 
consent that it be included. 

Mr. ROGERS. Without objection, it is so ordered. 
[The following document was recei vetl for the record:] 
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THE REGUtATiON OF THERAPEUTIC RESEARCH ' 

(Thomas C. Chalmers, M.D.') 

I am honorert to liave been asked to welcome yon to Bethesda for the 33rd 
Aniiniil Meetinp of the Ameriean Medical Writers Association. The close prox- 
imity of your meeting to the National Institutes of Health, the National Naval 
Medical Center, the Walter Reed Army Institute for Research, and the National 
Ijibrary of Medicine fits well with the theme of your meeting: "Medical Com- 
munication—Bridging the Gap Between Research and Health Care." 

As you mn.v be aware, I have an intense jjersonal interest in the interactions 
between ethics and science in clinical research, and the communications media are 
critically important in sujiplying the public with some insiglit into the.se problems. 
At the moment, research in humans is being criticized in the pres.s and in the 
committee rooms of Congress because of a few published exami)les of poor judg- 
ment on the part of clinical investigators. No one disagrees that the piiblic should 
be protected by workable regulations from investigators who might cause more 
harm than good by their ignorance of proper teclmiques or liy their excessive 
zejil for answering ma.ior public health problems at the improper expense of a 
few volunteers or sick patients. The question at issue is whether or not minor 
changes in procedure awl a broader and more careful application of our present 
regulation.s will l)e sufficient to do the job, or whether we must institute an en- 
tirely new and elaborate system, with an attendant risk of stultifying clinical 
research. 

In the few minutes that I have available to welcome you to Bethesda I cannot 
resist taking this opportunity to make two points: First, you are exjierienced 
enough in these matters to appreciate the Importance of knowing the prevalence 
or rate of any abuse that may need correction. How common are the malfea.sancos 
from which we must find some way to protect the public while at the same time 
fostering clinical research? About eight years ago, some 22 examples were quoted 
from the modern medical literature published up to that time. Recently, a few 
more examples have lieen uncovered. Most of these are instances of poor quality 
research that wo>ild not have been passed by current ix>er review committee.". 
Dr. Ponald Chalkley, from whom you will be hearing later on, tells me that of 
6.">.000 j)rojects involving humans which have been apjiroved for funding by 
NIH since 1047. less than 12 have been challenged from any source as unethical. 
Since introduction in 1066 of the present system for i)rotection of human subjects. 
2!).0(K) have been approved and only one challenged. It is not known how man.v 
research proposals have been modified or even stopj)ed by the existing local 
conuiiittees. About 1% have been flagged at the national level and disapproved 
for ethical Reasons. 

The examples given such wide play in the public press represent an extremely 
small ]iercentage of the clinical research that has been carried out in the last 
twenty-five years. We have to keep reminding ourselves that the great majority 
of clinical research, in fact, almost all clinical research now supported b.v the 
Dejiartment of Health, Education, and AVelfare is ethical, has been reviewed by 
conuietent committees, and docs include multiple procedures to protect the rights 
of the patient participant.s. Of course, not nil clinical research is supported by 
I>IIF-W. and we should work hard to see that the guidelines are applied to all. 
However. I do not feel that there is evidence that drastic changes in those guide- 
lines are indicated. 

There are some extremely difficult and sensitive areas in which protection 
must be strengthened, particularly in research involving children and the men- 
tally infirm. Surer and more adequate means for securing informed con.sent are 
needed in some instances. However, we must not over-react and impose restric- 
tions upon clinical research which can freeze present modalities of treatment— 
including many medications and procedures now accepted which may in fact l»e 
more hurtful than helpful. 

To understand the implications of excessive restriction upon clinical research, 
one needs to appreciate that there is a continuous .spectrum of activities between 
what might be considered imre practice and pure research. The rubrics may be 
sununii rized as follows: 

' For prcspntatlon at the 33rd Anniinl Meeting of the American Medical Writers Asso- 
ciation. Bethesd.T. Mar.vland. September 14,  1973. 

- .\Rsnetntp Director for Clinical Cnre and Director of the Clinical Center, National Insti- 
tutes of Health, Bethesda, Maryland 20014. 
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A  8PECTBUM   OF PROFESSIONAL, ACTIVITIES FBOU PBACTICB TO BE8BABCH 

A. Xot Note Covered by any Regulations or Peer Review 
I. I'ure Practice of Medicine: Application of procedures established as safe 

and efficacious 
II. Impure Medical Practice: Use of popular but uuproven techniques 
III. Innovative Medicine and Surgery; Uncontrolled trials of new ideas 

B. Xow Adequately Covered by NIH OuidcHnen (Minor revisions in process) 
IV. Clinical Research that is Therajx-utic or Diagnostic in Intent: Protocol 

guided studies in sick adults, children, and mentally 111 
V. Research in Sick Patients that is not Intended Primarily to Benefit the 

Participating Patient: The patient acting as a volunteer 
VI. Researcli in Normal Adult Volunteers 

C. Revised Procedures being Develop 
VII. Research in Normal t'hildren and Iastitutionali2M.'d I'opulatlons with 

Limited Ability to Give Informed Consent 
Even the first category can never be totally free of research. Most of us forget 

that every physician is conducting a small clinical research project whenever 
he treats every patient, because no two patients are alike. None react exactly 
as he is supposed to, and, in all treatment, the physician is reciuired to use some 
judgment and necessarily, to experiment somewhat. No one is advocating a 
patient protection committee between the physician and his i)atient in such a cir- 
cumstance. Sometimes innovative practice results in the compilation of a series 
without too much forethought In regard to experiment and design. iSuch .series 
are often published in the literature. More misleading than lielpl'ul information 
can be obtained from that kind of clinical research, and it would benefit from 
a reasonable peer review before it is begun. To make the review much more 
stringent than at present would make it even more difficult to persuade i)hysU-ians 
to consider designing clinical experiments in a way that meaningful answers 
can be obtained. 

The major deleterious impact of excessive structuring of the review process 
in the conduct of clinical research, while clinical practice remains unsupervised, 
will be in the field of clinical trials, both tho.se conducted by individual scientists 
and by cooperative groups. Much of what we now do to patients in diagnosis and 
therapy has never been established to be -inot-e efficacious than harmful and 
would not survive critical peer review. We need to multiply many-fold the 
number of trials aimed at documenting the relative efficacy of both old and 
new therapies. A major roadblock has been the reluctance of both physicians 
and i)atients to become Involved in elaborate control procedures, when the doc- 
tors are primarily interested in practicing their art and the patients in being 
treated for their illnes.se.s. Further elaborate procedures will make that situa- 
tion much worse. This tends to lead to more rather than less research being done 
without protocols, and more poor research being done under the guise of prac- 
tice. Both the patient participants and the public at large will siifTer therefrom. 

Let me cite two striking examples to illustrate how many hundreds of thou- 
sands of people may have suffered from too great emphasis on practice and too 
little on clinical trials. Since the 1880's, the standard operation for carcinoma 
of the breast has been a radical mastectomy. The slightly higher operative mor- 
tality and the significantly greater local morbidity has been assumed to be well 
worth It If recurrences were to be prevented and life were to be prolonged by 
more radical surgery. There have now been four randomized controlled trials to 
test this concept, and none have confirmed it. All clinical trials have been tech- 
nical defects, and these are not free of them, but it does look as though simple 
mastectomy alone in the patient without palpable axillary metastases or simple 
mastectomy plus X-ray therpay may be just as effective In creating a recurrence- 
free Interval and prolonging life as the much more radical and multilattng surgery 
that has been performed for 90 years. At least there Is as yet no evidence favoring 
radical surgery. The four completed trials of radical surgery, all conducted out- 
side the United States, employed varying treatments in the control patients. A 
definitive trial of several therapies is now underway In this country and, pre- 
sumably, the answer will be forthcoming within a few years. Entrance of patlent.s 
Into this trial requires a detailed explanation of the pros and cons of each form 
of therapy and justification of randomization. This undoutbedly scares some 
patients away. Yet it is likely that patients in such a trial are better infonned 
about the options and prospects than those treated according to tiie usual or ac- 
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cepted practive. At least in a trial, they have a 50-50 chance of receiving the 
correct therapy. 

There is a similar example in medical therapy. When oral hypoglycemlc agents 
were Introduced, it was fervently hoped that their long-term use would reduce the 
Increased vascular complications In patients with non-insulin dependent diabetes. 
Many uncontrolled series were reported, and approximately a million diaiietlcs 
have been taking the drug for the last few years. A controlled trial carried out by 
the University Group Diabetes Program over the last ten years has revealed 
that not only do the drugs not diminish the incidence of cardiovascular complica- 
tiou.s, l>ut they actually seem to increase them and to shorten life. Just as in the 
case of carcinoma of the breast, there is a great deal of controversy al>out this 
study, partly l)ecause there are defects in the study and disputes about how much 
the defects may invalidate the results, and also partly because its conclusions 
do not confirm preconceived notions held by most physicians. More such trials are 
needed to settle these important que.stions. A marked expansion of the commit- 
tee reviews and extensive efforts, no matter how Jaudalile, to reduce to absolute 
zero tlie element of risk will only diminish the chances of accomplishing similar 
studies. 

Clinical research is irrevocably intertwined with the good practice of medicine. 
My plea is that it not lie stifled by an over-reaction to the abuses which concern 

us all. Obviously, the 100% safe course regarding research with human subjects 
is to do none at all—but this is certainly not the safest course for the practice of 
medicine. No one wants to go into the 1980's and 90's practicing 1970 medicine. 

Mr. HASTINGS. I would like to say, I think j-our statement is in itself 
most clear as to your position and feelings on this proposed legislation. 
It does not really need a great deal of further elaboration as far as I'm 
concerned. You feel wc should have a Commission, but the Commission 
should not be able to put its recommendations as regulations into effect 
without the Congress and HEW taking a very careful look at the ram- 
ifications, and that is essentially what you are saying ? 

Mr. CHALMERS. Yes. Practicing clinical investigators have not yet 
had enough input into what's been protluced, and they ought to have 
more opi)ortunity to go over .the details and to see how they will 
work. 

Mr. HASTINGS. Well, I am delighted that the chairman thinks so 
highly of your work, and I hope that perhaps we can accept your 
recom mendati ons. 

I ha\-e no further questions, Mr. Chairman. 
Mr. R<K}F.Rs. Thank you very much. 
Should there be any distinction, would you feel, in regulations gov- 

erning research involving, say, volunteers on the one hand, and the 
sick patients on the other? 

Dr. CHALMERS. Oh, very definitely so, and I think the failure to dis- 
tinguisli between these may be an important reason for the present 
wave of j)oi)ularity for instituting very strict legulations. 

Mr. ROGERS. Yes, because I thought that was a good point you made 
where if it is for a therapeutic result, rather than just for research, 
perhaps it wouldn't have to be as strict. 

Dr. CHALMERS. Right. 
Mr. ROGERS. So you would have different degrees of regulations in 

effect? 
Dr. CHALMERS. The motivation of the investigator is bound to be di- 

fferent in tlie case of volunteers because he is trying to acquire knowl- 
edge for all mankind. One needs an adversary on the volunteer's side 
making sure that the investigator's enthusiasm doesn't nm away with 
him. On the other hand, the good clinical investigator is trj'ing to help 
the patient who is sick, and for whom he is responsible. Tliere the more 
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one interferes too lieavily with tlie way he is going about his tlierapy— 
assuming he is also a well-trained physician—the more trouble one gets 
into. You get to the point where you are trying to legislate all sorts of 
detailed actions in complicated situations such as clinical research 
would be like legislating everything a doctor does in treating a sick 
patient. 

Mr. ROGERS. Do you feel present HEW regulations are sufficient re- 
garding clinical research ? 

Dr. CHALMERS. I think they need to be modified in several ways, and 
I guess you will see this when the papers referred to by Dr. Lamont- 
Havers are sent to the committee. 

The modifications for sick patients and normal volunteer are not 
vei-y great. The modifications for ciiildren, prisoner, institutionalized 
people who can't give informed consent arc mucli more stringent, and 
involve several layers of control. 

To emphasize: A much greater advantage will be gained to find 
some way to apply the HEW regulations to all clinical research rather 
than just that research sponsoied by grants. 

Mr. ROGERS. In other words, should we give the function of this 
Commission a study responsiliility and recommendation function Gov- 
ernmentwide, rather than just in HEW ? 

Dr. CHALMERS. Yes. 
Mr. ROGERS. This is what you are telling us ? 
Dr. CHALMERS. Yes. 
Mr. ROGJ':RS. That we siiould broaden the thrust of its responsibility 

for its recommendations? You were saying it should not be a regula- 
tory commission, but simply one to study the problem and make rec- 
ommendations ? 

Dr. CnALsncRS. Yes. 
Mr. ROGERS. You object to the line function, in effect, of the com- 

mission in setting up regulations ? 
Dr. CHALMERS. Yes. 
Mr. ROGERS. "\Miat again was yoiir objection ? 
Dr. CHALMERS. I thmk if that Commission decides after a year of 

study and looking at the changes now going on in the DHEW guide- 
lines" that they really don't work—although I think they do work— 
that that may be the time to suggest the changes called for in this bill, 
but I think it is premature to bring the changes about now. 

Mr. ROGERS. Do you have any experience or know of any experience 
with a patient advisory committee ? 

Dr. CHALMERS. NO. 
Mr. RociERs. What do you envision would be its duty ? 
Dr. CitALMERs. As statetl in the bill, its function is'to be sure that the 

patient fully understands what is happening to him. In the case of 
therapeutic research. I worry a little bit about the fact that another 
group looks in on what the doctor is doing when he is doing clinical 
research with a patient, but they don't look in on wliat he is doing 
when he is treating the patient. The irony of that situation is the fact 
that when he is treating the patient, he may be doing tiie wrong thing, 
and when he is doing the research, he may well be doing tlie right 
thing. Wo don't know. And to put all of this structure between what 
may well be the right thing to do—I think is more often than not the 
right thing—and standard therapy, as if that standai-d therapy had 
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been proven as efficacious when, in fact, it often is not, I think that is 
not ^oo<l. 

Mr. KooERs. I am not sure that I a^ree with the section's discussion 
of that matter by saying it would not bo proper to have it in an adver- 
sary setting. In other words, I think there is perliaps soine adversary 
setting between the person who is going to be experimente<i upon, as 
far as liis rights go, and the clinician who is doing that research. There 
may be some rare situation where there should not be an advei-sary 
position, but really, I don't know whether this should be carried to the 
point of having these commissions set up and  

Dr. CHALMERS. May I say, it is fine when the subject is a normal 
volunteer. 

"When a subject is a sick patient who is going to be treated as part of 
the research or diagnosed as part of the researcli, the concept of an 
adversary relationship in the practice of medicine, the care of a sick 
patient, is one that would lx>ther all doctora greatly. They can see 
where the ombudsman idea in a big hospital might be useful, but the 
concept of the patient and the physician as adversaries ratlier than 
working together to get the patient well is a horrible one t-o contem- 
plate. 

Mr. RoGERg. Yes; although it might be well for that patient to be 
aware of what could happen ? 

Dr. CHALMERS. Yes; as he .should be for all therapy. 
Mr. ROGERS. IS tliat always done ? 
Dr. CHALMERS. XO ; I think one can say unequivocally that it is not 

always, but to a varying degree. 
Mr. ROGERS. Thank you. I think your thoughts have been most help- 

ful, and the committee certainly will give great weight to your testi- 
mony. 

Thank you for being with TIS today. 
Our last witness today is Dr. John A. Cooper who is president of the 

Association of American Medical Colleges, and he will be accompanied 
by Dr. David R. Challoner. counselor. American Federation for Clini- 
cal Research, Visiting Scholar/Institute of Medicine. 

I think you are a good friend of Congressman Hudnut? 
Dr. CHALLONER. That is right, Mr. Chairman. 
Mr. ROGERS. We are delighted to have you here, along with Dr. 

Cooper, and will be pleased to receive your testimony. 

STATEMENTS OF DR. JOHN A. D. COOPER, PRESIDENT, ASSOCIATION 
OF AMERICAN MEDICAL COLLEGES; DR. DAVID R. CHALLONER, 
COUNSELOR, AMERICAN FEDERATION FOR CLINICAL RESEARCH; 
AND DR. MICHAEL F. BALL, PAST PRESIDENT, AMERICAN FED- 
ERATION OlF CLINICAL RESEARCH, AND DIRECTOR OF BIOMEDI- 
CAL RESEARCH, ASSOCIATION OF AMERICAN MEDICAL COLLEGES 

Dr. C/OOPER. Thank you, Mr. Chairman. 
We are very pleased to comment on H.R. 10403 and in general about 

other bills that have been introduced relative to medical ethics. I think 
we don't need to repeat before this committee the importance of bio- 
medical research in advancing human welfare and health, nor the im- 
portance of making certain that that research can be carried forward 
with adequate protection of the humans who are involved in the re- 
search program. 
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We do support, in general, the provisions of H.R. 10403 and we do 
support the establishment of a Commission for the Protection of 
Human Subjects of Biomedical and Behavioral Researcli. 

I do have a written statement which, with your permission we 
would like to have incorporated in the record. 

Mr. ROGERS. Yes; the statement will be put in the record in full. 
Dr. Cooi'EK. I would like to make some comments in addition to those 

in the written statement with regard to some of our observations about 
provisionsof H.R. 10403. 

First, Avith rcgaid to the composition of the Commission, because of 
the very important matters wliich it is going to deal with and becaiise 
of the importance of having broad input from the biomedical research 
community that has been involved in research on human subjects, we 
would like to recommend tliat the subcommittee consider requiring tiiat 
5 of the 11 members of the Commission, which is less than a majority, 
must be individuals who have actually conducted biomedical or be- 
liavioral research involving human subjects, in order that the Com- 
mission will l)e able to make informed judgments. 

"We think that the details in the bdl regarding to the composition 
of the noubiomedical research portion of both the commissioii and the 
institutional review committees may be tocj restiictive. Vt'e ha\e had 
a brief opportunity to study the bill H.R. 10.573, which was introduced 
by Mr. Pi-eyer of your suBcojnmittee. We like the pro\nsions that lie 
has included regarding tiie other types of indivichials wlio would be 
incorporated into the noubiomedical membei-sliip of both conmiittees. 

We do believe along with ]\Ir. Preyer that the membership of the 
conunission or national board should be subject to Senate review and 
approval. 

Next, Dr. Chalmers has talked about the activities of the commis- 
sion and we really in essence agree with some of the things that he 
has said. We foel that the legislation, after iBviewing it more com- 
pletely, may possibly be too directive of the commission's activities. 
For example, section 1206 directs the commission to establish institu- 
tional icview boards and directs the commission to certify these boanls. 
Section 1206 requires tliat eacli institutional review board establish 
two subcommittees, one regarding protocol review and one regarding 
subject advisory review. Section 1208 of the bill e.stablishes the duties 
of the institutional review boards. Section 1210 describes how evei-y 
biomedical and beiiavioral research program involving human subjects 
shall establish and maintain records. Section 1211 re(|uires tlie com- 
mission to annually e\'aluate the activities of institutional review 
boards. 

Although we are in agreement that the bill provides one approach 
to implementation of the commission's nonns and standards, we tliink 
it would be better—for some of the reasons that Dr. Chalmers has 
talked about—to allow the commission to develop for itself tlie mecli- 
anisms for institutional peer review and the institutioiuil protection 
of subjects and recordkeeping. We would suggest that the legislation 
be modified to recommend the matters for consideration by the com- 
mission, but to give them authority and responsibility for developing 
the approach as Dr. Chalmei-s has said, with full involvement of the 
views of those who have been involved in biomedical research involv- 
ing humans. We say that so that we may be as certain as possible tliat 
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the bill will protect individuals but will not impede biomedical 
researcli. 

Third, we are concerned that the lesrislation does not require this 
commission to reofularly report its activities to the Conoress for its 
consideration. We think that this should be incorporated in the bill 
because this is a verj- extensive subject and one over which the Con- 
jrress should have continuing review through annunl reports and the 
opportunity to discuss progi-ams with the commission memliers. 

Fo\irth. the proposed legislation does not limit the activities of this 
commission or require public debate of its recommendations. We 
believe that many of the matters that are going to be considered by the 
commission may be very controversial, and recommend that the com- 
mission be required, first, to publish its findings and recommendations 
with adequate period for reaction by concerned groups and, second, 
on the major issues of policy to hold public hearings on the recom- 
mendations so that there can be debate on the substance of these policy 
issu&'i. We PISO would recommend that an appeal mechanism be es- 
talilished where liona fide disa<rreements l^etween the commission and 
concerned groups could be subject to resolution bv a neutral third 
party, such as the courts. We are pleased to see that in H.R. 10573 Mr. 
Preyer does outline a judicial review process which we think would be 
an important factor in a revised bill. 

Fifth, although it is quite clear that the commission, by definition, 
will be concerned with research involving human subjects and with 
research in proposed mechanisms for improving delivery of health 
care, we think the proposed legislation does not delimit the activities 
of the commission in a manner whereby it would be clear that the 
ordinary practice of medicine is not subject to the jurisdiction of this 
commission. We think it is VOIT important, in order that the practice 
of medicine can be continued out in the tradition in which it has been 
carried out in this countrv. that it be made clear that the comrnission 
is concerned with organized research efforts supported by Federal 
funding, and that it does not involve the kinds of activities relating to 
doctor-patient relationships that Dr. Chalmere has referred to 
previously. 

Mr. RooERS. May I interrupt? T think it would be very helpful if 
the association would submit the language they think would accom- 
plish some of these objectives. 

Dr. COOPER. Yes. Thank you. 
[The following proposed language was received for the record:] 

PROPOSED NEW LANGUAGE FOR SECTION 1202(b)(5) 

We would suKpest that section 1202(b) (5), which concerns the duties of the 
CoininisslDn, be amended to read ns follows : 

. . . defining more preci6el.v the boundary between biomedical and behavioral 
research involving human subjects and the accepted practice of medicine, pro- 
vided that, in defining these boundaries, the Commi.sslon shall concern itself with 
organi7,ed research support by Federal funds, and shall not have jurisdiction 
over the ordinary practice of medicine; 

Dr. COOPER. Finally, we suggest that the provisions in the proposed 
legislation to prohibit research activities involving fetuses and in- 
fants not be adopted in the form in the bill. Instead, we Ijelieve the 
national commission should be directed to undertake the task of 
studying fetal research and developing a proposal policy in the same 
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way it has been directed to develop a policy for psychosurgery. Until 
the commission has developed a national policj' for fetal rcscarcii. we 
would recommend that the proposed regulations of the NIH, wliich 
you heard about, be used as guidelines for the conduct of research on 
fetuses or on infants. 

We think that the language of that section of the bill is not clear 
and may indeed prohibit research on all infants; so we think that it 
is important that some of this research, which is essential in improv- 
ing the ability to have children live and correct some of our infant 
mortality problems, be continued. 

That concludes, sir, the formal presentation. 
[Dr. Cooper's prepared statement follows:] 

STATEMENT OF JOHN A. D. COOPEB, M.D., PRESIDENT, ASSOCIATION or 
AMERICAN MEDICAL, COLLEGES 

Mr. Chairman and members of the subcommittee, the Association of American 
Medical Colleges welcomes this opportunity to appear liefore the subcommittee 
during its consideration of legislation for federal protection of human research 
subjects. 

Now in its 97th year, the Association represents the whole complex of persons 
and institutions charged with the undergraduate and graduate education of 
physicians. It serves as a national spokesman for all of the 114 oi)erational U.S. 
medical schools and their students, 400 of the major teaching hospitals, and 51 
learned academic societies whose members are engaged in medical education 
and research. 

The Association is anxious to comment on this legislation because of the deep 
involvement of the nation's medical schools in assuring the highest ethical, 
moral, and social concerns in all scientific inquiry, particularly when it involves 
human subjects. 

In the last decade, we have witnessed an unparalleled expansion of our tech- 
nological capabilities. The technology of biouiedicnl research is the technology 
i>f man. Today, we have more biouiedioal research scientists at work on more 
kinds of projects that at any time in our history. Their success in tlie.se endeavors 
has taken us beyond the frontiers of man's understanding. The gap lietween the 
development of biomedical knowledge and technology and our capacity to en- 
compass fully the implicatious of such rapid progress widens every day. 

As technology evolves, tlie need for a national research policy also increases 
in order to guide the use of our knowledge. It is essential that any Federal policy 
concerning the involvement of human subjects in research be flexible. Research, 
development, and application of new ideas are not carried out in an ethical or 
legal vacuum. Ultimately, the decisions required by this policy must depend 
upon the common sense and sound professional judgment of reasonable iiersons, 
l)ermitted the opportunity to develop rules and guidelines in a flexible framework. 

In fact, guidelines already exist for the use of human subjects in exjierlmonta- 
tion, and the nation's medical schools already are involved in a variety of efforts 
to impress undergraduate medical students with the uee<l for a wholistic, ethical, 
moral and social view of their responsibilities toward patients. 

The Department of Health, Education, and Welfare publishes an institutional 
guide to DHEW policy on the protection of human svihjecls, wbiob applies to all 
grants and contracts to support activities in which subjects may be at risk. On 
Septemlier 1.5, 1972, the Executive Comicil of the Association of .\mericaii Medical 
Colleges adopted a policy statement on the protection of human sul>je<'ts : 

"Tlie As.sociatiou of American Medical Colleges asserts that a<'ademic medical 
centers have the responsibility for ensuring that all hlomedlcnl investigations 
conducted under tlieir spon.«or.sliip Involving human .subjects .nre moral, ethical 
and legal. The centers must have rigorous and effective procedures for reviewing 
prospectively all investigations involving human subjects based on the DHEW 
Guidelines for the Protection of Hiunan Subjects, as amended Decenilier 1. 1071. 
Tlio.se faculty members charged with this responsibility should be assisted by lay 
individuals with sjiecial concern for these matters. Ensuring resi>ect for human 
rights and dignity are integral to the educational responsibility of the institu- 
tions and tlieir faculties." 
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Furthermore, the medical schools o( the nation have been active in the teacliing 
of medical ethics. All of the nation's 114 medical schools provide practical instruc- 
tion in medical ethics and the relatlonsliip of the practice of medicine to the in- 
dividuiil patient and sc?iety. This instruction is consistently provided throughout 
all of the student's patient-oriented training. Medical educators strongly believe 
that such continual clinical exposure to a highly individualized approach to each 
patient is tlie most effective method of instilling in students a sense of respon- 
sibility and flexibility in the treatment of their future ijatients. In addition to 
this constant, firsthand, clinical observation of the ijroper ethical relationship 
between physician and patient, most medical schools also offer chissroom instruc- 
tion in the ethical practice of medicine. A recent curriculum survey conducted 
by the As.sociation indicates that .'52 of the U.S. medical schools require courses 
relating to medical ethics or tlie social aspects of medical practice. An additioiml 
4!) schools provide formal lectures and dlscu-ssions of these topics as an integral 
and essential part ot the student's introduction to clinical medicine. Thus, 81 
schotds provide formal classroom instruction in addition to clinical training in 
ethical conduct. Despite this record, the Association l)elieves that more could be 
done, if additional funds were available to offset the additional co.sts involved. 

There are a number of legislative proposals before the sulicommittee dealing 
with the protection of human subjects in experimentation, each of the measures 
reflecting long-standing concern with this extremely complex issue. The 
A.'isocintion, as part of its concern with the issue, has carefully and thous-'htfull.v 
reviewed each of the proposals. The conclusion of the As.sociation is that the 
measure introduced by Subcommitee Chairman Rogers, the Protectiim of Humau 
Subjects Act, provides the best protection for human subjects in exi>erimentatiou 
while jire.serving the flexibility so essential to productive research. At the .same 
time, each of the other measures nmkes important contributions. 

Tlie Protection of Human Subjects Act includes many useful snggestions 
contained in the reports of the Secretary's CommLssion on Medical Malpractice 
and the Tuskegee Syphilis Study Ad Hoc Advisory Panel. The Association 
recompiends enactment of the legislation as introduced, with four suggestetl 
amendments. 

Tlie association suggests that: 
(1) The composition of the National Commission should be modified to require 

that members (but never a majority) of the Commis.'iion shall have conducted 
biomedical or behavioral research involving human subjects. (This recommenda- 
tion is in addition to the requirement that at least the Chairman or the Co- 
Clwirman shall have conducted such research.) 

(2) The members of the National Commission should be subject to Senate 
confirmation to provide a searching well publicized review of their qualifications; 

{;$) A limit should be set on the length of time which records required to be 
maintained under the legislation must be retained; and 

(4) There should be no prohibition on research activities Involving fetuses 
and infants. Instead, the National Commission should undertake the task of 
studying fetal research and developing appropriate policy. Until the Conunis.sioii 
has developed a national policy for fetal research, the Assix-iation recommends 
that such re.search be continued, using the current and proposed NIH regulations 
as guidelines. 

•The Association's first suggestion seems useful in the context of assuring 
that the Comrai.ssion will have sufficient familiarity with the use of human 
subjects in experimentation to carry out wisely its powers and dutie.«. 

Tlie Association's second suggestion is imiwrtant in assuring at least some form 
of outside review of the selection process for members of the National Com- 
mission. In view of the power and authority the Commis.sion is to have, it seems 
highly appropriate to make membership subject to more than mere unilateral 
selection by the President. 

The Association's third suggestion—e.ssentially technical in nature—is 
designed to avoid accumulation of an overwhelming volume of records which, in 
the absence of any time limitation, would present a serious storage problem. 

The Association's final suggestion is essential if American medical science 
is to continue to make inroads against genetic diseases, such as sickle cell anemia 
or Tay-Sachs disease, and against such childhoo<l diseases as Rubella. Our 
suggestion would place a high priority upon the establishment, under tlie aegis 
of the Commission, of a national ethical policy for fetal researcli which would 
take into consideration both the rights of the fetus and the crucial need for this 
type of research. 

The Association also commends the legislation for its lnclu.sion of two additional 
provisions: increased support for medical ethics training In medical scliools 
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and statutory authority for scientific peer review of National Institutes of Health 
research grants and contracts. 

Already confronted with mounting operating expenses and dwindling federal 
assistance, most schools cannot prudently expand their teaching operations 
without assurances of specific additional financial support. HR 10403 provides 
sucli support by expanding the siiecial projects for which schools ma.v receive 
federal assistance to include the establishment and operation of programs pro- 
viding Increased emphasis on the ethics, social, legal and moral Implications of 
advances on lilomedical researcli and technology with respect to the effects of such 
advances on individuals and society. 

The Association has been deeply conce'rned with recent cliallenges by the Office 
of Management and Budget directed at the role and function of the NIII ad- 
visory committees whose sole function is to provide, through review by peers, 
a rigoroiis assessment of the scientific merits of research projects for which XIH 
grant .support is being sought. This process of scientific appraisal carried out by 
disinterested and exi>ert .scientists organized into some (io-odd "study section.s" 
or scientific review committees ha.s assured high standards of excellence in the 
tise of public funds for the support of l)ioniedical research in non-Federal research 
institutions. External review groups which have studied the programs and 
operations of the NIH have uniformly had high praise for this .scientific review 
procedure. 

Dr. COOPER. I tliink Dr. Challoner wanted to add some comments to 
what I said. 

Mr. ROGERS. We welcome your remarks, Dr. Challoner. 

STATEMENT OF DR. DAVID R. CHALLONER 

Dr. CHALLONER. Mr. Chairman, thank yon. It is a pleasure to be here 
•with you representing the American Federation for Clinical Research. 
As I believe the members of your committee know, this is the larjjest 
organization of clinical investigators in the United States, with some 
7,(X)() members. Our organization lias long had an interest, because 
of the occupation of our members, in the protection of human subjects, 
and lias worked with no difficulty under the NIII regulations that 
were discussed previously, and we certainly support these. 

We also, however, recognize that there is a significant public con- 
cern at this point in time that lias really led to the legislative effort 
that this hearing is responding to today. 

We would certainly support the commission approach, as Dr. Cooper 
lias mentioned. AVe have some concern that its directions should not 
follow immediately, but only after consideration as to whether indeed 
the NIH guidelines may be satisfactory. 

I think a couple of points that were brought up earlier deserve 
gome fmther comment. You have a concern that an adversary pro- 
ceeding of some kind may still be appropriate in protecting the snb]ect> 
t'spe<'ially the normal subject. 

Well, i would submit to you that you might consider that the very 
makeup proposed for the institutional committees with perhaps attor- 
neys, ministers, and so fortlu as well as the professional people at the 
local le\el being involved on the committee that initially looks on the 
proposal, may have an element, admittedly a degree removed from 
the research itself, but may have an element of an adversary proceed- 
ing riglit there, which takes place before the research i.'^ approved at the 
local level. 

I would also have real concern with an adversary jiroceeding tak- 
ing place at the level of the interaction of the physician and his pa- 
tient, who may be participating in resesirch, as Dr. Chalmei"s men- 
tioned before. 
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Mr. R(X3ERS. What if it is a volantecr? 
Dr. CHAU.OXKR. A completely normal patient ? 
Mr. Ro«EKS. And is not therapeutic ? 
Dr. CiiAixoxER. There may Ije more of a role for it there. At least 

the local committee should make sure that the information is presented 
to the patient. It still could he done without having an adversary pro- 
ceedinjr by the physician who is responsible, but I would agree that the 
local committee sliould make sui-e that it is done. 

Mr. ROGERS. OK. 
Dr. CHALI.ONER. One other point that our organization has had 

some interest in, and that is that not only should the research be looked 
at initially and appi"o\ed, but that there should be some provisions con- 
sidered by the Commission as to how the ongoing i-esearch can be evalu- 
ated as to whether it is complying with the initial approval. 

Those are our comments, Mr. Chairman. Thank you, 
Mr. ROOERS. Thank you. Thank you very much. 
Dr. Ball ? 

STATEMENT OF DR. MICHAEL F. BALL 

Dr. BALL. The only additional comniont I would make is that in my 
position with the AAMC, I have been invited to participate in the 
deliberations of a committee of the Dopaftment of Health, Educa- 
tion, and Welfare that is reevaluating tlie NITI guidelines, and al- 
though it is not appropriate to specifically talk in too much detail 
alx)ut these guidelines, I think it is fitting to comment that these delib- 
erations have l)een extremely thoughtful and are pnx-eeding in a man- 
ner that will, I will say, update to 1973 guidelines that have been 
progressively improved over the yeai-s. 

I am very impressed with the way, in an adversary type of situation, 
we have debated the pros and cons of the patient protection com- 
mittee and the institutional review committee. I would be strongly 
in favor of not si)ecifically legislating the development of these kinds 
of committees at this time, but rather feel that the commission itself, 
in consultation with the Department of Health, Education, and Wel- 
fare, could develop a set of guidelines that would be to the benefit 
of both patients and investigators. 

Mr. ROGERS. Do you think they would come out with committees 
of that nature ? 

Dr. BAIX. I am not sure. W^e have discussed these types of com- 
mittees. One could carry the patient protection committee to the point 
where literally getting informed consent would require a full-time 
professional sitting in on every interview between a patient and a 
physician to be sure that the rights of the patient are protected. That 
is a very hea\'y time commitment. It might be appropriate in some 
circumstances, but I think that the idea of protecting tlie rights of 
the patient requires also a commitment to the fact that you have 
to also assume that the investigator is interested in the rights of the 
patient. 

Dr. COOPER. We would certainly hope that the revised guidelines, 
if they are adopted, might really furnish the base from which the 
Commission would develop its program and continue to refine it 
over the years as changes occur as it becomes aware of pails of the 
guidelines which should te revised. They would be a good starting 
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point, and the Commission would have a very good start in doing its 
work. 

Mr. KoGERS. "VVcll, as I understand it, then, you favor the establish- 
ment of a Commission. You do not tliink that you get into the busi- 
ness of immediately regulating from the Commission itself, nor should 
they set up these committees as yet, but they could look into it and 
make recommendations when it shoiUd be done ? 

Dr. COOPER. Right. 
Mr. ROGERS. Any questions ? 
Mr. CARTER. I am pretty much in agi-eement with what the gentle- 

men have said as to the functions of the committee. One thing that I 
was interested in was about the fetus—that there should be no pro- 
hibition on research activities involving fetuses and infants. 

Dr. Cooi'ER. At this time, sir, as specified in the bill. 
Mr. CARTER. Yes. 
Dr. COOPER. That is, that tlie guidelines which are now in the NIH 

policy or in the revised policy, should be implemented, or rather 
should be the guiding i)rinciples until the Commission can make a 
study of this matter and come to some specific recommendation about 
exactly what kind of control there should be. 

We are not saying that research on fetuses or infants should be 
carried on without any restrictions. "VVe didn't mean to imply that, 
and it may not have been clearly stated. 

What we really mean is that the prohil)ition, as stated in the bill, 
is not very clear. For example, it says: 

X'ntil such time after certification of institutional review boards liave been 
pstat)lislipd and tlie commission develops i)olicies with regard to conducting re- 
search on livinK fetuses or infants, the Secretary may not conduct or support 
research or experimentation in the t'nited States or abroad on a living fetus or 
infant whether before or after abortion. 

As you know, there are verj' few infants that result from induced 
abortions. I mean, the very language of it is not clear. 

The definition of fetuses, infants, and so on, is not clear, so we think 
the language itself is not very clear. 

[The following proposed new language was received for the 
record:] 

PROPOSED NEW LANGUAOE FOR SECTIOM 120."> 

We would like to offer new language for section 120.'5, along with definitions. 
We would suggest that the present language in .section 1205 be stricken, and that 
the following new language be subfitituted : 

"Until the Commission develops policies with regard to the conduct of research 
on the living fetus and abortus, the Secretary shall regulate research conducted 
on the fetus and the abortus, both before and after abortion, in such a way as to 
recognize the need to protect the products of conception and at the same time 
I)errait the conduct of essential bioniedical research." 

The terms we have employed In this suggested language are often used rather 
loosely by the public. In order to clarify their meaning, some si>eclfic definitions 
of tliese terms would be very desirable. For tlie purjmses of this legislation, we 
would define "fetus" as the product of conception from the time of implantation 
to the time of delivery from the uterus. We would define "abortus" as a fetus 
when it is expelled whole as a result of medical or surgical intervention under- 
taken with the intention of terminating a pregnancy, prior to viability. For the 
purpose of tliis legi.slation, this definition of abortus would exclude: fetal ma- 
terial which is macerated at the time of expulsion, the placenta, a dead fetus. 
and isolated fetal tissue or organs excised from a dead fetus. The "viability" of 
a fetus (which is determinwl after either a spontaneous delivery or an abortion), 
entails a subjective and objective judgment by the physician attending labor or 
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examining the product of conception. Viability is tlie al>ilit.v of tlie fetus, given 
tlie benefit of modern therapy, to survive to the point of independently main- 
taining vital functions, in which case the fetus is a premature infant. In general, 
and all other circumstances notwithstanding, a beating heart is not sufficient 
evidence of viability; an additional necessary condition is the possibility that 
the lungs can be inflated. Lacking this feature, no currently available mechan- 
isms to initiate or maintAin respiration can sustain life; and in this case, though 
the heart is beating, the fetus or abortus is in fact nonviable. 

Mr. CARTER. YOU explained it to my satisfaction. That woixld bear, 
almost, for examjile, on amniocencesis ? 

Dr. COOPER. Of course, it certainly would. 
Mr. Ro(5ERs. Mr. Hastings? 
Mr. II.vsTiXGS. Thank you. I think again your position was very 

well articulated here. The recommendation for changes in the makeup 
of the commission certainly are noted. I am not so sure I agree with 
the one that you made about Senate approval, you know, the bill says 
that the chairman, by advice and consent of the Senate, but your rec- 
ojnniendation is that all members should be subject to that. That might 
cause me a little difficulty. Other than that, your approach is not too 
luilike that of Dr. Chalmers, if I understootl it. You want the com- 
mission, but to slow down before we automaticiilly write into the 
statute an acceptance of the recommendations? 

Dr. COOPER. The reason that we recommend Senate confirmation 
is that this commission will be operating in an extremely sensitive 
area, and we think there ought to be full public debate on its mem- 
bership, all of its membei-ship. That was the reason for making that 
recommendation. 

Mr. HASTINGS. I guess you just may have more confidence in the 
Senate than I do. Thank you very much. I do appreciate your 
contribution. 

I noticed that in the last paragraph, tlie last couple of paragraphs 
of your statement, you mentioned that most schools cannot expand 
tltcir teaching operations without assurances of specific additional 
financial support. 

Dr. COOPER. We did make this point in our testimony. There is one 
further point I would like to call to the subcommittee's attejition. "We 
arc terribly conccrnetl alx)ut peer review and the cliallenges that are 
being made on the peer review system, which we think has served the 
Federal Government and the research establishment \ery well over the 
years. It lias made possible the kind of coopei-ation between the public 
and the private sector which has been one of the greatest successes 
of this country. We are very concerned alx)ut maintaining this rela- 
tionsliip and also the most appropriate expenditure of the funds that 
you appropriate. On the other hand, we are conc<»rned that the private 
sector does liave a way to involve and participate appropriately in 
the development of the administration of ]iublic policy on biomedical 
research. We do want to sec tliat those who do it liave .some input into 
what the programs are. So we are terribly concerned about peer nn'iew. 

Mr. HASTIXGS. Well, I thank you very much, all thi-ee of you. and 
in the words of the chairman. I would add your testimony will be 
most lielpful to this subcommittee. 

Mr. IvixsKRS. Dr. Carter? 
Mr. CHARTER. What is your information about jieer review? Would 

you elaborate on that ? 
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Dr. CooFKR. Well, sir, there have been a number of statements. 
Mr. CARTER. Or is it PSRO ? 
Dr. COOPER. NO. We were talking in this situation about the iieer 

review of the study sections, the coiuicils, and the other apparatus 
that has been so effective, we think, over the yeai-s. 

Mr. CARTER. Yes, sir. 
Dr. COOPER. In the National Institute of Health and in other pro- 

grams of DHEW. 
Mr. CARTER. Yes. 
Dr. COOPER. NO, sir, I hope we don't have to open up a discussion 

of PSRO's. 
Mr. CARTEH. YOU wouldn't want to take a position on that? 
Dr. COOPER. No, sir. I don't know whether it is appropriate to take 

fiftli amendments m front of sulx-ommittees of Congress or not, but  
Mr. CARTER. Well. I am a believer in peer review. I am not so sure 

I am a believer in PSIlO. Thank you verj' much. 
ifr. ROGERS. I am sure you know that when we had the training 

research bill on the floor, an amendment was added by the House 
itself prohibiting research on a fetus? 

Dr. COOPER. Yes. sir. 
Mr. ROGERS. With a heart beat. 
Dr. COOPER. Yes. 
Mr. ROGERS. And it did not prescribe infants as well. What woiUd 

you think if we left that as a policy until the commission made its 
recommendations; just restrict it to the live fetus? 

Dr. COOPER. Well, it gets into a very complicated area. It dejx'nds 
on what the definitions are. I mean, as I think Dr. Carter has pointed 
out, one might extend this so that amniocentesis might be considered 
as some kind of experimentation on fetuses. 

The NIH guidelines, it seems to us, particularly those develoix-d 
recently, give adequate protection for experimentation on fetuses, and 
jt would be our hope that those guidelines could serve as the basis 
for that kind of research until the commission could make a very 
thorough and deep study of this whole area to come up witli. let us 
say, ah approach which might be less based upon emotional feelings. 

^ir. ROGERS. Yes, sir. But I think it may be difficult for this com- 
mittee in conference not to recognize the House feeling on this par- 
ticular matter where it is restricted to fetuses and not to infants. This 
could cause some problems. 

Mr. CARTER. Mr. Chairman, on that very thing, amniocentesis, as 
Dr. Cooper stated, might be interpreted as experimentation. The fluid 
in which the fetus lives and cells from the fetus by which micro- 
scopic examination of the cells, by this method, it can be told if the 
fetus is normal or abnormal or wliat type of abnormality it might 
have. So I think that that should be considered. 

Mr. ROGERS. That may ha\e to be made clear in the conference report. 
Dr. COOPER. Yes. sir: because, as Dr. Carter said, it is rcally a matter 

of the definition of exactly what you mean and the word "fetus,'" that 
word is not very definitive and clear. So that we see that as one of the 
problems. 

Mr. ROGERS. It might be helpful for you to get us the definition, if 
it is appropriate. 
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Dr. Cliallenor, we are grateful for your being here, and I know 
Williain Hudnut would have liked to have been here. He had to 
catch a plane. He asked us to express his regrets. 

[Congressman Preyer subsequently submitted written questions to 
Dr. Cooper—the question and answers follow:] 

QUESTIONS SuBMimni BT CONGBEBBMAN RICHABDSOIT PBETEB AND AKBWEBS BY 
DB. JOHN A. D. COOPER, PKESIDENT, ASSOCIATION OF AMEKICAN MEDICAL COLLEGES 

1. "You may have heard me mention Dr. Bernard Barber's reeearch In con- 
junction with the work on his book Research on Human SuhjecU indicates that 
35% ol those institutions where less than all clinical research is reviewed were 
medical schools. Is this cause for concern?" 

Dr. Cooper: All of the nation's medical schools have established Institutional 
human experimentation committees. The purpose of these committees is to con- 
sider research proposals before any research is even conducted. These committees 
are usually responsible directly to the Dean or to the executive faculty. Thus, 
to the liest of our knowledge, all research involving liuman subjects Is subject 
to careful review in every school. Thus, I do not think Dr. Barber's comments are 
accurate. 

2. "What types of biomedlcal and behavioral research are the medical alleges 
Involved in?" 

Dr. Cooper; The nation's medical colleges conduct all types of biomedlcal and 
behavioral research. Their activities cover the full si»ctrum of such research, and 
reflect the same Interest and activities of other types of research institutions. 

3. "What standards must they adhere to? To whom do their researchers 
report ?" 

Dr. Cooper: Our medical schools have voluntarily adopted the DHEW policy 
guidelines as tJieir operating standards for all of their research, whether or not 
it is federally supjwrted. Researchers report to their principal Investigators, who 
are responsible to the human experimentation committee, to wliich 1 referred In 
an earlier question. 

4. "From where do the researchers draw their subject populations? Any 
medical students?" 

Dr. Cooper: Medical school researchers draw their subjects from two basic 
poptilatlon groups. Tlie first is the general patient population at an academic 
medical center. The otlier, or "si)ecial" population group, consists of volunteer 
normals, prisoners, and individuals with unique traits, such as carriers of sickle 
cell disease. It is the policy of the schools to discourage participation of medical 
students in research projects, but there are occasionally a few students who will 
participate anyway, usually as volunteer normals. 

5. "What is your feeling with respect to a National Board for the maintenance 
of uniform standards in human experimentation?" 

Dr. Cooper: The Association could support the concept of a National Board 
to maintain uniform standards in human experimentation. If this Board could 
remain flexible enough to cope with constantly changing technology and knowl- 
edge. A Board that is composed of individuals highly qualified by training in 
the areas of medicine, law, ethics, etc., and that is open to public and scientific 
comment and accountability is an excellent first step. It would be Imperative that 
this Board be able to constantly reevaluat* its policies and regulations both to 
assure maximum protection, and at the same time, assure maximum advance- 
ment in our efforts to better the quality of life. 

6. "What .sorts of things should the local Institutional Review Committees 
be conceme<l with? What ideally should their relationship be to tlie National 
Board?" 
primarily with the quality of the research conducted, and should function as the 

Dr. Cooper: The local Institutional Review Committee should concern itself 
local unit which carries out and enforces the standards promulgated by the 
National Boanl. The National Board should provide an additional review mech- 
anism whereby, at the request of the IRC, the National Board will offer con- 
Bultatlon in cases where the IRC believes that the exact ethical issues are unclear, 
or wLshes an additional level of decision making. Such a reference function would 
enable the Board to continually reevaluate its standards and carry out its 
statutorj- goals to the maximum extent possible. 
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7. "Is psychosurgery presently being taught in the colleges as a medically 
reliable technique?" 

Dr. Cooper: Psychosurgery is a highly specialized technique which has been 
carried out In only a limited number of medical schools. Because of its highly 
specialized nature, it would ordinarily not be considered In undergraduate 
medical education. There are a variety of views on the effectiveness of psycho- 
surgery depending upon various conditions for which it is proposed. The medical 
schools certainly would not consider it as a medically reliable technique for all 
conditions. 

8. "What is your reaction to a moratorium on psychosurgery (except in those 
cases it 1ms been shown to be medically effective, i.e. Parkinson's disease, 
epilepsy) until the Board is able to consider at length its eflScacy?" 

Dr. Cooper: We have no strong reactions to a moratoriiun on psychosurgery 
until guidelines can be developed by an appropriate review body. Such a surgical 
procedure should be allowed In such cases as epilepsy or Parkinson's disease, 
where a definite physiological disorder Is involved. 

Mr. RoGEits. The committee stand adjourned until tomorrow at 
10 a.m. 

[WhereuiJon, at 4 p.m., the subcommittee adjourned, to reconvene 
at 10 a.m., Friday, September 28, 1973.] 





BIOMEDICAL RESEARCH ETHICS AND THE PROTEC- 
TION OF HUMAN RESEARCH Sl'BJECTS 

FRIDAY, SEPTEMBER 28,  1973 

HOUSE OF RF;PKESEXTATI\'ES, 
COMMITTEE OX INTERSTATE AND FOREIGN COMMERCE, 

SUBCOMMITTEE ON PUBLIC HEALTH AND ENVIRONMENT, 
Washington, D.O. 

The subcommittee met, pursuant to notice, at 10 a.m., in room 2322, 
Kayburn House Office IJuildinfr, Hon. Paul G. Kogei-s pre.siding. 

Mr. Roc.ERs. The subcommittee will come to order. 
We are continuing our hearingfs on H.R. 10403 and other bills con- 

cerned witli the protection of human subjects in research programs. 
The committee is pleased this morning to have as its .first witness. Dr. 
Jay Katz, Yale University Law School, New Haven, Conn. 

We welcome you to the committee. You may proceed in any way you 
desire. 

STATEMENT OF DR. JAY KATZ, YALE UNIVERSITY LAW SCHOOL 

Dr. KATZ. Mr. Chairman and members of the subcommittee, in two 
earlier appearances before the Senate Subcommittee on Health," I 
have urged Congress to consider drafting legislation for the control of 
human experimentation. It was only after prolonged reflection that 
I have come to the conclusion that such a step was necessaiy; for in 
theory I would have favored self-regulation by the professions. But 
it is an inescapable fact that all professions have an inherent inca- 
pacity to promulgate meaningful self-regulation."" and the medical 
and behavioral science professions are no exception. They have been 
unable and unwilling to provide sufficient guidance to their investiga- 
tors or sufficient safeguards for the subjects of research. Thus the estab- 
lishment of a commission as proposed in Senate bill H.R. 7724 is essen- 
tial, not only for the protection of research subjects but also for the 
protection of the research enterprise and of society. I shall limit my 
opening remarks to an expansion of this triple theme as well as to a few 
recommendations about revisions in the bill now before you. 

»Katz. .7.: Opening statpment before SubcommUtee on Bealtli—subcommittee of Com- 
mittee on Labor and Public Welfare (Mar. S, 1973). 

• Katz, .T. : Opening statement before Subcommittee on Health—subcommittee of Com- 
mittee on Labor and Public Welfare (.Tune 30.197.S). 

'TuskPcee SvphlUs Study Ad Hoc Advisory Panel: Final report of Suhcommltfee on 
Charpe III (.TaV Katz. chairman). Washington, D.C.: U.S. Department of Health, Educa- 
tion, and Welfare fl973). 

'Kntz. .7.. and Capron, A. M.: Social Factors Affecting the Modem Treatment of Tata- 
ittronhic DiBcases (Contract No. HSM 110-69-210), Washington, D.C.: National Center 
for Health Services Research and Development (July 1973). 

» Katz, J.. with the afsi.'itance of Capron, A, M., and Olaiis, B. W.: Experimentatiot 
With Human Beings. New York : Russell Sage Foundation (1972). 
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rROTECTlOX   OF  SUBJECT,  RESE.ARCH,  AND  SOCIKTT 

I do not wish to describe to you in detail once again examples of 
unconscionable or thoughtless abuse of research subjects. By now they 
must be well known to you. Indeed, an unremitting focus on such 
dramatic transgressions obscures the realization that tliey are only 
symptoms of an underlying disease which has wider ramifications and 
affects tliough in less obvious a fashion, many, if not most, research 
projects. 

Let me instead discuss some of the isues which underly contemporary 
research practices. The i-ecently aborted Detroit psychosurgery experi- 
ments were not stopped by DHEW regulations; in fact, they had 
passed the procedural hurdles laid down in the Department's guide- 
lines. The experiments were halted through the efforts of an intrepid 
gi-oup of lawyers who petitioned the court for a review of the proposed 
study. But even more important, this type of research is neither an 
isolated case of multilative brain investigations nor an isolated 
case of research with prisoners. Its dramatic quality and, in this in- 
stance, fortunate outcome should not deny the reality that research 
with prisoners is currently being conducted in our country at an un- 
precedented rate, unknown to the rest of Western society. 

Yes, these projects are being "reviewed" by institutional review 
committees, and the prisoners are said to lobby for participation and 
to give their consent eagerly. But they do so because participation 
provides tlicm with opportunities to earn some money, or to live for 
a time in research imits superior to the squalor of their ordinary 
existence. These facts raise complex questions which extend beyond 
infonned consent and even risk taking, though they are troublesome 
questions in their own right. ^Vhat I have in mind are such questions 
as: To what extent should investigators be allowed to exploit the un- 
fortunate conditions of prison life, or how widespread a use of prison- 
ers should a society tolerate for research purposes, or what impact 
will the increasing participation of prisoners in research liave on the 
administration of justice ? 

These are only some of the questions which. I submit to you, members 
of indiA'idual review committees have neither the capacity nor the 
time, interest, and resources to confront. To define the issues and to 
formulate meaningful regulations require the establishment of a Com- 
mission which can survey what is happening throughout our prison 
system and whose task it is to formulate specific guidelines for the 
emplo-vnnent of captive populations in research. And this group must 
consisrt not only of representatives of the biomedical and social science 
research professions, but of other segments of society as well. 

The recent controversy over expei'imentation with fetuses also 
demonstrates the need for formulating overall research policies. Even 
thougli the likelihood of such research could have been predicted long 
ago, indeed DHEW must have known that it had already arrived on 
the scene, the Department left it soleh' to the fiOO or more indi\ndual 
review committees to establish their own policies. This is not only an 
imnecessarily repetitive assignment, but also a responsibility to which 
these committees could not rise. I^et me emphasize again that these 
committees have neither the time nor the interest nor the capacity to 
imdertake this assignment. ITiis is a most important point because 
DHEW relies so heavily and almost exclusively on these committees. 
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Moreover, such decisionmaking sliould not be made beliind closed 
doors. The decisions arrived at deserve publication, so that not only 
the public can participate in approving, motlifying, or proscribing 
such research practices, but also the scholarly community—for ex- 
ample, lawyers, doctors, historians of science—can contribute to the 
debate on the safeguards which should be provided for such activities. 
'•From this," as Professor Calabresi has put it, "a sense of what society 
at large deems proper in medical experiments might well arise * * • 
[taking] into account much broader sources of information as to socie- 
tal values.-'" Senate bill 7724 provides for the creation of proce- 
dures which will insure publication and review. 

I have recently been a member of the Artificial Heart Assessment 
Panel convened by the Heart and Lung Institute. We learned that 
before too long artificial hearts may be available for human implanta- 
tion. The availability of such devices will require the resolution of 
such complex issues as subject selection, particularly since at first the 
de\nces will be in scarce supply; risk taking, and a calculus for bal- 
ancing risks against expected benefits; the boundaries between experi- 
mentation and therapy, for labeling it cither, will have significant 
consequences; et cetera. Under existing policies, all these decisions are 
left to individual review committees, and again I submit that they 
cannot handle these assignments. Indeed, the creation of the proposed 
Commission should provide the opportunity to study these problems 
and to propose rules and procedures long in advance of the first hiunan 
trials. 

Not so long ago coronary artery bypass surgery was introduced as a 
surgical treatment for certain heart diseases. The operation is now 
being employed in thousands of patients each year, though the merits 
of the procedure have not been established through prior careful clini- 
cal trials. At this time, with claims of therapeutic effectiveness drown- 
ing out doubts, it is difficult to conduct a double-blind study to test 
these assertions because patients cannot easily be asked to forgo a 
treatment that is advertised as being "effective." The proposed Com- 
mission would be in an authoritative position not only to devise .stand- 
ards for the conduct of urgently needed double-blind experiments but, 
even more important, to establish standards for the conduct of care- 
ful clinical testing before any major biomedical innovation is intro- 
duced on a massive scale. 

Let me underline here that in this instance, and it is one of many, 
the Commission can plaj' a major role in improving clinical research 
practices which have lono; suffered from unsupported claims of thera- 
peutic merits based on faulty and careless methodolog\-. Moreover, 
double-blind .studies, in which neither subjects nor investigators know 
which of two procedures are administered, or single-blind .studies, in 
which subjects alone do not know, raise important issues for the in- 
formed consent process since in carrying out such studies at least some 
information must be kept from the participants. These decisions 
should not be left to the research community alone, since they involve 
fundamental i.ssues of social policy; for example, the impact of such 
practices on "thoroughgoing self-determination," a fundamental posit 
of our legal system. Again DHEW regulations do not address thera- 

• Calabresi, G.: "Reflections on Medical Experimentation In Humans," 98 Daedalus 400 
(1969). 
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selves to these problems, nor do I believe that the underlying philoso- 
pliy of tlicse regulations reiidily pei-mits their meaningful confronta- 
tion. 

Finally, the widespi-ead use of children for research raises many 
troublesome problems. The controversy over the AVillowbrook hepa- 
titis studies demonstrates the need for a searching inquiry into the 
widespread use of institutionalized children for experimental pur- 
poses; the exploitation of substandard conditions, which aggravate 
diseases from which children are suffering, as a felt necessity for the 
conduct of research; the use of children when adults might serve as 
subjects instead; et cetera. Moreover, who should give consent for 
rescarcli with children; are parents, superintendents of institutions, 
legal guardians always best situated to do so? One fact I have no doubt 
about; namely, that children are used for research with all too im- 
necessarj' ajid thoughtless frequency. 

What are the significant features of the bill before you? I would 
single out three: 

(1) A central group will be responsible for fornuilating policies 
instead of the hundreds of individual review committees which can- 
not be expected to assume tliis complex task. 

(2) "Outsiders"' wiio can represent and protect individual and 
societal values and interests will be included in policy formulation and 
nrview. 

{?>) Procedures are created for the publication and review of im- 
portant decisions. These provisions will radically change the currently 
uniformed and secretive climate which pervades research decision- 
making. 

KEC0M5IKXDATI0XS FOR REVISIONS 

Section 1201(a) provides that the proposed Commission be "estab- 
lislied within the Department of Health, PMucation, and Welfare." 
I believe that the Conunission sliould be independent of DIIEW, for 
the Agency whicli both conducts a great deal of research itself and 
suiqjorts much of the research that is carried on elsewhere, is not in 
the l>est position to regulate dispassionatel}' the human experimenta- 
tion process. If tlie Commission must remain within DIIEW, every 
ert'ort sliould be made to give it as nuich Ludependeuce as jjossible and 
this should be reflected in the propo.sed legislation. For example, the 
National Transportation Safety Board, which is a part of the Depart- 
uient of Transportation is accorded sucli independence: "In the exer- 
cise of its functions, powers, and duties, the Board shall be independent 
of the .*^ocretary and otiier offices and officers of the Department."" 

By i>lacing tlie Commission within DHEW, its authority may ex- 
tend only to research supported by the Department (see also sec. 1203 
(a)). I believe that at least all federally supported research involving 
human subjects should be covered by the act, whether such research 
is conducted in intramural or extramural settings, or sponsored In- 
other governmental agencies, such as the Department of Defense. 
Moreover, serious considerations should be given to extending the 
authority of the Commission to all human research activities conducted 
throughout the United States, whether federally supported or not. I 
appreciate that section 1202(a)(5) asks the Commission "to recom- 

' Public Law 89-670 | 5(f). 80 Stat. 935, 936 (Oct. 15, 1966). 
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mend to Coiifjrcss * * * an appropriate mechanism to broaden the 
Sfope of the committee's jvirisdiction," but perhaps you can move in 
tills direction already at this time. 

Section 1205(b) (2) provides that the Institutional Review Boards 
"be composed of sufficient members, including religious leaders, persons 
schooled in ethics, and non-health-caro professionals, with such vary- 
incr backgrounds of competence as to assure complete and adequate 
review." I would suggest instead that the administration of research 
be left, primarily to tlic researchers' professional peci-s. Once adequate 
research policies have been formulated by the Commission and satis- 
factory review mechanisms have l)een established—and it is at these 
stages of the process wliere the participation of a broadly representa- 
tive memberehip is required—"outsiders" should intervene as little as 
possible in the administration of these policies. Thus, "outsiders" must 
be represented on the Commission but they should not interfere with 
the day-to-dav professional decisionmaking; instead, the Institutional 
l{pview Boards should be advised, as provided in section 1207 (4) and 
(5) of the bill, to seek the assistance of the Commission whenever issues 
arise, not yet covered by existing policies, that require deliberation by 
the more broadly i-epresonted body. Therefore I would pi'opose that 
"outsiders" on the Institutional Review Boards be limited to the Sub- 
ject Advisory Sul)committces where they can make a valuable contri- 
bution to the supervision of the consent process. 

Most important, the Commission should not 1)0 asked to undertake 
the duties specified under title III. As Senator Hughes pointed out so 
cogently during the Senate debate of H.R. 7724, 

I am not entirely convinced that a single Commission, even with a staff of 
exiierts mid consultants, can i)erform both tasks. It may well be that two .separate 
fiinimissious should be created. . . . Otherwise, we may find that the immediate 
ta* of devising aitjiropriate standards and regulations will take precedence 
over the longer term intellectual exploration whidi could ultimately be far more 
.siguitieaut. 

The ta.sk of devising appropriate standards is a complex and difficult 
a.^signmont in itself and I am afraid that Ijoth deliberations will be 
adversely affected if the Commission remains burdened with the dual 
assignment. I .strongly urge yoti either to provide for the appointment 
to two separate commissions or, in the alternative, to sjiecify that the 
Xational Conwnission for the Protection of Iltnnam Subjects only 
address the second assigmnent once it has its first assignment well iii 
han<l. Indeed the former assignment may benefit from the experience 
gained in devising approjiriate standards and regulations. 

One final point, since the Commission must address itself to com- 
plex issues, it would be advisable to give it sufficient time, perhaps 2 
years, before it must repoit to the Congress on the various guidelines 
it has fashioned. I hope and expect that the Commission will have the 
capacity to make certain recommendations earlier, but it should not 
be forced to propo.se a complete set of recommendations hurriedly and 
unreflectively, 

CONCXrSION 

It has been insufficiently recognized that the major problems in 
human experimentation are not resolved by only defining the risks 
and injuries wliicli subjects should or should not suffer from iiarticipa- 
tion in research. The emphasis on risks has blinded the scientific com- 

S-VSa."!—74 IS 
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munity to safeguarding other values basic to our democratic society; 
for example, the right of individuals to thoroughgoing self-determina- 
tion about anything -which affects their mind and bodv. I submit that 
a scientist does not have an inherent right either for the sake of 
progress or for the sake of freedom of scientific inquiry to conduct, 
without consent, deception experiments, secret observations, double- 
blind stiidies, drug testing, et cetera. Society, through legislative ac- 
tion, may Avisli to delegate tliis right to him, but it has first to be so 
delegated. 

None of what I have had to say should bo construed as an attempt 
to stifle research. Medical research has made great contributions to 
the alleviation of human suffering in the past and should be encouraged 
to do so in the future. 

Indeed, I believe that with greater public participation the demand 
for research will increase in intensity because society has always had 
an abiding interest in benefiting from the advances of medical knowl- 
edge—disease and death are enemies which the public dreads as much, 
if not more, than do the professionals. But at the same time I value 
resjiect for the dignity and integrity of man even more than the 
advancement of science. For pi-ogress, as the philosopher Hans Jonas 
has pointed out, "is an optional goal" and we have much more to lose, 
as we have lost already, from "the erosion of moral values" * wliich 
inevitably follows any unauthorized invasion of man's mind and body. 
The bill before you seeks to create rules and procedures for the protec- 
tion of the rights of subjects, the welfare of society, and the claims of 
science, and it does so with the underlying intent of raising to con- 
sciousness a greater appreciation of the "social costs" we are willing 
to tolerate. This is all to the good. 

Mr. ROGERS. Tliank you very much, Dr. Katz, for a very excellent 
and a most helpful statement. 

Mr. PREYER. Thank you. Dr. Katz. I bring you greetings from your 
colleague Alex Bickel whom I saw last night. I appeared with him on 
a program in Boston and I think I convinced him I need a refresher 
course in law school on courtroom procedures. I must say your testi- 
mony is as impressive as he led me to believe it woidd be. It is full of 
so many good things it is tempting to go through and ]5oint to one 
statement after another Avhich you have made which I think are very 
important. 

Certainly you make a powerful argument for a Commission rather 
than leaving this to the HEW as they ask. I certainly agree with you. 

You mention the number of these individual agencies and divisions 
that have individual review commissions in tliis type of behavioral 
biomedical research. I gather there is no central clearinghouse. An 
HEW witness said that their guidelines are disseminated throughout 
all of these different groups and, therefore, there is some sort of unity 
to it. Are you aware of what sort of dissemination of these guidelines 
are available and what sort of enforcement mechanism is available 
to pull this together? 

Dr. KATZ. Yes; I have sat on two review committees myself and we 
work with a yellow booklet of guidelines which HEW lias prepared. 
But as we argued in our final report on the Tuskegee sypliilis study, 
the guidelines are confusing, in part because they cannot be spelled 

».Tonfts,   H.:   PhUosophlcnl  Reflections  on  Experimenting  With   Human   Subjects,   78 
Daedalus 245 (1969). 



221 

out in a short booklet. And no prcedures have been established for in- 
terpreting what the "terms of art" contained in the booklet mean. 
What do we mean by informed consent ? What do we mean by risk-- 
benefit equations? There are no provisions for the institutional re-- 
view committees to get guidance with respect to interpretation. That' 
is one problem. 

The second problem, which I tried to address in my opening state-- 
incnt has to do with the fact that there are larger issues that are not 
even considered by the HEW guidelines. 

I recently met with a member of a committee which reviews pioto- 
cols of research projects conducted in prisons. When I started talking' 
to him about some of the larger issues that required consideratioif 
before one can ever review an individual protocol; he was soon ap- 
palled because he had never thought about these issues and HEAV 
has never addressed itself to them either in its guidelines. 

Mr. PREYER. I think you make the point very well that these ques- 
tions should not be decided behind closed doors. The rights of the in« 
dividual involve more than just medical questions. 

I would like to ask you one more specific question. You have indi- 
cated a real sensitivity to the problems of experimenting with captive 
populations—prisoners, mental health patients. The Butner Federal 
Corrections and Behavioral Kesearch Facility in my home State of 
North Carolina is under construction. In your judgment, can we ever 
be truly successful in eliminating the coercive atmosphere of such an 
institution so that we have anv such thing as a mwmingful consent 
procedure? Can you set up guidelines that will work in that atmos- 
phere? 

Dr. KATZ. NO; and that is a very, very important point. The whole 
issue of coercion needs to be studied in great detail l)ecaus(! first of 
all, coercion is a fact of life. It surrounds all of us. In certain settings 
it becomes a more important issue. The more captive the population, 
the more important the problem. We have to Ijcgin to figure out wlien 
we will disregard coercion an<l under what circumstances we will 
assert that for certain kinds of experimentation the coercive asjjects 
are too great, and therefore we do not wish to permit a particular 
experiment to be conducted. For example. I disagree with the decision 
of the Michigan court in the psj-chosurgery case because the Michigan 
court based its judgment on a reluctance to trust the consent of insti- 
tutionalized prisoners. From all I have read about the case, I would 
argue that its in:estigatoi-s probably obtained as good a consent fi-om 
the prisoner as they could get under any circum.stances and that the 
3Iichigan court should have decided this case on the ground of public 
policy; namely that this type of nnitilative surgery, wliile it is still 
so highly experimental, should not be inflicted on any institutionalized 
prisonei-s in our midst. AVe have to think these issues througii very 
carefully and figure out in what directions we wish to move. 

I submit there is nobody in HEW who addi-e.sses itself to these 
complex problems, and I hope that the Commission will do so because 
that will be their assigmnent. 

Mr. PREYER. Thank you again. I think your recommended revisions 
are verj' interesting. 

I have introduced a bill—II.R. 10573—which includes some of 
those. You mention that the Commission should be independent of 
HEW, with which I agree. 
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You also tliiiik we should consider extending the authority of the 
Commission to all human research activities. The bill I have introduced 
does extend the authority somewhat. You ha\e made some other very 
interesting suggestions and your testimony will certainly be helpful 
to the committee. 

Mr. KATZ. Thank you. 
Mr. RooKRS. I was interested in following up on the question of 

coercion. For the most part, who are i)eoi)lc who volunteer, not in 
thera])y situation, but simply volunteer for research projects? Are 
thej- i)eople who need money or mainly ])risoneis or is it someone who 
is just interestexl? Are they medical students? Are they nurses? "\\1io 
have you found are those who would volunteer and what is the incen- 
tive?" 

Dr. KATZ. Mr. Rogers, the interesting point is, and I have talked 
about it at great length with scientists on many occasions. I have urged 
them to conduct studies on volunteering. We have relatively little data 
on this point. Surely medical students, members of the ])aramedical 
and parascientific communities have volunteei'ed for experimentation. 
There is some data on this topic in mere therapeutic settings; for 
examjile, about organ donations. People apparently volunteer and 
some have been subjected to careful j^sychological examination. It was 
found that they were as healtlij' as most of us are and that there ceases 
to exist an altruistic motivation for volunteering. I think there will 
always be ])ersons who will come forward for all kinds of reasons and 
who will voluntf>er. But we need more data on this. Mv hunch would 
be, from what I know about human psychology, that there is a much 
broader base within the population for participation in research than 
even the research community assumes. There exists a ^•ery curious 
situation within the research community; it suspects iieople who come 
forth and volunteer from the commuJiity at large, it does not trust 
their motivations. Even though all studies seem to indicate that their 
willingness to volunteer is trustworthy. 

Mr. RocKRS. I just wonder, when we talk about the freedom of con- 
cept, say, in an institution, you tlien equate it with some one is in a 
very low economic group and he needs money. Is that a like pressure, 
even though he is not confined? Is there much difference of pressure? 
A man may want cigarette money for being in prison. This man may 
want it for food outside ? Is there a difference ? 

Dr. KATZ. It is really not a qualitative difference. It may be a quan- 
titative difference. Again, the Commission will have to address itsidf 
to this question, as the research community should have, because there 
has l)een a deliberate attempt to use primai-ily pereons from the lower 
socioeconomic group as research subjects. The Commission will have 
to confront the question to what extent should a cross-section of the 
poiiulation be used for exjierimentation? .\t all reeearch centei-s not 
only patients from the wards but also patients from private and semi- 
private pavillions should be approached and asked to jiarticipate in 
research that benefits all of us. 

Mr. ROGERS. Should we have different rules and regulations and 
should we ask for it for research having to do with therapy? Should 
we ask for it for those invoJ vcd in that type of research and the patients 
involved, and that research regardinj; a Aolunteer situation which is 
not in relation to therapy for the individual ? 
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Dr. KATZ. Yes, Mr. Ko<i:ci-s, and that is a very, very complicated 
problem. 0)io might arfrne that we need more stringent standard.^ for 
research with patients tlian with volunteei-s because volunteers at least 
know that they are part of a research effort. Patients often do not know 
to what extent new jnocedures are being tried out for tiieir benefit or 
to what extent thev are also being used for the acquisition of knowl- 
edge. This is becoming an increasingly important problem. 1 tliink 
this issue may explode in our faces one of these yeai-s, because the re- 
search piofession botli wittingly and unwittingly are calling more 
and more studies tlierapeutic rather than experimental, because in the 
therapeutic setting tliey have nuich greater authority to proceed than 
they now have in the experimental arena. The Commission has to ad- 
dress this issue, too. 

Mr. ROGERS. I understand you are addressing double-blind studies. 
Is not the problem there one where we may have some knowledge, 
some indication that a drug or what ever we may be using is beneficial 
or has a good chance to be beneficial and vet we are not using it pur- 
posely on these others to prove a point. AVould that be a proper way 
to nroceed ? 

Dr. KATZ. What I have in mind is. and this also requires further 
discussion, that at present double-blind studies are very difficult to 
carry out liecause as soon as a new pi-ocedure or a new drug comes on 
the market, it is immediately Ix^ing tested out in clinical settings. Ix-t 
us assume that the drug has some benefits, and that reports are pub- 
lished that there are good benefits, then it is very hard to carry out 
afterwards a double-blind study. I believe that serious consideration 
should be given to the proposition, and this may create new problems, 
that Ijcfore any new therapy is introduced, a careful double-blind 
study must be carried out. At that point since one really does not 
know whether the therapy is beneficial or not, it is ethical to carry 
out a double-blind study. Today, it is hard lo conduct a double-blind 
study on coronary artery bypass surgeiy lx;cause so many claims about 
therapeutic effectiveness have been made. 

Mr. ROGERS. Did they carry on animal studies? 
Dr. KATZ. Yes, although I am not familiar with all of the technical 

aspects. 
Mr. CARTOR. YOU think double-blind studies should be carried out to 

test the therapeutic effectiveness of various procedures; is that correct ? 
Dr. KATZ. I would think so but they raise jiroblems. 
Mr. (yARTEK. Would you consider the treatment of syphilitics down 

near Atlanta as being a double-blind study ? 
Dr. KATZ. NO ; it was not a double-blind study. 
Mr. (BARTER. In what way was it not ? 
Dr. KATZ. First of all, it was a single-blind study; they used con- 

trols and they used experimental subjects who knew nothing al)out 
what was being done to them and why they were participating in this 
project. 

Mr. CARTER. YOU say you approved of the studies concerning the 
bypass operation of tlie human heart. Of course, we get into a very 
serious consideration from what I have read and what I have seen of 
this. I think the bypass procedure is quite effective in many cases. We 
have two groups and we deny the benefits to one and do not deny them 
to the other. If we do this, are we morally right? 
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Dr. KATZ. May I add two things. When I say I would have no 
problem with double-blind studies, this does not mean that society 
may not liaAe different convictions about them; society may say no, we 
do not wish to have double-blind studies performed for x, y, and z 
reasons. In order to liave double-blind studies, there needs to be first 
•of all societal approval for the conduct of such studies. We do not 
have mechanisms for obtaining said approval at this time. 

Two, when you do double-blind studies, you may be able to tell the 
persons involved, "Look, we want to conduct a double-blind study. Wo 
want to randomly assign you to one group or another. Do you wish to 
participate in this?" Consent is not completely ruled out by double- 
blind studies. Only certain aspects of the disclosure pi'ocess has to be 
modified. This was not true in the Tuskegee sypliilis studies. The sub- 
jects did not even know they were part of an experiment during the 
entire 40-year period. 

Mr. CARTER. There were subjects treated and were not, did not know 
whether they were receiving treatment or not. 

Actually I think, Mr. Chairman, there are many people wlio have 
these heart conditions and need bypass surgerj-, but refuse to have it 
because of fear. They could be in one class, those who do not choose 
to have it, and those who do choose. By that we can have a comparison 
of tlie relative effectiveness of treatment and not treatment. 

Dr. KATZ. The research commimity would be dissatisfied with this 
procedure because it gets into the problem of who selects himself in and 
who selects himself out, and this selection factory complicates the 
evaluation of a research project. 

Mr. CARTER. He is still master of his fate. Take tliose people who 
need bypass surgery but don't want it. They are willing subjects for 
your study and doing nothing to them, but you can compare them 
with those who do want it and most of them who have coronary in- 
sufficiency and whose life expectancy is short do want the surgery, 
then there you have your two ways of comparing this. 

Dr. KATZ. Your points are vciy well taken, I think they illustrate 
tlic need for having public discussions and public airing of these is- 
sues, however, such opportunities are not available under the exist- 
ing system. 

Mr. ROGERS. Let me ask j'ou, should there be an ajipeal mechanism 
of some type ? 

Dr. KATZ. Yes, there has to be. 
Mr. ROGERS. When there is a ruling against the person they have 

some forum to go to to appeal. 
Dr. KATZ. Yes, Mr. Chairman. 
Mr. CARTER. Mr. Chairman, would this go down to every person iin- 

dersroing research ? 
^Ir. ROGERS. In other words, should this apply to all research proj- 

ects : in other words, where the investigators  
'Slv. CARTER. Not just the projects, but the individual cases. 
Dr. KATZ. Individual subjects? 
^Fr. CARTER. Yes. 
Dr. KATZ. Wio may wish to do what ? 
^fr. CARTER. On which doctors are conducting research studies. 

Should our Commission consider each individual case throughout the 
United States? 

Dr. KATZ. Xo, they should not. 
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]Mr. ROGERS. I think what we are thinking of is where an investiga- 
tor comes in to do something and the committee mechanism says no. 
Should he have tlie right to appeal it to have some other group dis- 
cuss it with him. 

Dr. KATZ. That is most important. History tells us tliat the conduct 
of important research has not been impeded by societj', but by mem- 
bers of the profession. Therefore, the appeals procedure would serve 
the useful function of bringing rejected research to the attention of 
others. 

Mr. ROGERS. Should there be research at all on uncomprehending 
patients, mental patients, maybe children. 

Dr. KATZ. Yes, but the condition for their participation have to be 
very carefully worked out. 

Mr. ROGERS. Thank you, Dr. Katz. 
Dr. KATZ. Thank you. 
Mr. CARTER. Thank you. Doctor. It is very nice to talk with you. I 

think a Commission for setting down guidelines would be perhaps all 
right, but I think it could certainly go too far if every case throughout 
tlie country were considered before research should be imdertaken in 
this case. It would absolutely halt research in its tracks as I see it. 

By the way, I was just trying to think of who used neoai-sphena- 
mine? 

Dr. KATZ. Dr. Ehrlich. 
ilr. CARTER. In developing arsphenamine up to that time, we had 

no adequate treatment for S3'philis except mercurial rubs. Arsphena- 
mine was quite a successful treatment. 

Dr. IvATz. It was. 
^Ir. CARTER. In developing that, how many people died of the efiFects 

of arsphenamine or neoarsphenamine ? 
Dr. IvATz. I don't know, but I would think a considerable number of 

people. 
^Ir. CARTER. Well, of course, that is quite true. 
Dr. I^Tz. Maj' I say something. It is a very important point. A 

price has to be paid for progress. I am not suggesting that research 
should be halted just because there may be risks to individuals, but wo 
have to figure out what price we want to pay for progress and under 
what conditions. 

Ml". CARTER. In these cases, of course, these people would have suf- 
fered different degrees of syphilis and probably eventual death or 
insanity. 

Dr. KATZ. That is true. 
ilr. CARTER. Some of them died, but ho developed neoarsphenamine 

that saved thousands more; is that correct? 
Dr. KATZ. That is correct. 
Mr. CARTER. DO you remember the development of the vaccine BCG 

by tiie French? "\Vc had a rather had effect from that; isn't that true? 
Dr. KATZ. I am not familiar with that. 
Mr. CARTER. That was a tubercular vaccine developed in Paris 

around the turn of the century. They had 106 deaths when they tried 
to immunize people against tuberculosis. Yet BCG is used perhaps 
with great success today in the treatment of cancer. We lost .some lives, 
but we stand a chance of saving millions more; is that not correct? 

Dr. KATZ. Yes. 
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Mr. CAUTER. Tlmnk you vpiy miicli. 
ilr. ROGERS. Dr. Katz. tliank you so much. We are very grateful 

for you beinp here and sharinjj your views with u.s. 
Our next witness is Dr. Bernard Barber, chairman of tlie Depart- 

ment of Sociology, Barnard College, Columbia University. 
•\Ve welcome you to the committee. You may proceed as you wisli, 

Mr. Barber. 

STATEMENT OF BERNARD BARBER, PROFESSOR AND CHAIRMAN, 
DEPARTMENT OF SOCIOLOGY, BARNARD COLLEGE, COLUMBIA 
UNIVERSITY 

Mr. BARBER. Mr. Chairman, members of the committee, thank yoti 
for the opportunity to express my approval and ivcomnicnd your posi- 
tive action on the bill wliich is before you today, tlic Protection of 
Pluman Subjects Act. 

May I say just a few words, first, about my experience with this mat- 
ter ? As a sociologist, I have In-en concerned with the problems of medi- 
cine, the professions, and science during my whole professional career. 
As a result of this longstanding concern, I have wi'itteii several books 
and articles on these problems. More recently, during the last 4 years, 
together with three colleagues, I have been engaged in intensive re- 
search on the ethics of human experimentation. Without support from 
the Russell Sage Foundation, my colleagues and I have done two 
studies: One on a nationally representative sample of 2!)'2 biomedical 
research institutions using human subjects; in the .second, on a sample 
of 350 res<>arch physicians using liuinan subjects in two institutions, 
one we called Univei-sity Hospital and Researcli Center, the other 
Community and Teaching Hospital—two typical research settings. 

Confidentiality was, of course, guaranteed all our respondents. Fin- 
ally, during the years 1966-70,1 was a member of the Drug Research 
Board, National Academy of Sciences—^Xational Research Coimcil, 
and had many occasions during that service to discuss with my medical 
colleagues on the Board, and with the Commissioner of the Food and 
Drug Administration, some of the problems before j'ou in your present 
hearings. 

Perhaps I can best express my approval of the act by the form of 
necessarily brief answers to three essential questions. 

The first question is: Is there a need for control and regulation of the 
widespread and indispensable practice of using human subjects in bio- 
medical and behavioral research? If one but scans the evidence now 
available from research studies, from testimony presented before the 
Senate committee in its March hearings, and from journalistic reports 
of the Tuskegee syphilis experiments, the answer to this question is 
"Yes." Although ethical procedures have improved since the NIH 
mandate of peer review in 1966, for all the research it funded, ethical 
practice in the use of human subjects is still unsatisfactory in the light 
of what the public demands and what the research profession pro- 
claims to be its own humane standards. Among other defects, and 
evidence collected in our study and in that of Prof. Bradfor Gray of 
the University of North Carolina on present practice, shows the 
following: 

(1) At least a significant minority of research studies are still being 
done where risks exceed benefits to subjects. 
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(2) Where such less favorable studies are being done, tliey are more 
likely to be done on wai-d and clinic patients than on private patients 
('\'en in our most distinguished univei-sity hospitals and research 
centers. 

(;}) The ignorant, the poor, and the etlmically despised are more 
likely to be used as subjects, partly just because they are more often 
ward and clinic patients, but partly also because their handicaps make 
them more available. 

(4) Prisoners and other captive populations are not adequately 
IJrotected against abuse in experimental studies. 

(5) Training for the ethical problems raised by experimentation is 
either nonexistent or casual not only in medical and other graduate 
scliools but in intern and residency programs. 

Senator Javits has introduced in the Senate a bill to provide funds 
for medical schools to improve these ethical training programs in the 
medical fields. 

(6) The widespread overemphasis on science as against humane 
li-eatmeut leads to questionable research by both the relative failures 
in science and by the excessively ambitious and competitive. 

(7) In a whole series of ways, such as lack of continuing review and 
lack of appeal procedures, present peer review committees do not func- 
tion as ell'ectively as they might. 

(S) In many institutions, even those which presumably review all 
research, at least 10 percent of the research is still not being reviewed. 
TJiis is what our research has shown. 

And finally. (9) tlie medical schools, which are the self-proclaimed 
etliical as well as scientific leaders in the profession, Iiave failed to jus- 
tify tlieir claims to etliical leadership. This is seen m their educational 
defects, but also in the functioning of their peer review committees, 
wliero one woidd ex]K'ct leadership and excellence, are certainly no 
better, and in some respects arc worse, than committees in otlier typos 
of research institutions. 

The second question I want to answer is, does the bill you are consid- 
ering promise to improve significantly present and future practice in 
the use of human subjects in research? I think it is indispensable for 
such improvement. There is neither time nor need to consider all its 
detailed provisions. I would like to single out some of its more general 
viitues. 

Here I shall inevitably be repeating what Dr. Katz has said, and I 
would say I would be proud to associate myself with his statement. 

One of these viitues is that the establishment of a National Conmiis- 
sion for the Protection of Human Subjects would transform a funda- 
mental moral problem from a condition of relative professional neglect 
and recurrent journalistic scandal to a condition of continuing public 
aiul professionals alike, need to have our level of consciousness raised 
in this area. Acknowledging that we have a problem and that we now 
liave a societally supported obligation to alleviate it is a prerequisite to 
the rational and cooperative program of improvement that the act 
prescribes in the duties of the Commission. 

But good intentions and moral declarations are not enough. Another 
virtue of the act is that it provides, not only in the persons of the Com- 
missioners but in those of a full-time Director and staff, the necessary 
resources for carrying out the high purposes of the Commission. 
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One of the defects of our present situation is that there is a gross 
shortage of pereonnel and resources, both within the Government and 
from the relevant professions on an ad hoc basis, to cope with the 
tasks which are presently prescribed. The peer review committees have 
not had face-to-face meetings in many cases, nor do they ha\-e con- 
tinuing review, nor is an appeal procedure available. Regulation of 
the use of liuman subjects is too important to our values to be any 
longer deprived of the means necessary to make it truly effective. Ade- 
quate personnel and resources on the Commission will make possible 
not only proper attention to day-to-day tasks but to special problems 
as they arise. Eight now, for example, we ought to have Commission- 
appointed and Commission-supported groups studying such problems 
as the use of prisonere as subjects, what is to be done about research 
on children, the dilemmas of experimental psychosurger}', and the use 
of humans for research in vitro fertilization. For lack of present re- 
sources there is a pileup of such problems right now, but it is in the 
nature of scientific progress to continue to raise new ethical problems 
in the use of human subjects. The Commission will alwaj's have to 
confront a mixture of novelty and routine. 

Finally, a third general virtue of the Commission is that it recog- 
nizes explicitly that research on human subjects is too important to 
all of us to be left to tlie researchers themselves. For the proper regu- 
lation of the powerful professions of modem societj', we need a combi- 
nation of insiders and outsiders, of professionals and citizens. The act 
you are considering establishes this wise principle in a way that has 
never been done before. 

And that principle brings me to my third and last question. Is 
Government regulation necessary? Wliy not leave control of these 
matters to the researchers themselves? I want to answer this question 
if only because I know it may be asked by some of the biomedical re- 
searchers who will appear before you and who will speak in favor of 
absolute professional autonomy. That is only to be expected. All pow- 
erful professional groups resist objective scrutiny and control by out- 
siders and pledge that their own wisdom, initiative, and compassion 
are sufficient to protect the interests and values of their clients. 

But my answer is different. My answer is different because it is a 
fact, carefully demonstrated by the findings of mv research group, 
that the biomedical professions—and I would add behavioi-al groups— 
have not taken the initiatives necessary for protecting their human 
subjects. They have tended only to respond, and then reluctantly, to 
Government mandate enforced by the power of the purse. They have 
been laggard in improving the ethical education of their students, 
undistinguished in using peer review to control questionable research, 
and, at least in recent years, relatively more interested in the demand.s 
of scientific achievement than in the obligations of humane treatment 
of subjects. 

Considerable personal acquaintance with medical researchers has 
indicated to me that they tend to view law and all Government regula- 
tions as necessarily negative, restrictive, and punitive—and this de- 
spite their positive experience with NIH and other Government fund- 
ing. Given this view, some of them are likely to declare that this bill 
is negative, hostile, and a dangerous infringement of their powers and 
autonomy. But I do not see the bill this way. I see it as a positive, con- 
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structive, creative effort to deal with some of the unintended and un- 
desired consequences of that great advance of science which in our time 
lias on the whole been so beneficial for all of us. I very much hope that 
my i-esearcher colleagues will come to see the bill in this way and will 
give it the kind of imaginative and energetic support which tliey al- 
ready give to their scientific researcli. Such support is as necessary for 
success in ethics as in science. 

Mr. Chairman, membere of the committee, I strongly favor tliis bill 
and wish only that it applied to all Government research, not just that 
funded by DHP^AV. Indeed, I would like to see it cover all medical re- 
search, however funded. 

Mr. ROGERS. Tliank j-ou very much, Dr. Earlier, for your statement 
and for jour letting us have the benefit of your research on tliis ques- 
tion. It will be most helpful to the committee. 

Mr. Preyer. 
Mr. PEETER. Tliank you very- much, Dr. Earlier. I think your book 

will be. very helpful in this field by outlining the research you have 
done. It points to a somewhat alarming situation in the medical schools. 

Concerning the national Commission, do you feel that Commission 
should be an independent one or do von think it would work if it were 
within HEW? 

Mr. EARBER. I think more knowledgeable heads than mine would 
liave to decide precisely where it should be located. I think it probably 
should not be in HEW. It should have oversight on other Government 
funded research as well as research generally. My expectation is that 
even if this Commission is set up just to scrutinize Government-funded 
research it will have whatever the opposite is of chilling effect, a 
wanning effect on institutions elsewhere. I serve as a kind of ethical 
consultsvnt to one of the large foundations and I notice, for example, 
they use the DHEW guidelines and would be glad to go further witli 
Commission policies and procedures, so some of its effect will spread in 
any case. 

I do feel that it should be located in a place where there are no con- 
flicts of interest, but yet where it is somehow responsible to the larger 
social and political process. I tliink the last thing in the world the ad- 
vocates of this bill would want to suggest is that this is somehow to be 
a court of last resort. I think the whole larger political and public proc- 
ess, of congressional and public discussions, and legal adjudication, 
have to be the courts of final resorts. 

Mr. PREYER. Thank you very much. Dr. Earber. I appi-eciate your 
testimony. 

Mr. ROGERS. Dr. Carter. 
Dr. CARTER. From what you say, yon are quite an exponent of 

ethical and moral values and I trust that that is true and I like 
to see people that way. I want to say to you that the medical pro- 
fession is like all other professions. It has jieople within it who 
perhaps don't obej- moral and ethical canons. I would say no greater 
percentage than in your profession or in the legal jirofession and in 
imost schools the students are taught ethics. While they are not 
special courses, in many schools along this line, they are all given 
the oath of Hipporcrates. That is just the beginning of it. If every 
class ethical standards and values aie mentioned by our teacliei-s. 
As a member of that profession, it is not entirely decadent in ethic 
and morals. 
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As a great exponent of ethic and moralitj-, I would.like to ask 
your view on abortions. 

ilr. BAR^R. Could I first address myself to your other remarks? 
Mr. CARTER. YOU have made quite an attack on the medical pro- 

fession. 
ifr. BARBER. No, I have not. I would hope that the medical pro- 

fession might construe these recommendations just in the opposite 
way, that it is a point of pride that tlie medical profession has got 
as far as it has but it is still falling short of its proclaimed stand- 
ards, ily own feeling would be, if you askod me, tliat the medical 
profession overall does better than any of the other professions. 

Mr. ROGERS. I will have to cliallengc that here as a lawyer. 
Mr. CARTER. I said the same. 
Mr. BARRER. I hope it is very clear that as a sociologist I would 

say it is only to be predicted that those who have made the greatest 
advances are those who are held up to the higlicst standards, but in 
this case it is very clear that those standards, self-proclaimed, luive 
not been fully maintained. 

Mr. CARTER. We have not answered my question. As an expo- 
nent of high ethics and moral \'alues, what is your position on 
abortions? 

Mr. BARBER. I don't understand just what you are asking me. 
Mv. CARTER. DO you believe tliat a woman should freely obtaiii an 

abortion if she wants to have an abortion and at any moment of 
pregnancy 'i 

Ml-. BARBER. I think you would have misconstnied what I have 
in mind. 

Mr. CARTER. You are not answering my q\iestion. You are ob- 
fuscating. 

Mr. BARBER. "We are trying to stress that we are very desirous 
of recommending certain procedures by Mhich in effect the conunit- 
tee can have a vital part of say  

]Mr. CARTER. YOU still have not answered. 
Mr. BARBER. I have no absolute answer on abortions. I can give you 

my views. 
Mv. CARTER. Let me hear them. 
Mr. BARBER. One of the things I would be very mu<h happier with 

would be if the whole discussion about abortions, the laws and prac- 
tices about abortion had been considered by some of the kinds of 
agencies whicli we are jjroposing to you. I would like to make up my 
mind from time to time—I have no absolute .standards—in the light 
of wliat I consider to be certain kind of informed and rational pub- 
lic participation. 

Now, I can speak to one issue on that. Such a Commission, I sus- 
pect, would point out first of all there are no absolute rights in society 
because rights come into conflict with one another and they are always 
competing with one another. I certainly would not say there is an 
absolute right for abortion. Society might want to put all kinds of 
restrictions. It may want to set age limits and term times. Jfy own 
feeling is, for example, that riglit now some of the couils have handed 
down decisions about the absolute right of the woman to say some- 
thing about abortion which seems to say that the husband has no right 
in those decisions. But whatever I feel about it, I would like to have 
it discussed, as I say, by knowledgeable, open discussion and then I 
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would make up my mind for the time being what my views would 
be. 

Mr. CARTER. YOU have not answered yes or no, but would you rec- 
ommend that the panel make decisions on this which would be au- 
thorized by tills legislation and that individual decisions be made by 
it as to whether doctors would pi-oceed with abortions? 

Mr. BARBER. In the firet place, tliis is understood to be a Commis- 
sion only for research. For example, under £uch a Commission, and 
this question has actually been settled by ifiis bill, research on live 
fetuses is banned for 2 years. My own fe«ling is in matters that are 
no longer experimental, but therapeutic, the Commission will have no 
say. This is only for experimental research. 

Mr. CARTER. This legislation would ban research on fetuses to pre- 
vent amniocentesis whereby it can be determined if a child is a mongol 
and you favor banning amniocentesis which certainly involves a fetus. 

Mr. ROGERS. I think his position was one where he did not neces- 
sarily approve of the bill's banning of the researcli on fetus. 

Mr. BARBER. That is right. Amniocentesis is a standard procedure. 
It is not experimental. 

Mr. BOGERS. Even so, you do not approve of the ban of research 
on fetuses in the bill. Do you think that should be considered by the 
Commission rather than being done by law ? 

Mr. BARBER. Tliat is right, and psychosurgery similarly. 
I think one of our problems is that too often before we liave an 

open public discussion we take a polarized absolute stance, yes or no. 
We are recommending really open and public inquii*y and discussion. 
Not just as a social scientist, but as a citizen. I think verv often we need 
to accumulate the facts about what is actually going on Ix'fore we make 
up our minds. Again and again I noticed this in response by Dr. Katz 
to one of your questions, we simply don't know who volunteers. We 
have only a little bit of information. We now have one study of volun- 
teers that could be followed up by other studies. I would like very 
much to see this Commission sponsor key kinds of research to find out 
what the facts are before the qualified moral decisions are made. 

Mr. CARTER. Thank you. Dr. Barber. 
Mr. KoGERs. Thank you so much for being here. Would you submit 

for the committee's use a copy of your study that you mentioned and 
also just give us from what you have seen in your jjeer review descrip- 
tion in medical schools—who is on them, how often do they meet, and 
soon. 

A[r. BARBER. Those data are in our books and we will be glad to sub- 
mit that for the committee's use. 

Mr. EoGERS. Thank you and we are grateful for your being here. 
Our next witness is Dr. Robert Cooke, Department of Pediatrics, 

University of Wisconsin Medical School. 
The committee welcomes you and your statement will lie made a 

part of the record. If you would like to summarize for us rather than 
going over points that have been covered, you may do so. 

STATEMENT OF DR. ROBERT E. COOKE, VICE CHANCELLOR FOR 
HEALTH SCIENCES, UNIVERSITY OF WISCONSIN 

Dr. COOKE. My statement is quite brief and I would like to read it 
and then I would be delighted to answer questions. 
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I am Dr. Robert E. Cooke, presently vice chancellor for heatlh sci- 
ences of the University of Wisconsin, Madison, and for the past 17 
years pediatrician-in-chief of the Johns Hopkins Hospital. During 
this period, I have served as cliairman of the scientific advisor}' board 
of tiie Joseph P. Kennedy, Jr., Foundation as well as a member of a 
number of scientific and honorary societies. Pertinent to this legisla- 
tion, last year I served as a visiting professor at the Harvard Univer- 
sity School of Medicine as a member of the Harvard interfaculty pro- 
gram in medical cthiciH I am appearing in support of this bill, the 
Protection of Human Subjects Act, and sincerely believe that it will 
warrant an important place in the list of significant contributions 
which the chairman has made to the health care field. 

Over a period of 30 years I have had firsthand contact with the 
conduct and supei'vision of research i-anging from intensive studies of 
water and electrolyte metabolism in young infants which significantly 
altered the treatment of diarrheal diseases throughout the world to 
behuvorial studies of normal and mentally retarded infants and cliil- 
dren which have led to witlespread acceptance of programs such as 
Headstait which I encineered, and parent and child centei-s—the pre- 
school program for infimts 1 to 3 years of age. 

Over this period of time I have had the opportunity to witness a 
dramatic increase in the sensitivity of most investigatoi-s to the pro- 
tection of the rights of human subjects. Twenty-five years ago. my 
colleagues and I carried out studies considered to be completely con- 
sistent with ethical research practice at tliat time, which neither I nor 
the rest of the scientific conuuunity would tolerate at the present time. 
Without any question the leadership provided by the National Insti- 
tutes of Health in requiring, for ftmding purposes, the establishment 
of institutional review committees has prevented to a large extent most 
serious abuses of tlie rights of experimental subjects. 

These local review groups conscientiously investigate essentially 
nil research projects submitted for funding by the Department of 
Healtli. Education, and Welfare. Such reviews are concerned l)oth 
with the benefit-to-risk ratio of the research and with the consent and 
privacy of the subjects. Even projects funded by private funds may 
be submitted to extensive review (in a number of institutions). 

If so much has been accomplished in the protection of human rights, 
if most subjects are afforded a large measure of protection by exi.sting 
mechanisms, why do I urge the passage of this title which establishes 
a National Commission for the Protection of Human Subjects of 
Biomedical and Beliavioral Research which will undertake the duties 
clearly outlined in the legislation ? 

To answer properly this question I would like to digress briefly to 
explain what I consider to be the basic ethical aspects of the problem 
of human experimentation. In contrast with common opinion, deci- 
sions concerning the use of human subjects in research, covering the 
selection of himian subjects, covering consent, covering protection, 
covering confidentiality, are moral or ethical decisions, not scientific 
decisions. A local review committee AVIICU it approves a project for 
research funding makes an ethical decision, not a scientific decision, 
even tliough on the surface it seems scientific. It is an ethical decision 
because it is concerned with "ought", not "is." Indeed, ethics is the 
considered reflection on what is right or wrong, on what ought or 
ought not to be done. An analogj' may help clarify the distinction 
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between noninoral, scientific, professional decisions, and moral or 
ethical decisions. 

Thalidomide was an excellent sedative. It was also a very danger- 
ous teratogen—and produced severe congenitial defects. Both of these 
statements are nonmoral, scientific facts. However, the decision to 
ban thalidomide was a moral decision—essentially a decision that no 
drug, regardless of how ell'ective and beneficial to many, ought to be 
used that produced serious injury even if only to a few. 

The decision to operate on a mongoloid infant to save his life is 
a moral decision. Tlie kind of surgical technique to use is a profes- 
sional, scientific judgment. 

Committees on Inunan experimentation thus deal with ethical-moral 
questions. 

Fi"om my conunents, it might be presumed tliat scientists therefore 
have no part to play in ethiciiTdecisiomnaking. Of coui-se, that assump- 
tion is not correct, as I will now attempt to establish. 

In deciding upon human experimentation, there is always to a greater 
or lesser degree some conflict of basic ethical principles. Of concern 
always is the principle of utility or benefit. Without question, the 
scientist is best prepared to supply information in regard to utility— 
essentially nonmoral data. Also, risk can best be evaluated by the 
scientist. However, other fundamental, irreducible, ethical principles 
arise in human experimentation. Has there been a just selection of 
subjects? Is noninjury a fundamental princiiJJe not to be violated 
by this investigation 'i 

An eminent ethicist now in residence at Harvard, Prof. Eoderick 
Firth, has described the clearest process, to my mind, for ethical de- 
cisionmaking. It is entitled "The ideal Obsei"ver Theory." In essence 
Pi'ofessor Firth argues that the best ethical decisions would be made 
by a person nearest to the image of God—or Ideal Obsener—who 
would have the following characteristics: 

1. Omniscient—that is, having all the relevant facts. 
2. Omnipercipient—tliat is, feeling acutel}' how all parties will be 

affected. 
3. Dispassionate. 
4. Disinterested. 
5. Consistent. 
In actual practice, no single human being can possibly achieve all 

these qualifications simultaneously. No single class of individuals can 
either. That is, scientists may approach omniscience in a limited way, 
but cannot possibly comprehend now the subject of research may feel. 
Likewise, the investigator, if he is dedicated to liis work, cannot 
possibly be disinterested or dispassionate. Group decision with ^\-ide- 
spread representation of both the investigator's as well as the subject's 
interest is required. 

These principles may seem self-evident to those trained in the judi- 
cial system, but it is relatively foreign to the field of biomedical re- 
search in whicli scientific data has been almost the sole criterion for 
action. 

With such an approacli in mind, it is possible to .see the shortcomings 
of the present approaches to the protection of human .subjects. By 
and large, the scientific community lias been the sole or major deter- 
jniner as to right or wrong behavior in the conduct of research. Again, 
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let me emphasize that in kcepinj,' with the principle of the ideal ob- 
server theorj', the scientist lias an important role to play, but not the 
only role. Many aspects other than purely scientific must be considered 
and represented even though the best etliics begins with tlie best facts. 

Even though adequate protection of the physical and mental well- 
being of subjects has been assured in most instances bj- scientific self- 
regulation, wlien abuses have occurred, they liave l)een monstrous and 
have serioush' damaged the credibility of sc-ientists everywhere. At 
the moment, for example, enough abuses have been imcovcred so that 
public conficlence in tlic ethics of research is in question. 

Even wlien concern for risk is quite adequate, the scientific com- 
munity has not been as vigorous in assuring that no discrimination in 
selection of subjects has occurred. Frequently, low-income pojjulations 
have been the ])redominaut subjects of biomcdical and behavioral re- 
search simply because tliey make up tlie patient population of many 
biomedical teaching centers. Yot, due care has not been taken to assure 
a wider recruitment of subjects. Of particular concern to me as an 
active worker in the cause of mental retardation and in behalf of 
children, has l>cen the ratlier widespread use of institutionalized 
patients as subjects for research without due concern for consent or 
advocacy on the behalf of the suliject. Just a few days ago, I saw re- 
tarded adidts being used as subjects for behavioral experiments—not 
harmed physically or probably i>«ychologically, b\it being used never- 
theless witii only tlie agreement of the administrator of a proprietarj* 
custodial institution. 

Indeed, the whole matter of infoj-med consent has been regarded 
ratlier lightly by many in tlie scientific community despite tlie great 
complexity of the issue. How informed is informed? How free of 
coercion is any hospitalized or institutionalized suljject ? Is parental 
consent always in the best interest of the dependent subject? Such ques- 
tions are not easil}' answered, but represent food for thought of con- 
siderable importance for a national commission. 

To me, the development of principles and guidelines for the Nation 
as a whole would be of gi-eat assiMance to scientists and administrators 
everywliere who are concerned with issues such as nontlierapeutic i^- 
searcli on tlie fetus: the newborn, the i>regnant mother, the child, the 
retarded, the incarcerated, the poor. 

To me, it is im))ortant that there be improvement in ])ublic i-epre- 
sentation and functioning of institutional revicAv boards so that greater 
excellence in all institutions, not just most institutions, C4vn occur. The 
pi-eater research accountability of the community for its ethical de- 
cisionmaking should not inhibit, but encourage research. The develop- 
ment of mechanisms foi- comiiensation should increase rather than 
decrease i)ublic confidence in research in this country. 

In considering tlie specific subsection concerned witli psychosurgerA' 
I should like to comment briefly. I am not an expert in any way in 
neurology, psychiatry, or neurosurgery, but as a general principle. I 
believe great caution should be exercised in developing procedures in 
which irreversibility is a major concern. Damage to the central ner- 
vous system is for all piactical purposes irreversible and therefore care- 
ful review of the present results seems warranted. 

Of equal importance, or possibly even of greater importance because 
of the larger volume of cases, is the issue of abuses in the delivery of 
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licalth services. Recent cases well known to tlie committee and to the 
public attest to the fact that infonned consent, proup dccisioiniuikiiiir, 
justice as well as utilitj', the ethical principle of noninjury as Avell as 
benefit are important considerations in the care of patients in botli 
public and private service proixrams. 

It is my belief that the establishment of a commission, that the de- 
velopment of piidclinos and i»rocedures as a process, will have the 
'valuable additional henoiit of improving the climate of etliical deci- 
sionmakin<!; everywhere. No monitorin,<; system, no review process is 
superior to the heijrhtened sensitivity of each and every investipitor to 
the ethical issues in each eti'ort in human experimentation or human 
care. 

Tile commission provides a liighly visible, public forum which can 
only increase awareness of each scientist and each patient as to the 
nobility of sacrilice for tlie benefit of others and for the necessary 
safcufuards required for the protection of sucli volunteers on belialf of 
new knowledge for fellow human beings. 

In closing, I must point out that the establishment of a conunission 
is a step of major importance. It lepresents a national connnitinent to 
the ini))roveme7i(' of the human situation. However, other material com- 
mitments must be made in addition if human subjects ai'c to be a.«sured 
maximum protection. For example, pregnant mothei-s. the iMilxirn 
child, the newboj'n cliild deserve all the benefits of scientific research.— 
biological and behavioral—just as other members of our society enjoy. 
Yet many drugs, many procedures, many advances go unused for tliese 
groups because adequate research has not been can-iid out. ^[aiiy drugs, 
luiquestionably of value in the treatment of infants, bear the label "not 
for use in infants under 2 years of age becau.se evidence of efficacy or 
toxicity is not available." ]\Iuch of this research could be done in im- 
mature ])rimates. Indeed, witli snf^cient dollar Support and ingenuity, 
many of the unsolved yiedical problems of the fetus and infant could 
be clarified. 

If nontherapentic. nonbeneficial fetal research is to be prohibited, a 
far greater financial commitment for primate research must be forth- 
coming. By far. the vast, niaiority of important fetal problems can be 
imcovei-ed by animal research even though more costlv and more diffi- 
cult. The, therapy of some genetic diseases (such as iTay Saclrs) can 
be studied only bv research oij human material. However, nuich of this 
material can l)e obtained after death of the fetus without compromising 
the outcome of the research. 

It is my hope that one of the byproducts of the conmiission and of 
these and other hearings would be a greater awareness of the failure 
of onr society to connuit the i-esources necessary to solve problems witli 
the least possible use of human snbjects. Human ex))erimentation must 
be a last resort, not the first and least expensive option. 

Thank you. 
Mr. R(>GKKS. Dr., Cooke, thank you very much. I think you put in 

good persjiective the balance here that needs to be considered in making 
these decisions. We arc most grateful to you. 

Mr. Preyer? 
ilr. PRKYKR. Thank you, Dr. Cooke. In the interest of time. I will ask 

only one tiuestion, although your testimony certainly raises a lot of in- 
teresting points. 

.3.')-S2.''—74 Irt 
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How widespread today are experiments on cliildren that are based 
only on parental consent? 

Dr. CooKE. I think that is almost the standard operating procedure 
at tlie present time, and this involves both nonheneficial as well as 
beneficial research, as Dr. Katz pointed ovit. I don't want to minimize 
the problems of beneficial i-search as regards children. The emotional 
involvement, the quite proper emotional involvement of pai-ent with 
sick child will make a parent agree to almost any kind of new form 
of treatment if it will help that child and that may or may not be in 
the best interest of the child. 

I tliink one of the major tasks that this Commission should tackle 
would be the wliole nuitter of some advocacy that may be of assistance 
to the family. I don't want to substitute other people for the family 
comi)letely at all. but some assistance to the family in trying to make 
decisions when research on children is involved. 

I think older children could definitely be brought into the decision- 
making much more than they are at the present time. 

Mr. PKEYIU?. I tliink we siiould look mto that. There are some court 
cases on the subject. As I recall, there is a case holding that parents 
may be free to l)ecoine martyrs. It is not .so clear that they are free 
to make martyir of their children. 

Thank you, Dr. Cooke. 
Mr. EoGKRS. Dr. Carter? 
Mr. CARTER. Thank you Dr. Cooke. You have presented quite a good 

paper here, and I have enjoyed it thoi'oughly. 
To get down to ethics, what is ethics? Could you define etliics for 

me? 
Dr. COOKE. It has been described as considered reflection on tlie 

tehavior and beliefs of human beings in terms of what ought or ought 
not l>c done and what is right or wrong. 

Mr. CARTER. What basis is there for ethics ? 
Dr. COOKE. There are a number of bases. I dont want to pretend 

that I am a scholar in ethics. I spent only 1 year of study in the field. 
There are two general, moral systems tliat seem to be dominant in 
our thinking at the present time. 

One is most easily described as utilitarianism in which the absolute 
principle which is used as the basis for what is right or wi-ong in 
terms of actions or right or wi-ong in terms of rules, is that action 
or that rule which producer the most txjnefit to the largest number. 
Thnt is the basic, fundamental ethical principle of utilitarianism. 
Tliis has, as you can imagine, many champions because it gre^v out 
of the Bentham and Mill orientation of economics. It has appealed to 
•scientists obviou.sly who attempt to quantitate most things in life. 

The other scliool of ethical reasoning is what has Ix-en called formal- 
ism in which it is believed tliat there are other irreducible moral prin- 
ciples than just utility which must be considered in deciding what is 
right or wrong, what is a good rule or a good act. . . 

Formalism essentially means that in addition to utility, there are 
other principles which all societies tend to believe in such as, justice, 
the i)rinciple of noninjury. the principle of reparation. People may 
have slightly different lists in terms of whatth&^p, principles nire, but 
in general, most societies tend to agree there Tpay b^ a.few terribly 
important, irreducible principles. '     "       > 
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An ethical analysis attempts to look at all rules and situations to see 
•what ethical principles are involved and thou tiies to uiake a decision 
on tliat act or rule as jruided by these particular priucii)les. 

For example, to give inadequate medical care to a large segment of 
the population that is ])oor might be consideivd froui a utilitarian 
point of view or it might be looked at, is this good f roui the standpoint 
of justice? Are you being fair? 

One can take different approaches to problems depending upon one's 
own ethical thinking. 

I received some training in the formalism area, and to me I think 
this is a more appropriate a])in-oach to life than simply tiyingto judge 
everything on the basis of utility. 

Mr. CARTER. You ai-e quite a philosoplier, and that is quite an excel- 
lent dissertation. 

Do you accept the Ten Commandments as the basis for ethical be- 
havior? 

Dr. CooKE. I think the Ten Connnandmcnts are a statement of 
rather concrete actions and concrete rules whicli liave been in a sense 

•extracted into a nmcli more abstract approacli. WIioii I say, for ex- 
ample, that I l>elieve in the principle of noninjuiy. T am saymg essen- 
tially. "Do not kill and do not hurt, your neighbor."' It is a much 
broader type of approach than the more concrete rules of the Ten 
Commandments. 

As tliinking in the field of ethics has proceeded o\er the years, it 
has tended to go f roui the much more speoific and concrete to the mucli 
more general that will apply to all sorts of situations. 

Thou shalt not kill—one could say—but people tiien throw in ex- 
ceptions, such as war, such as capital punislunent, and so forth and 
so on. 

In modem thinking, one attempts to go from the more concrete to 
the more general. 

Mr. CARTER. Did you say you accept the Ten Commandments ? 
Dr. CooKE. The principles of the Ten Conunandments, yes. The 

•Golden Kule is probably the one that comes closent to biinging justice, 
utility, and the principles of formalism together. 

Mr. CARITCR. Thank you, sir. 
Mr. ROGERS. Thank you so much for being here. We are \ ery grate- 

ful to you. 
Our next witness is Dr. Kobert Veatch, Institute of Society, Ethics, 

and the Life Sciences, Hastings-on-Hudson, N.Y. Thank you for being 
here and if vou would care to highlight the comments in your state- 
ment, it will be helpful. 

STATEMENT OF ROBERT M. VEATCH. PH. D., ASSOCIATE FOR MED- 
ICAL ETHICS, INSTITUTE OF SOCIETY, ETHICS, AND THE LIFE 
SCIENCES 

Mr. VEATCH. Thankyou,Mr. Chairman. 
Medical research is in trouble in our country. Those of us who see 

research as a crucial contribution to advancing mankind's health and 
happiness, have reason to be distui'bed. The daily press is able to report 
experiments on human subjects which challenge the standards of l>oth 

•the medical profession and the reasonable man. We must find a way 
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of fulfilling our fundamental obligation to protect individual subjects 
of research and at tlie saiue time keep from destroying the research 
enterprise which has given our society so much. 

In 196G, Dr. Henry Rcecher, the eminent Harvard pharmacologist^ 
provided a great sei'vice to the medical research community by sum- 
marizing in tlie New England Journal of Medicine 22 experiments 
including the injection of live cancer cells into patients without their 
knowledge and tlic purposeful giving of hepatitis to institutionalized 
mentally ill cliildren. He challenged tlie profession to develop its own 
ways of regulating that small proportion of researchers who were 
"Conducting ethically questionalble experiments on human  lieings. 

Kecently newspaper accounts of ethically questioned research have 
appeared witli seemingly ever-increasing frequency. Seven women 
became pregnant when they unknowingly are given placebo&s in place 
of contracei)tives; blacks with syphilis ai'e piu'posely untreated: men- 
tally retaicled young women are given experimental contraceptive 
implants ^vitllout adequate consent. 

In recent testimony l>efore the Senate Health Subcommittee we pre- 
sented reports of 12 ethically questionable experiments. Kesearch- 
ers inject epinephi'ino into normal women patients trying to pro- 
duce an abnormal heart beat in order to test a new drug. Twenty-four 
subjects who answei- an advertisement in a new.spaper are given LSD 
to study long range '"personality, attitude, value, interest, and per- 
formance change." Ninety patients at a maximum security facility for 
tlic criminally insane are given a drug whicli paralyzes respiratorv 
muscles giving a sensation of di'owning in order to test psychological 
conditioning techniques. Two hundred and sixty mental patients are 
given unmodified electi'oconvulsive shocks, a procedure of great 
traur.ia, as an incentive to get them to work and support themselves. 

One hundred and thirty children with asthma, some of whom re- 
ceived nothing but salt solution injections, are in a study for as long 
as 14 years. In a study funded by NIMH, 332 mental hospital patients 
have their urine checked weekly in a .study on the use of abusablc drugs. 
Neither they nor their physicians are informed that they were part 
of an experiment. 

Of these 12 experiments we have been able to document at least 5 
of these were fvuided by HEW funds in part. In otlier cases, we are 
unable to document the funding. I have detailed tliis in my Senate 
testimony ^ which I will not go into further at this time. 

I say emphatically my objective is not to call into question these 
specific pieces of research, but rather to point out that cases such as 
these are being debated regidarly and heatedly within professional 
circles. There is now reason to bo concerned that subjects may find 
themselves in a research project for which they have not consented or 
not consented adequately. 

There is now a crisis in confidence. It is getting more difficult to 
find willing volunteers for important research. In at least- one State 
a moratorium has been declared on research in all State prisons jeop- 
ardizing not only the advancement of science, but the interests of 
prisoners as well. At one prison in the State, 96 of the 175 inmates 

' "Quality of Health Cnrp—Human Experimentation. 197.3." hearlngn before the Sub- 
commltfee on Health. Committee on Labor and Public Works, 93d Cong., 1st sess.. pt. I, 
Feb. 22, 1973. pp. 205-275. 
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Imve written a letter protestiiiji tlie luoratorium. Tliis comes at a time 
when subjects—prisoners, patients, and normal A-oluntecrs—are in- 
disputably sulTering severe harm in a nmnber of cases which maj' be 
proportionately small, but in real numbers is intolerable. 

We have reached a point occurring only rarely in public jiolicy- 
making where not only the interest of individual research subjects, 
but the interest of society as well requires that some action be taken. 
It i.s a terribly interesting and imi)ortant j^oint in the development of 
the field of experimentation involving human sultjects. It is signifi- 
cant that the national debate has reached the stage wlicre Congress is 
considering taking an historical step. Titles 2 and 3 of H.R. 7724 make 
a strong and constructive beginning. I feel the bill is in general a good 
one, worthy of support. I shall try to present reasons why I fool the 
time has come to do something beyond more studying of the matter. 
However, I also have some reservations about portions of tlio bill. I 
shall also want to mention some areas not covered in tlie bill which 
could be and some specific questions concerning the M-ay the bill is 
now worded. 

As a iJerson who spends his days studying the field of medical 
ethics, I have become convinced that the dream that ])rivate ri^earchei'S 
can regulate tliemselvos is Utopian. It is impossible because some 
rosearchei's—social scientists and independent medical professionals—• 
are not part of the mainstream medical rosearcli network. It is impor- 
tant to realize this bill applies not only to jjliysicians. but a wide range 
of researchers outside the medical j)rofossion itself. It is impossible 
because some of the small pei-centage of reseairh projects which are 
questionable can slip through infoi-mal peer of researcher review. It is 
impossible because the codes tliemselves are comiilex and at time^ 
contradictory. 

One code says informec] consent is noressai-y: anctlior says consent 
is required unless the researcher thinks the subject will benefit from 
the experiment. The present poer-of-researcliei' system does not require 
consent at all unless the subject is at risk—imidying there might be 
some experiments where researchers coidd decide that subjects were 
not at risk, and thei'efore no review is necessary. It is unfair to research- 
ers and unfair to subjects to leave such crucial public policy choices up 
to medical research professionals. 

AREAS NOT CONTItED IX THE MIX, 

There are a number of things which could be in the present bill 
which are not. The Commi-ssion would, following the current NlII 
fruidelinos, for the time being, only have jurisdi<'tion over research 
funded by HEW. Unfortunately, nuich of the research whicli raises 
serious ethical questions is funded by other Federal agencies. Other 
studies by drug companies, private lesearcli institutes, and individual 
physicians have no (fovernment funding at all. Soon these studies must 
receive public attention as well. Hopefully, that would be one of the 
early projects of the proposed Commission. 

Second, the interim infonned consent guidelines [sec. 1207. (fi)] do 
not go beyond the present NHI guidelines. As such, they leave out 
some essential elements necessary for a reasonably informed decision. 
They could require that the subject be told who, if anj-ohe, will be 
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res]wnsible for any harm done to the siil)ject in the experiment. Tliey 
could rec^iiire as explicitly as FDA regulations do that the patient Ije 
told explicitly if there is a control group in the research design. They 
could require as the Nuremburg code does that the subject be informed 
of envisioned inconveniences as well as discomforts and risks. I have 
seen the avoiding of disclosure of conveniences eliminated from 
informed consent because that is not specified in HEW guidelines. 
They could require that the subject be told of someone he coidd con- 
tact such as the chairman of the Institutional Review Board or the 
national Commission—should he have further questions or doubts. 

Third, the act specifies that there shall be two subcommittees in each 
Institutional Review Board [sec. 1206. (c)], I consider this to be a 
crucial element of the present proposal and a clear advance over present 
vague specifications concenimg makeup of institutional "peer-of- 
researcher" review boards. The task of review inchides both scientific 
and social-ethical dimensions and these roles should be clearly identi- 
fied. But the proposal fails to specify the relationship between the 
two subcommittees. I would hope that both would include laymen, that 
is peers of the subject, and that they would be in a substantial majority 
in the "Subject Advisory Subcommittee"—a name I would prefer to 
see changed to the "Subject Protection Committee." Further, tlie 
Proposal does not spell out whether final authority at the level of each 
nstitutional Review Board would rest with the combined Board or 

whether each subcommittee would have "veto power." 
These and other omissions will mean that human subjects of ex- 

perimentation still will not receive needed protection in many case*. 
But some of these issues are extremely complex. It would be imfor- 
tunate in the extreme to needlessly jeopardize medical and social prog- 
ress by imnecessarily writing excessively restrictive requirements 
into the act. A public commission designed to examine these problems 
with immediate authority to act upon interim provisions while devel- 
oping carefully researched and thought-out policies will be a reason- 
able stopgap compromise. 

DANGERS WORTH PGIXTING OUT 

In addition to the areas not covered in the act, I also see some 
dangers at some specific points in the act itself. I shall cite a few 
and append a written statement for the committees information, 
raising some more minor and technical questions. 

First, if the proposal before us is an act for the protection of human 
subjects of biomedical and behavioral research, it is crucial to have 
a clear understanding of what constitutes "behavioral research." I note 
that in the definitions (sec. 1213) the term is nowhere defined. It may 
have two meanings. To many social scientists it will have a rather 
limited jneaning—research in behaviorist psj'chology—while to the 
layman it may mean more broadly any research designed to study 
human Miavior including all social scientific inve.stigation. It is my 
hope tliat the intent of the bill is to use the latter meaning. If not. the 
act may be considerably less inclusive in application than the present 
HEW guidelines, which clearly are meant to apply to all .social scien- 
tific research (in which subjects are "at risk"). To leave such ambiguity 
would be a t raged}'. 
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Second, I have a givat deal of difficulty with the establisliment of 
"exceptional cases" for whicli informed consent would not l>c required 
in the interim period. As presently written, a single physician could 
decide to experiment upon nic without my consent simply by getting 
written concurring opinions fix)m two of his licensed research col- 
leagues. I feel such exceptions should require rigorous justification 
and re\aew—such as direct appro\-al by the Commission itself—unlcs 
in a life-threatening situation, it is not feasible to obtain such approval. 

In the section on the "Duties of the Boards," [sec. 1208. (;^) ] tlie act 
seems to permit the substitution of the consent of the subject's family. 
Certainly for the «dult, legally competent patient, this is unacceptable. 
Perhaps the wording should be "tlie patient (or his legal representa- 
tive)." 

In addition, I believe there are technical problems in the wording 
of the bill which could, among other things, jeopardize tlie healtli of 
a livdng infant, inadequately protect subject privacy, bias the Com- 
mission appointment mechanisms by singling out tlie National Acad- 
emy of Sciences as an agency whose nominees sliould be especially 
considered. These, however, are minor technical problems tlie detail* 
of which I have appended in my written statement. 

The proiM)sed Commission will not resolve all of the serious prob- 
lems raised by experimentation involving human subjects. "\Ve liave 
reached a point, however, where the interests of individual subjects, 
researchers, and the public at large require action. I fear that unless 
we begin to counter these developments, medical progress as well as 
individual subjects will sulTer severe harm. We have been "studying 
the problems" in contemporaiy society since the Xuremburg trials 
and historically since the days of IlipiKJcrates. A Commission with 
power to act immediately to cope with the present crisis and a long- 
range vision toward a more permanent set of procedures and guide- 
lines is a desperately needed first, responsible step for making public 
decisions balancing societal and individual interests. It is a step we 
can ill afford not to take. 

[The appendix referred to follows:] 

APPENDIX 

SPECIFIC COMMENTS ON THE DRAFT OF II.R. 7724 TITLE TWO 

While I see Title Two of H.R. 7724 as an important and nepdfd advance in tlie 
protection of liuniau sulijects of biomedical and twliavioral res-eareh. I see a 
number of minor and teclinical problems in the current draft. These Include : 

(1) Sect. 1201. (f) While the National Academy of Sciences certainly con- 
stitutes one ICKitimate source of consultation for the Secretary in appointing 
members of the Commission, its meiuebrs are uniquely committed to biomedioal 
ftnfl behavioral research. If the Commission is to be made up of a majority nf 
members who are not engaged in such researdi, incltiding those ajipointed from 
the general public, I find it dangerous to emphasize this single, specific agency 
as one from whom nominations should be considered. 

(2) Sect. 120.5. It is my understanding that the intent of this section Is to pro- 
hibit research on fetuses who will be or have been candidates for induced abortion. 
Yet the placement of the phrase "whether before or after induced abortion" so 
late in the paragraph leaves the meaning ambiguous, implying that all living 
human fetuses and infants will be or bare lioen candidates for induced abortion. 
Also limiting acceptable exiierimentation to that done for the purpose of in- 
suring "survival" would exclude potential beneficial treatments where survival 
vras not at stake, for instance an experimental diet wliicb might prevent mentrtl 
retardation. The term "survival" should be changed to "liealth and well being." 
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(3) Sect. 1206. (c) (2) The term "Subject Advisory Subcommittee" could 
imply either that the sul)coumilttee'.s role was simply adrisory or that its taslc 
\va.s to give subjects advice—botli ot wliich I would find uuacccptabie. I would 
sugge.st  changing  the  name  to  •'Sul)jcct  Protection   Subcommittee." 

(4) Sect. 1207 (b) (2) I would advocate adding •'inconveniences" to tlie list of 
things the subject mu.st I* tokl. In some ca.ses the oniisslon of inconveniences from 
the list, while it is erplicitly included in the Nuremberg Code, has been tulcen 
by rwiearchers a.s authoriziug; the omission of tlieir disclosure to tlie sul)4ect. 

(5) Sect. 1207 (b)(end of sc('tion) The exclusion of exculpatory laugruage 
through which the subject is made to waive, or to appear to waive, any of his 
legal rights is limited to releasing the institution or its agent from liability 
'•for negligence." Thi.s implies tliat other exculpatory language is not excluded 
such as language which might release the Institution from liability for non- 
negligent harm to thesiibjeet. 

(0) S<>ct. 1210 (b)(3)(A) The paragraph authorizes the subject to consent 
to have his record disclosed to certain individuals. I see no reason why it should 
not be added to that list "or anyone else specifically authorized by the subject." 

(7) Sect. 1210 (b) (3) (B) (ii) This clau.se authorizes the disclosure of records 
to those conducting scientific or epidemiological research without tlie e^insent 
of the subject with the restriction that they "may not identify, directly or Indi- 
rectly, and individual ..." I .see no valid reason why such researchers should 
have the identity of subjects revenled to them without the subject's permission in 
the first place. I would like to see "may not identify" change<l to "may not have 
revealed to them." 

(8) Sec. 1210(b) (.3) (B) (iii) I see dangers in this paragraph which autborizea 
disclosure with the consent of the subject if the disclosure is authorized by a 
court of competent jurisdiction. While I feel it is a valid interest of the state in 
rare cases to require the disclosure of confidential medical information, but this 
can seriou.sly jeopardize certain types of research (such as data on illicit drug 
use) and as well as the individunrs right to privacy. I would Imp? that wliere 
risk of future court ordered di.sclosnre Is envisioned provision would be made 
for researchers to obtain legally enforceable protection in advance and, in addi- 
tion, subjects would l)e infi)rraed of any such risks. 

(0> Sec. 1210(b) (5) This i)ariigraph si)ecifles that, "except as authorize<l in 
this subsection, jiersons may not be compelled to disclose record.s," but this leaves 
ojien the interpretati<m that they may voluntarily disclose. I would hope the 
wording would be changed to read "persons * • • shall not dLsclose nnd may not 
be I'ompelled to disclose * * •" 

(101  Sec. 1213. The term '•behavioral research" needs to be defined. 
(Hi Sec. '\^^^Z{!^) Tlie definition of "health service programs" as "all programs 

ndminislcred by the Secretary except the Social Security Act" is totally unreal- 
istic. This would make an Office of Education program a lienlth service program. 
Hopefully the Commission would have juri.sdiction over all research funded by 
the Department of HEW as the present guidelines do, but definitions should be 
clarified. 

With these technical problems made explicit and with the recognized need for 
making use of the (Commission's research and experience to meet needs of .sul)- 
jects not mpiitioned in the present proposal, I consider Title Two of H.R. 7724 
a vital step in tlie direction of adequate protection of human subjects of bl'o- 
luedical and behavioral research. 

Mr. T{oGET{.s. Thank von so imicli, Dr. Veatcli. I tliii)k yon have made 
some specific suggestions that will be helpful to the coTTiniittec. I 
presume you think there should be an appellate procedure? 

Mr. VEATCIT. I think this is crucial. Ortainly appeal from the 
Institutional Board to tlic Commission and then beyond that. 

5Ir. TvooERs. I think it would be helpful if you would let us have 
specific ideas on that. That would be helpful and then the timeelement. 

[The information requested was not available to the committee at 
the time of printing—September 1974.] 

!Mr. ROGERS. I imderstand you also feel the Commission should get 
into tlio business of regulating as well as just studying and making 
pro]iosals. 

Mr. VEATCII. I think working on the interim provisions as specified 
in the bill is a good move and an important move. 
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•    Ml'. RoGKKs. Mr. Preyer I 
ilr. PREYEK. Thaiik you, Dr. Veatch, for some very helpful 

testimony. 
Arc you familiar at all with the series of regulations governing 

the use of psychosurgery in prisons that the State of North Carolina 
has de\ised? 

Mr. YEATCII. I am not specifically familiar witji North Carolina 
Tegulations. Our institution has lieeu j)repaiing such guidelines for 
professional bodies but I am not specilicaily familiar with North 
Caix)lina. 

Mr. PKEYKR. It is a very carefully drawii set of regulations. In fact, 
it is so carefully drawn, since it has been put into etfect, there has 
been no psycliosurgery. 

, It det^'nuines to that extent the iirisoner in the presence of liis 
lawyer must make the fijial decisions fis to whether to go forward 
witli the surgery. 

Do you think that a procedure carefully Morked out such as this 
one can be used to control psychosuigery at the moment or do 30U feel 
that ^ e should have some sort of moratorium on it ? 

Mr. VKi\TCH. The debate about regulations in jjsychosurgery seem.s 
to mc to be reaching a crescendo. I know that NUT is dcbatmg regula- 
tions, the i)rofessional societias are debating tliem. I am afraid of 
declaring a moratorium too precipitously. I think in the bill as drafted, 
there is a question whether a brain operation to relie\e intractable 
pain might also bo cought in the moratorium. I would hate for that 
to happen. 

So I don't think we should rush into a moratorium precipitoii-^ly. 
Certainly in the interim period every proposed i)sychosurgical ))roce- 
dure, at least those on imprisoned and mentally incompetent ])atients 
has to be given veiy careful scrutiny. 

ilr. PREYER [presiding]. Thanlc yon very much. Dr. Veatch. 
Mr. CARTER. I was very much interested in one of the statements in 

your presentation about LSD, 24 subjects reading ads in newspapei-s 
and then being given LSD by some group. Do you know what group 
thisM-ns? 

Mr. VEATCIT. I have the published scientific paper that reports this 
study. I Avould 1)0 happy to provide it after the hearings for you. I 
want to emphasize that my purpose is Tiot to single out individual 
researchers for criticism, but to emphasize that there is a great deal 
going on that is being debated, and we need some sort of systematic 
way of approaching it. 

Mr. CARTER. I feel they are certainly subject to criticism for such 
things as that. 

Those are all tlie questions I have. Thank you very much. 
Mr. PRETER. Thank you. Dr. Veatch. 
If I may interject at this time, I would like unanimous consent 

to place a statement in the i-ecord. I would like to do this now in order 
to aAoid interrupting the testimony of the next witness. 

Senator Ervin, the senior Senator from North Carolina, has had a 
special interest in this suliiect f>s chairman nf the Senate Subcommit- 
tee on Constitiltional Rights. He has sent a statement and has asked 
that it lx> included in the record. 

I think the statement will l>e particularly helpfid. It contains an 
extensive review of the legal cases in this area which will be most use- 
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fill. I don't know anyone who is more of an authority in the field of 
protecting the constitutional ri<rhts of individuals. 

I would like to ask that tliis statement be made a part of the record 
at this point. 

Mr. CARTER. YOU have my consent. 
[The statement referred to follows:] 

STATEMENT OF HON. SAM J. ERVIN, JR., A U.S. SENATOR FROM THE 
STATE OF NORTH CAROUNA 

Mr. Chairman, as you know. Senator Kennedy's Subcommittee on 
Health conducted hearings last spring on the subject of human experi- 
mentation. The importance of these hearings was imderscored by a 
scries of events which dramatized some of the kinds of abuses that can 
take place under the present system of inadequate controlled experi- 
ments on human beings. It was in response to these hearings that the 
Senate Lalx)r and Public Welfare Committee recommended that title 
II be added to the House-passed H.E. 7724, the subject of your current 
inquiries. 

As chairman of the Senate Subcommittee on Constitutional Rights, 
I have long been concerned that the constitutional rights of human 
subjects of behavioral and biomedical experimentation are not fully 
protected. In a statement I presented to Senator Kennedy's hearings, 
I exi>ressetl this concern and enumerated several instances where the 
constitutional rights of such subjects need additional protection. Since 
that time, additional illustrations of this problem have come to light. 
In recent litigation in Missouri, evidentiary hearings produced over 
1.000 pages of testimony detailing abuses that have occurred in Proj- 
ect START, a Federal Bureau of Prisons project studying methods 
designed to alter the Miavior of prisoners by various means. 

In Michigan this past July, the Wayne County court handed down 
the first reported court case having to do with the alteration of hvmian 
behavior by experimental procedures such as psychosurgery. In John 
Doe v. Department of Mental Tlealth, the court enjoined the perform- 
ance of an experimental psychosurgical procedure. 

The plaintifi" was committed to the Ionia State Hospital as a "crimi- 
nal sexual psychopath." He had been cliarged with the murder and 
subsequent rape of a student nurse at the Kalamazoo State Hospital 
while he was confined there as a mental patient. After his arrival at 
Ionia, he agreed to participate in a "study for the treatment of un- 
controllable aggression." Tlie study had been proposed by Drs. Ernst 
Rodin and Jacques Gotlieb of the Lafayette Clinic, a facility of the 
ISIichigan Department of Mental Health. 

John Doe v. Department of Mental Health turned on the issue of 
whether informed consent can be given by an involuntarily detained 
mental patient for experimental psychosurgery. The court first noted 
three elements of informed consent; the person must have the capacity 
to consent, the consent must be knowing, and it must be voluntary. 
Because the risks of experimental psychosurgery are so great, the 
court decided that it is not possible to gain consent from an involun- 
tarily confined mental patient for it could not be competent, knowiiuj, 
and voluntarv. 

The court found that the capacity of an individual in the plaintiff's 
situation is reduced by his mental condition, the deprivation st«mmuig 
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from involuntary confinement, and from the cflFects of "institntionaFi- 
zation." A knowledgeable consent, said the court, is "literally impo^i- 
ble," since the facts surrounding any brain surgery are so uncertain. 
Also, the court stated that the consent of a mental patient confined 
against his will to experimental psycliosurgery camiot be voluntary, 
for he lives in an environment that is inherently coercive. His privi- 
leges, indeed his release from the institution, may depend upon his 
willingness to cooperate with the authorities; he cannot reason as an 
equal with doctore and with administrators over whether he should 
undergo psvchosurgery. The court concluded, then, that the three basic 
elements of informed consent could not be determined with sufficient 
certainty to warrant resort to such an "invasive procedure." 

Tlie opinion states that since adequate consent cannot be obtained in 
these circumstances, a doctor performing psycliosurgery on an in- 
voluntarily confined patient would be liable to him in a civil action 
for battery. Furthermore, according to the court, State action in such 
a situation violates the 1st and 14th amendments and is an uncon- 
stitutional invasion of privacy. 

Tlie court said that the freedom to generate ideas is a necessary pre- 
7cquisite to any freedom to express ideas. Therefore, the former free- 
dom must be constitutionally protected: 

To allow an involiuitarily-detainod mental patient to con.sent to the type of 
IJsycliosurgery proposed In tlio case, and i>eruiit the State to perfonn it, wonld 
be to condone State action in violation of ba.sio first amendment rights of such 
l>ntipnfs. l)ecanse inipniring the iwwer to generate ideas inhibits the full dis- 
semination of ideas. 

Tlio court cites several cases as authorities for the right of privacy, 
including Olmstead\. United States, 277 V.S. 488 (1928); GrlswoU\'. 
Coimecticiit. 381 U.S. 479 (1962); Stanley v. Georgia, 395 U.S. 557 
(1969); Rowe v. Wade, 41 L."W. 4213 (1973). The court asserts that— 

[Tjliere is no privacy more deservinjt of constitutional protection tlian that of 
one's mind. Intrusion into one's intellect, when one is involuntarily detained and 
sul)Ject to the control of institutional authorities, is an intrusion into one's con- 
stitutionally-protected right of privacy. 

Of course, the decision of a Alichigan court is not controlling prec- 
edent in other jurisdictions. Even so, the ca.se is the first significant 
one having to do with cxiicrimental psycliosurgery on persons institu- 
tionally confined. As such, the court's analysis and conclusions will un- 
<loubtedly be given serious consideration in subsequent cases, regard- 
less of jurisdiction. 

The court's reasoning with regard to the consent issue applies not 
only to involuntarily confined mental patients, l)ut to all jiei-sons in- 
voluntarily confined: in particular, our Nation's thousands of pris- 
oners. In my statement to the Health Subcommittee la.st March. I 
asked: [C]an an inmate freelv volunteer for a progi-am to alter his 
mind when he is in a prison setting? 

At least with regard to oxix-rimental psvchosurgery, the Michigan 
couit has rendered a negative response to that question. 

Tn California the United States Circuit Couit of Appeals for the 
Ninth Circuit voiced similar concerns, lliis pa,st April in Nnrkeii v. 
Proowuer F 2d — . Xo. 71-3062 (9th Cir. Apr. 16. 1973), 
the Court of Appeals ivvei-sed a district court dismissal of a state pris- 
oner's charge that he was administered an experimental drug without 
his consent. The court stated: 
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It' is assert ofl in iiieuifiniiula that, the staffat Vacaville is engaged in nietlicaland 
IwyHiiatric exi)eriinentatlon with "aversive ti-eatiueiit" of criminal offenders, in- 
cludinfc the use of siicdnycholine on fully conscious patients. It is oinpha.siEed 
that i>lainri£C was subject to experimentation without consent. 

Proof of such matters could, in our judgment, raise serious constitutional qxjes- 
tions re.specting cruel and unusual punishment or imiJermissiWe tinkering with 
mental processes. [The eoui't here cited in a footnote, EiKcniita<H v. Bninl. 40-". 
I'.S. 4.'J8 (1072) ; Stanlcu v. Genryia; and Roe v. IVarfe.] In our judgment it was 
error to dismiss the case witliout ascertainins. at the least, the extent to which 
.=ucli charges can be substantiated. Slip Opinion at 2. 

Ill view of thoso legal developments, it becomes impera- 
tive tliitt Congress address itself to the serion.s problem of safe- 
gtiarding the constitutional rights of tlie subjects involved in human 
e-xperinientation. 

Fc^leral funding of a wide range of experiments designed to alter 
permanently the Ixihavior of individuals raises the spector of govern- 
mental interference with individual privacy. As I said in my earlier 
statement, "Our wliole constitutional heritage rebels at the thouglit of 
giving Government the power to control men's minds." It is for these 
reasons tliat all research projects invohing human beings shoidd be 
carefully scrutinized in order to insure tiiat fundamental rights of 
Immau subjects are fully protected. I am convinced that safeguards 
can be established to protect such subjects without limiting unduly tiie 
latitude necessary for researchers to continue to make great strides 
forward against disease and human sufl'ering. At a minimiun we must 
take steps to insure that abuses do not occur within federally-funded 
hiunan research projects. 

I certainly hope that this subcommittee will be persuaded, .as the 
Senate has been, that legislation is needed in this area. J, for one. am 
convinc(>d that the Congress can move toward the resolution of many 
of the diflficult problems inherent in experimentation on human lieiiigs. 

To my mind, such a legislative solution should embody at least five 
essential points: 

First, uniform rules should be established by the Federal Govern- 
ment to guide all federally-funded behavioral and bioraedical experi- 
mentation involving human subjects; 

Second, these rules should set forth adequate protection for the 
riglits of human subjects; 

Third, before an experiment is funded, it should be reviewed and 
approved by a national body constituted for tlie purpose of insuring 
that the riglits of human subjects of experimentation are protected, 
and th.at the rules are applied uniformly: 

Fourth, certain highly risky procedures, such as psychosiirgery. 
should be subjected to special scrutiny before Federal funding is 
continued; ^ 

Finally, and of vital importance if Congre.ss is to be in a position to 
consider future legislation in this field, a method of regular reporting 
to appropriate congressional committees of all such experiments in- 
volving human subjects must be instituted. 

In conclusion, let me emphasize the importance of legislating con- 
trols over experimentation which threatens to alter irreversibly the 
minds and bodies of human subjects. I outlined some of the considera- 

' An example of tills type of approach Is the decision of Dr. Robert Q. Marston. .\ctln|t 
Director. National Institute of Neiirologlcal Diseases and Stroke. National Institutes of 
Health, to suspend HEW funding for psychosurgery experimentation pending a review of 
the practice. 



247 

tions which originally prompted my concern alxiut Inmian experimen- 
tation in the statement wliicli I presented to the Senate Health Sub- 
committee last winter. I tlicrefore have appended that statement to 
these remarks for j'our information. 

I urge you to count carefully the costs of future e.xpcrimentation on 
human subjects and to weigli scrupulously the constitutional rights 
and individual liberties of the subject of such experimentation. 

[Testimony resumes on p. 252.] 
[The attachment referred to follows:] 

(From Congressional Record, May S, 1973] 

FEDEEAL FU.N'DINO FOB BEHAVIOR MODIFICATION 

Mr. ERVIN. Mr. President, recently, the Senate Subcommittee on Health, chaired 
by Senator Kennedy, conducted hearings on the broad topic of participation of 
human beings In scientific experiments. These hearings, whicli covered such 
diverse subjects as unapproved uses of certain drugs and the philosophical 
aspects of human experimentation, were of particular interest to me. As chair- 
man of tlie Subcommittee on Constitutiimal Rights, I have been concernetl for a 
long time with the protection of individual rights, esi)ecially when the private 
citizen comes face to face with the Federal Government. In light of the growing 
ntimber of data banks in America, which daily collect more and more informa- 
tion of psychological testing programs, we in the Congress should be aware of the 
threat these mechanisms pose to Individual privacy. 

I have .submitted a statement for the record of the Subcommittee on Health's 
hearings. This statement deals with the problem of l>ehavior modification ]>ro- 
grams funded by the Federal Government. I l)elieve that the jirotection of indi- 
vidual rights in all scientific i)rograms utilizing Federal appropriations must be 
parawiount to considerations of scientific advancement. The right to privacy and 
freedom of individual thought must be protected. It is essential that the Con- 
gress maintain oversight in regard to programs in which human life Is at stake. 
I ask unanimous con.seut that the statement be printed in tlie Record at this 
point so that the material it contains may be brought to the attention of all the 
Jlemliers of this body and may be available for their consideration. 

There being no ol)jection, the statement was ordered to be printed in the Record, 
as follows: 

STATEMENT OF SENATOR SAM J. EBVIX, JB. 

I wish to thank the Subcommittee and the chairman. Senator Kennedy, for this 
oi)portunity to sulmilt a statement for the record of the Subcounuittee on Health's 
hearings on biome<lical research and human experimentation. 

The SulK'ommittee deserves a good deal of praise for the work it is doing in this 
area and for the large number of important public issues raised in tlie.se hearing.s. 
The (jucstions surrounding control of tlie u.ses of scientific knowledge constitute a 
most complex and serious problem. We must always make a conscientious effort 
to avoid curtailing the freedom of scientific inquiry necessary to expand the 
boundaries of human knowledge. The freedom of science to work and explore by 
orderly research has long been a boon to our American way of life and we have 
benefited enormously l)y that resean-h in technological and medical achievements 
which have outpaced tlie rest of the world. 

These hearings have come at an opportune time, for after fifty .years of scientific 
research and experimentation in laboratory .settings, we have reached a break- 
fliroiigh in the biological scienees that may promise a more di.sease-free and 
health life for all citizens. Kxperimeiitation and treatment now have turned their 
focus from the laboratory to human subje<>ts. In the face of this applicatioH of 
scientific methods, we cannot allow individual rights to be endangered or lost 
l)ecause of a blinding faith in science and medicine. Constitutional safeguards 
must lie as.sured at the same time that government funding nurtures scientiflc 
r««earcli and medical treatment. 

Many research proje<'ts Involve experimental therapies which, even in a clini- 
cal setting. i>o.se threats to constitutional rights. These therapies may be dan- 
gerous when either by their mode of application or by the very nature of the 
therapy itself, they impinge mi individual liberties. If a tlierapntic nictbod is to 
lif imposed on a patient without bis consent or as a i>unlsliment. then the therapy 
is not necessarly at fault but the method >s. On the other hand, if a jiarty consents 
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to the application ot a therapeutic method which either he or his physician does 
not fully understand or which will unalterably affect his life, then the therapy it- 
self may pose a threat to individual rights. 

In light of these i)roblems and the threats to cherished freedoms which may !« 
created by certain scientific experiments or medical treatment, I wish to commend 
the Health Subcommittee for its foresight in this matter by calling for hearings 
which allow an airing of the matters involved prior to the funding of further 
research. We must strengthen the means by which Congress is informed of scien- 
tific programs affecting individual rights before federal money is used to supjxtrt 
such research. Whatever legislation is recommended by the Subcommittee. I hope 
it will include a requirement of disclosure and review by (Congress before fed- 
eral financing can be granted. 

My experience in this area has taken me through several years of hearings 
on the various threats to individual liberties posed by goverimiental invasions 
of privacy. Tlie Subcommittee on Constitutional Bights has seen psychological 
tests and other methods used to attempt to develop classification systems for 
our citizens. We have seen sensitivity training, polygraphs and the growth of 
federal and private data banlcs threaten the security of the individual and 
lmpo.se on his dignity. We have seen government monitoring of the activities of 
Congress and military surveillance of our citizens. 

So far there is no national identification system. A citizen may still enter 
u store, present a credit card, and know that his entire past Is not available 
to a store clerk by the flick of a switch. But the time may soon come wlieu 
this is no longer true. Already state, federal and private data banks are l>eing 
created which collect large amounts of data on individuals, data of often dubioiis 
accuracy and relevancy, but data which is instantaneously available across the 
countrj". Already work is being done on a universal identifier so that every 
personcan be numbered, and then catalogued by that number. Already work is in 
progress on a single universal identification card to replace the dozens of credit 
cards, memberships, licenses, and Il>s in a citizen's pocket. 

As the chairman knows, the i)roblems being studied b.v the Constitutional 
Rights Subcommittee are fundamentally the same as those l)efore this sulicom- 
mittoe. That is why I wish to present some of the information we have gathered 
for your consideration. 

I "would like first to discuss a problem which I believe has reached the critical 
stage today in the area r)f scientific exiHrimentntion and treatment—federal 
funding for behavior modification. The chaos which exists in this field Is partly 
due to a lack of control, a lack of review and a lack of interest on the part 
of the Congress. I believe there are serious constitutional problems when federal 
funding is doled out unchecked for behavior modication projects. 

Behavior modification involves psychological techniques applied as treatment 
for behavioral problems. 

Behavior modification attempts to alter or change the attitudes and actions 
of a person; it does not seek to cure the behavioral illness but rather to 
change the behavior. Beha'^i.or modification may involve relatively mild methods 
such as individual or group therapy as well as more persuasive and more per- 
manent methods as. for example, operant conditioinng (reward/punishment con- 
cepts). Whatever qtiestions exist with respect to these methods, behavior modi- 
fication today has an even larger arsenal of methods to draw upon than ever 
before, and these other techniques present critical Lssnes for individual rights. 
Drugs can be used to punish and thereby secure a desired behavior (aversive 
therapy). They can also blunt certain emotions (tranquilizers and psycho- 
active drugs). Shock therapies can jolt the memory, finally, the physical brain 
itself is subject to alteration by surgical or drug means. Behavior modification 
ranges from rewarding school children with gold stars to punishing prisoners 
with drugs that simulate Parkinson's Disease or cause convulsions. Naturally, 
it is not easy to decide which type of behavior modification programs are dan- 
gerous to constitutional liberties and which are not. I would like, however, 
to deal with three separate cases where abuse has occurred or possibly is oc- 
curring where the federal government has a responsibility for the preservation 
of individual rights and the prevention of injury to our citizens. 

One of the most flagrant examples of a lack of congressional control and 
oversight in the area of behavior modification came during the past fiscal 
year. In 1971 a progranl was begtm at Boston City Hospital by Dr. William 
Sweet, one of the world's leading neurosurgeons, to explore violent behavior. 
The project was funded by a .$500,000 grant from NIMH. The project employed 
various means of studying and treating violent behavior; among these methods- 



249 

were the implantation of electronic devices in the brain, the use of massive 
drug doses wlueh can permanently affect behavior, and psychosurgery. The goal 
of the program was to develop psychological tests to identify violent behavior 
and develop treatment methods. Tlie project was so controversial that the first 
liospital approached, Massachusetts General Hospital, refused the grant. 

At the same time as this NIJIU project was going on, some of the doctors from 
the project were working on a similar behavior research project funded by the 
I^aw Enforcement Assistance xVdmiuistration. This project was intended to 
develop a classification system to identify a tendency for violence among prison- 
ers. This project, conducted at a federal male prison and a female multlstate 
prison, was terminated early due to funding abuses arising within the project. 
Neither project has submitted a completed report, and neither project has sub- 
mitted a summary of its activities that show any conclusive evidence of success 
or rationale for further funding. Yet, in hearings before the Senate Appropria- 
tions Committee, Dr. Sweet testified that the work had been successful in Bostou 
and at the prisons. Dr. Sweet also stated that one million dollars was desired, 
under the auspices of NIH, for further work and expamsion of the project at 
Boston City General. 

It was only at the last minute that Senator Alaguuson addressed a letter to 
Director Marstou of NIH urging caution and care in further funding of violent 
behavior research. Dr. Marston replied stating that NIH would make the great- 
est efforts to safeguard individual rights. In response to letters from the Sub- 
committee on Constitutional Rights, former Secretary of Health, Education and 
Welfare Elliot Richardson and Secretary Caspar Weinberger have promised 
that reporting would be made to the Subcommittee on any funding by HEW for 
behavioral research involving violent behavior studies. Copies of the correspond- 
ence dealing with the NIH funding and from HEW are attached to my statement. 

Now it should be obvious that programs which aim at typing certain citizens 
as "violence prone" raise serious i)roblems of individual rights. The is.sue is no 
less and no different from a government program of labelling individuals as 
"radicals," "subversives," or "Communists." Certainly before any such project 
is funded by Congress, those problems should be exhaustively considered. They 
never were when the.se first grants were approved. 

The absence of congressional inquiry and of congressional oversight allowed 
an NIMH project to .submit individuals to what many regard as inhuman and 
degrading abuse by physicians. Projects which involve experimental techniques 
or techniques which sharply curtail an individual's independence and freedom of 
thought deserve the utmost concern on the part of the Congress. Reporting of 
projects such as those funded by LEAA and NIMH would have allowetl debate 
and review by the Congress. No such programs should be funded by NIMH or any 
government agency unless and until the closest scrutiny is given to them. 

Prisons exist as a closed society, eluding the public eye behind high walls and 
restricted contact. Only recently has there been any Interest in assuring prisoners 
the benefits of those constitutional rights which follow them into the prison or 
Jail. Only In the last decade have court decisions sought to insure the rights to 
counsel, legal materials, correspondence and of freedom from cruel punishment. 
Testimony before the Health Subcommittee has revealed that in the coercive 
atmosphere of a prison, inmates are more than willing to submit to drug experi- 
ments and other exi>erimental programs in order to secure money or a change of 
location and conditions or to please the parole board by a record showing cooi)- 
eration with the prison authority. The use of behavior modification in such a .set- 
ting poses serious threats to constitutional liberties. Behavior modification is not 
simply an exi)erimental concept. It is a treatment to which a prisoner is asked 
or ordered to submit. 

There has been no definitive court case involving behavior modification in the 
prisons; however, cases are now pending before t)ie court.s. One case in California 
is challenging aversive conditioning tlierapy which employs a drug known as anec- 
tine to produce respiratory convulsions. Cases dealing with medical treatment in 
prl.sons have dealt primarily with allegations of malpractice and negligence in 
treatment or with the administration of drugs-which-produce-lnjury civil suits. 
Most courts have rejected complaints alleging unauthorized uses of drugs as 
punishment. 

To understand the Bureau's attitude toward treatment of Its mentally dis- 
turbed offenders, the following statements l\v Director Norman Carlson are of 
note as a preface to the di.scussion that will follow. Speaking before the Sub- 
committee on National Penitentiaries [Future Role of the U.S. Bureau of Prii- 
ons (92nd Cong., 2nd Sess.).] Director Carlson noted the Bureau's attitude to- 
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ward mentally ill offenders and the need for treatment by the government . . . 
nearly 20 percent of all offenders committed to our custody suffer from some type 
of niental disorder, not necessarily psychotic, but certainly present mental ill- 
ness. It is a fact which we have long been aware of and I think Butner is going 
to be ii facility which will certainly enhance our capabilities to work witli this 
t.vi)e of population. 

In later testimony before the same subcommittee, in June of 1972, the Director 
indicated what might be the major factors behind this mental disorder in in- 
mates. ... correctional institutions throughout the country have been plagued 
with serious problems. These have included work strikes, violent incidents and 
racial tensions. In the Federal System, we have experienced a number of diffi- 
culties, but fortunately none have involved violence. These recent incidents have 
highlighted the root causes of the ))roblemg in our present correctional systems: 
overcrowded, archaic institutions. Inadequate treatment programs, and, in some 
instances, policies and procetlures which serve to dehumanize individuals in 
continenient. 

The Bureau of Prisons cites overcrowding as the major contril)utiug cause 
of tlie dehumanization and violence of federal inmates. The Bureau, therefore, 
creates behavior modification programs to institutionalize the inmate and make 
him amenable to the best problem of overcrowding. 

The I"ederal Bureau of Prisons has an active program of behavior tb.erapy. 
In the Springtield, Missoui-i Medical Facility, Project START attempts "to de- 
velop behavioral and attitudinai changes in offenders who have not udjusretl 
siitisfactorily to instilutioual sellings." One criterion for transfer to this i>roject 
is that the inmate should be "from Uie sending institution's segregation unit."" 
Tliere are no volunteers, only involuntary transfers. (Operationn Memoraniluiti, 
7.'?00.128, Bureau of Pri.sons, October 25, 1972.) Group therapy and otliiT i>sy- 
chological techniques liave been employed in Marion. Illinois, and in Terre 
lluutc. Indiana, as well as elsewhere in the federal system. 

•An example, whicli raises the constitutional (luestions surrounding behavioral 
moilifieatiou in the prison setting, conies from my own state. As part of the 
Bureau of Pri.sons' ten-year c<mstruction jjlan, a Behavioral Research Center 
is Hearing comi)letion at Butner, North Carolina. The facility, for which ]>laiu> 
have iH'cn in the making for several years, will bou.se a treatment center for 
mentally disturbed inmates and a research facility to develop corn^tional pro- 
grams for exports to federal and state institutions. To gain more information 
about the Butner facility, the Subcommittee on Constitutional Rights contacted 
Director Xorman Carlson of the Bureau of Prisons. In response, the Director 
stated that .safeguards will exist at Butner to protect inmates and that all pro- 
grams will conform to estalilished guidelines for programs involving liiuuan 
snlvjects. The guidelines employed, the Director e.xplained, were the Nuremberg 
standards and a directive by the Public Ilealtli Service on experiment.s involving 
human subjects. Both documents, it should be noted, require that an individual 
be free from coercion in making his decision to participate in a project and so 
.situated that he is free to refuse. The Bureau hopes tliat prisoners will volunteer 
to go to Butner. However, in order to secure certain types of inmates for the 
research section, involuntary transfers may be required. Director Carlson also 
assured the Subcommittee that no psychosurgory or nmssive drug doses will be 
euiiiloved. 

The Director's reply leaves a numlier of problems unresolved. 
Behavior modification creates problems for privacy and individual dignity 

when administered in a custodial setting where coercion is a practical fact, Tnic 
voluntary participation is difficult if not impos.sible in a prison. The Supreme 
Court in {Stanley v. (Irnri/iri. 391 U.S. r\'t~ (196S) stated the problems that gov- 
ernmental invasions of privacy pose for the First Amendment. 

Our whole constitutional heritage rebels at the thought of giving government 
the ))ower to control null's minds. . .. Whatever the power of the state to control 
pnldic dissfmination of ideas inimical to the public morality, it cannot con- 
stltulionally jjreniise legislation on the desirability of controlling a per.sfm'a 
private thoughts. 

Tl'.is same right of privacy of the individual from governmental invasion was 
strongly statinl in Crhirolfl r. Cninirrlicut. 3S1 T'.S. 479 (1965), which was based 
as weH on the Fourth. Fifth and Ninth Amendments. 

.V prisoner's rights are not infringed by his involuntary transfer to a higher 
security grade or to a medical facility because he is overtly psychotic. But wlien 
he is forced to participate in a treatment or experiment which is not to treat a 
present illness, but rather to fit a goal set by the Bureau for rehabilitation, and 
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which Involves drugs o. coercive measures to change his very personality, due 
process and equal protection requirements come into play. One must ask, should 
a prisoner who Is not judged mentally ill by the court after psychiatric tests be 
Judged so by the Bureau of Prisons after incarceration and then forced to accept 
treatment? Indeed, in any place where consent is coerced or not given freely, 
there seems to be a violation of a basic human right, be it in a prison or con- 
ceivably even in a private doctor's oflBce. If treatment is forced without a hear- 
ing or inquiry and without true consent, is not the due process assured every 
citizen—Inmate or free—denied? 

The programs exemplified by Butner raise some very serious issues: 
1. How does a rehabilitation program which involves behavior therapy, be it 

transactional analysis (game theory) or operant conditioning (reward/punish- 
ment theory), fit the Bureau's statutory authorization under Title 18 of the 
United States Code? 

2. The Constitution secures privacy and due process for all Americans. Are 
these rights violated when an Inmate Is forced to undergo a psychological therapy 
because his consent occurred in a coercive setting? Can an inmate freely volun- 
teer for a program to alter his mind when he is in a prison setting? Testimony 
before the Health Subcommittee Indicates that prisoners took part in programs 
in a prison that they would never consent to In a free world setting. 

3. The records of a stay at Butner and any treatment will be integrated with 
an Inmate's flies. Is his privacy assured where such records can be disseminated to 
the parole board or beyond the confines of the Bureau of Prisons? The problem 
here Is similar to that uncovered by the Subcommittee on Constitutional Rights 
in its continuing investigation of data banks and the dissemination of arceat 
records and other highly personal information. 

4. The Eighth Amendment protection against cruel and unusual punishment 
may be violated where an inmate is involuntarily sent to a therapy program. 
Does this not constitute a sentencing beyond that of a judge? Does it not amount 
to an extra punishment? Therapy programs which employ aversive therapy— 
inflicting pain to dissuade certain behavior by the use of drugs or prolonged 
isolation—as part of their treatment could well be violations of the Eighth 
Amendment. 

My concern with Butner is not that its program development concept will de- 
velop new programs for managing prisons, but rather that the develc^ment will 
be costly to the rights of Inmates and that the developed programs may not 
resolve the prison system's dehumanizing effect My concern with the psychiatric 
treatment center at Butner is not that psychotic patients will be removed from 
the general prispon population, but that there are problems of identification of 
Inmates for treatment; that inmates will undergo treatment in a coercive atmos- 
phere, signing a consent form they may never understand or because they want 
to appear cooperative to the {>arole board; and that there are possibilities of 
abuse in transfers to the unit. Congress has a duty to maintain some form of 
oversight over prison research and treatment to assure that constitutional liber- 
ties are not lost under the rationale of prison exi)erimentatIon and prison 
management. 

Equally voiceless in our society, because of segregation from the general popu- 
lation, are patients In mental institutions and Veterans' Administration hospitals. 
Here the problems are somewhat different than In a prison setting. Often the 
problem for a mental patient is to secure treatment and not just be maintained 
in a custodial setting. Behavior modification is a part of treatment. In hearings 
before the Subcommittee on Constitutional Rights in 1970 on the rights of the 
mentally ill, it was pointed out that 90 percent of all mental hospital inmates 
were they by judicial commitment. Certainly when the court places a person 
in a confined hospital setting, as in a prison, there must be maintenance of 
constitutionally guaranteed liberties. The problems of behavior modlflcjition In 
a mental hospital are not tlie correctness or appropriateness of treatment but 
rather problems related to the protection of the rights of an individual under- 
going treatment. The recent abuses exposed In the WlUowbrook hospital and in 
mental hospitals In Alabama point to the need for Improved oversight of federally 
funded private and public mental hospitals to insure that patients are given the 
basic courtesies and dignities afforded other citizens. 

The extent to which mental patients or veterans are used for experimentation 
and development of new methods of therapies has not been Investigated. It la 
appropriate that such an investigation occur and that the Congress consider 
some form of permanent review of a problem which affects the lives of nearly 
a million Americans dally and a larger number of our citizens Indirectly. The 
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constitutional problems for the veteran or mentally disturbed person are similar 
to those of the prisoner—coercion for treatment and experiment, lack of informed 
consent, where possible, and lack of control over custodial care and medical 
practices. The involuntary nature of judicial commitment and the subjection 
to imposed treatments demands the congressional concern for the patient who 
cannot sjieak for himself. I will not go into detail about the rights of the men- 
tally ill; the hearings si)eak for themselves. I want only to express my concern 
at this point for the possible abuses in hosiritals and the need to ensure that 
basic constitutional guarantees are not denied without due process of law. 

I would like to reiterate that I fully understand the dlfliculties inherent in 
Intervention into the realm of scientific experiment I commend you on your 
willingness to venture Into this area. Some of the shocking abuses you have 
exposed as in the Alabama syphilis study and the unapproved uses of approved 
drugs need to be brought to the attention of the Congrese?. The con.stitutional 
problems are of great consequence. Any citizen may seek mental care assistance 
at some ijoint in his life and suddenly find himself to be a subject for a doctor 
conducting an experiment. To assure that all constitutional protections are 
afforded In medical experimentation and treatment programs Is a goal of the 
utmost Importance. Whether that assurance is in the form of congressional 
control, professional self-restraint or state Intervention is sectmdary to the basic 
humanitarian and social considerations. 

Mr. PREYER. Our next witness is Dr. George Schreiner. It is good 
to have you with us. Do you have a written statement ? 

STATEMENT OF DR. GEOR&E E. SCHREINER, PROFESSOR OF MEDI- 
CINE AND DIRECTOR, DIVISION OF NEPHROLOGY, GEORGETOWN 
UNIVERSITY MEDICAL SCHOOL 

Dr. SCHREINER. I do not. I do have two reprints I would like to leave 
with the committee. These are previous publications of mine, one en- 
titled "Limbo to Limb—The Moral and Legal Entanglements of the 
Clinical Investigator" [see p. 255] and "The Ethics of Human Experi- 
mentation" [see p. 259]. 

I am professor of medicine and director of nephrology division, 
Georgetown University Medical School. I have been a practicing phy- 
sician for 26 years and did my first clinical investigation 25 years 
ago. I have published over 200 scientific articles and about 10 or 12 
ethical articles relating to human experimentation of which the 2 
I gave yovi are some examples. 

I really come as a private citizen, although I am a past president of 
the American Federation for Clinical Kesearch and am on the Fed- 
eral Health Committee of the American Society for Clinical Investi- 
gation. This committee is concerned with the ethics of experimentation. 
I have discussed certain things with membere of that committee and 
other things I have not and will speak as a private citizen. 

I do think I would like to make remarks that are more philosophical 
than legalistic. I want to emphasize something I have not heard either 
yesterday or today: What are the ethics of discouragement or the omis- 
sion that comes about when we get too contrived, too specific, and too 
detailed in our regulatory mechanisms. We do have a positive obliga- 
tion to improve the lot of man. You can satisfy laws by not doing re- 
search; but it is just as unethical to cease human research as it is to 
abuse it—poor committee decisions have been just as frequent as poor 
research. This is my own experience in serving on a peer review com- 
mittee and I might state that I do believe in peer review committees. 

We had one on a volunteer basis at Georgetown long before there 
was a requirement in the Food and Drug Administration promulga- 
tions and long before there was a requirement for HEW grant requests. 
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It has been very interesting serving on the committee and watching 
the evolutions of the various complexities of reviews as the regulations 
tightened. Dr. Veatch has made some allusions to that. 

Sometliing which I think has not been stated is that as one gets 
distant from i-eal expertise, as you get away from people who have 
had some familiarity at least with how you do clinical investigation, 
the votes tend to get more and more negative. I noticed this trend, for 
example, when the suggestion came out that we should put etliicians, 
priests, and lawyers on peer review committees, which we did. 

For a while there was a considerable difficulty in getting the many 
projects approved. Where there was a doubt, where there was a gray 
area, the people who are unfamiliar tend to vote no. This is just a 
clinical observation of mine. I think we should be very, very careful 
ill appointing Federal regulatory commissions. A broad representa- 
tion of consumers and ancillary skills is desirable but enough active 
investigators must be included so that we don't really grind the whole 
research thing to a halt. 

I express this rather concisely in this article in Clinical Research in 
which I said, "the goal of the clinical researcher is not to remain safe, 
to please lawyers, to satisfy bureaucrats, to abstain from controversy, 
or even to shun lawsuits. One can do all that simply by not doing 
research." 

The problem is to try to fit this active scientific curiosity and desire 
to improve the lot of man into a framework that meets some kind of 
common ethical standard. Certainly the best mechanism for doing that 
is educating the individual and heightening the ethics of the individual 
doing the research. 

Today's witnesses have cited a few abuses out of tens of thousands 
of projects supported in recent years. 

I think it is important in citing these evils and horrors to mention 
how many in fact have been reviewed by peers. I would be interested 
in Dr. Veatch's statement now about many of the studies he mentioned 
in fact were subjected to peer review or to some kind of protocol 
analysis. I am certain the one mentioned in the papers so frequently, 
the Tuskegee experiment was performed many, many years ago by 
the Public Health Service, an arm of the Government, and was not 
subject to the type of peer review we have today. 

Dr. Chalmers made the statement yesterday he could find only one 
of the horror stories cited that went through a peer re\new committee. 
I think we have to be careful we don't throw the baby out with the 
bath water. This is a real danger if we continuously restrict the activi- 
ties of investigators who are already a dwindling breed, perhaps even 
an endangered species. Are they to be forbidden even the simplest pos- 
sible statement ? 

Dr. Veatch claimed that no doctor should be allowed to state that 
an experiment is without risk. 

I frankly violently object to that attitude. Under it the peer review 
committees would be bogged down forever in trivia. The NIH has 
stated one can withdraw up to 4.500 cm' of blood from normal-sized 
adults without going through the complete formal review committee. 
Obviously, what is done with the blood is filed in a protocol. 

We have found even such simple things as this are subjected to very, 
very prolonged and ethical and theological discussions when this really 
does little but obfuscate the basic problem. None of the horror stories 
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involve those simple experiments with blood or urine. Noninvasive 
procedures should be expedited and not mixed with the real problems. 

None of the citations in the press involve those kinds of experi- 
mentation. If we don't get realistic about our review procedures, it 
seems to me what we are going to have is half the world spending 
half of its time reviewing what a few people left in research are able 
to propose. 

I think that some kind of balance must be struck in working on a 
commission which has regulatory capacity. I seriously question 
whether the Federal Government is sufficiently close to the scene of 
the action to play such a role. I think the idea of a repository of data, 
a kind of an appeal-type situation, even a writer of good lines—I 
think all of those functions are veiy, very good and very adequate, 
but when one gets into the regulatory field, you face some very large 
negatives that must be looked at carefully. 

I would like to make a specific statement on section 1202-4 and 
heartily endorse the concept of no-fault insurance for participants in 
human research which sliould get the researcher out of an adversary 
position where he must admit negligence and become a defendant or 
aline himself with the insurance company. 

I have been speaking on this subject for more than 12 years and 
I think it is more than high time that we have no-fault insurance to 
protect these individuals who are doing just as much for the people 
in our country as those in the Armed Forces. They are obviously 
courageous if they are willing to be used for their fellow man. They 
are obviously charitable for giving of themselves, and I think they 
deserve the protection of society on something other than a negligence 
basis. 

The other point that I would like to speak against is the notion that 
a committee could commandeer the personal physician-patient record. 
I think that research is defined so broadly in here that it really would 
cover millions of people. For example, if one just counted the trial 
subjects for oral contraceptives of all of the various formulations 
that have been introduced into the United States, this would cover 
hundreds of thousands of people. Yet, this act in fact directs the 
court even without the patient's permission to have all records which 
includes records, files, papers, processes, controls, and analyses of 
facilities made available to anybody that the committee delegates. 

I think if you do that, about 20 years from now. you will be attend- 
ing a "Mayo-gate" hearing. If anybody from the Wliite House can 
call up anybody in HEW and say get those records on this prospective 
Congressman or this prospective school board member because he 
was once a part of a research project 20 years ago—this is without 
statute of limitation—I think you are producing an invasion of pri- 
vacy which is potentially very, very dangerous and is in direct con- 
flict with the oath of Hippocrates which I and many physicians took, 
that they will not reveal what they see and hear with regard to the 
patient. 

If you are talking about statistical research or something of this 
sort then you are astep removed but the way research is designed in 
here, it would cover any drug trial done in the United States and this 
is really involving hundreds of thousands if not millions of citizens 
of the United States, and I think this is a very dangerous type of 
provision. 

[The publications referred to follow:] 
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Limbo to Limb — The Moral aiul Legal Entanglements 
of the Clinical Investigator 

Dij CtoncE E. SciiHKiNEB, M.D.* AND MomON D. BOCDONOKK, M.D.I 

DURING THE past several decades the clinical 
investigator has enjoyed a great deal of intel' 
lectnnl and operational freedom. This freedom 
hiui been l>oth deserved and de-siral)le. However, 
this tradition evolved when fnnds were relatively 
scarce and clinical research facilities were few 
ill number. T)ie years following World War II 
have been characterized by an abundance of 
monev and an expansion of well-supported facili- 
ties and personnel. This growth of clinicd in- 
vestigation lias been a l>oon to academic medi- 
cine; more people arc working on more clinical 
problems than ever before. 

One of the conse<piences of such rapid growth. 
however, has been the incre;ising awareness of 
the activity of the clinical researcher by the non- 
medicnl jwrlion of our society. Thus the non- 
inedicat public has develo[H*d an abiding interest 
ill clinical resc^trch efforts, aiid has begun to in- 
ipiire into thcr o^>erational details of how clinical 
research is performed. The fact that the public 
is eventuallv paving the hill for the clinical re* 
search would appear to provide some justification 
for its ins[)ection of wliiit clinical researchers do. 

Tltis coiLsecpiencc of growth, however, has 
introduced an unknowledgeable third party to 
the clinical re.scarch activity. Previously, in tlie 
relative tpiict of the small-scale research efforts 
of die past half century, the investigator and the 
patient (and diase family and friends close to 
the patient) were the only parties concerned 
%vith the research. Now. however, the public—in 
certain circumstances represented by the Federal 
government—wants specific information and has 
l>eeu injected a.s a third party into cliniuil re- 
sc^irch activity. 

When someone else begins to iiupect, qnest'ons 
are u^ked and queaitiDnnaires beg to be completed- 

*Profif»or of .Mfdiclno, Ccorgctown Univendty 
St-honI of Mcilldnc, Washintfton, D. C. 

fl*rofcMor of .\!editfne, Duke Univemlty School of 
Medicine, Onrham. N. C. 

Tlie clinical investigator must, therefore, reflect 
and initiate some self-inspection. Al! must recog- 
nize that medicine needs l>oth clinical, basic and 
therapeutic investigation if it is to advance in 
knowledge and wisdom. The_go;il of the clinical 
n^seitfcher is not to remain safe to plpji'tft lnw._ 
vers. to s.itisfv bureiuicrats, to abstain from con- 
troversy or even to slum law siiits. One can avoid 
t^i*.m l^y nqt^ d<?in^' rlinir.il invpfftj^ntion,Wf Iw 

lieve. however, that two major (questions merit 
discussion and examination by the clinical in- 
vestigator himself: What are the indications and 
what ate the constraints that should f^ovem clini' 
cat research acttoity? and . . . When is it reason- 
able to reject the insj}ection and rexnetc of the 
interested third jtarty? 

Though it may appear elemenlarv to begin 
from the very biiseline, our discussion of these 
questions includes an initial definition of the 
pur]>ose of clinical investigation—to gather scieii- 
tific;dly reliable data within the framework of a 
well-defined experimental design, concerning one 
or more specific problems of human biology. This 
broitd statement of purpose clearly presupposes 
certain conditions—that the investigator luider- 
stands and know*" how to u.se the scientific methcKl 
and thut those issues which he proposes to studv 
represent areas of interest in which he has al- 
rciidy develojTed a degree of professional com- 
petence. 

It is apiwrent, however, that simply fulfilling 
this statement of puqwse (no matter how hi- 
genious the ex[>erimental design nor how well 
estidilished the investigator's comi>etence) in no 
way provides an untpiestioned fiat to liegin clini- 
cal invest! gilt ion. \n order for the investigation to 
take place, it must (xx-ur in a c^intext in which 
tlie investigator pays strict attention to several 
factors, which include the personal preferences 
of the patient, the obligations im^msed by the 
common good, the workings of a fundamental 
moral code, the time and ctistoms of the society 
in which the stndy is being conducted and the 
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etiiics of the medicil profession. Justification for 
a specific protocol is Ijcst judged by recognizing 
huni.m research as a spectrum with a decreasing 
order t)f cUrcct and personal good to the research 
su!>jecl. This may vary from studies on thera- 
peutic cfRcacy at one end, to collections of un- 
related statistical, biociicmical or phvsical data 
i:t the other end of the spectrum. 

(The guidelines that the clinical investigator 
may use to verve as constriiints upon his iictivity 
may derive from many sources. He mav use the 
teachings of the classic philosophers'-'; he may 
draw upon natural law as interpreted hy religious 
leaders'; he mav refer to the codes of otiier 
scientists"' or he max- use a prt»gram proferred 
l>y a professional organiz;itiou sn<h as the code 
of the Anierican Metlical Association." 

Whatever frame of reference he elects to u.vc. 
he surely sliould fully appreciate the need to 
keep the guidelines in mind at all times. 

The (piestion of constraint is, of course, par- 
ticularly pertinent to the situation in which the 
tlim'cal investigator's activity is open for public 
inspection. Tlie insurer and protector of the 
public interest in this matter of constraint is llic 
luw. It is important that the clinical investigator 
inspect the role of the law and the judiciarv, 
for in this area he may eventually find himself 
facing the dilemma of forfeiting some of his 
enthusiasm iuid independence in order to fulfill 
the demands of the third partv. 

In general, the medical profession has become 
increasingly alarmed liv the growing number of 
law suits involving practicing pliysicians. Tlie 
clinical investigator has not as vet been so bur- 
dened. However, the legal precedents covering 
human experimentation have almost all developed 
from the allegedlv negligent application of ex- 
perimentation to what was considered by the 
patient to have been a purely treatment sit\m- 
tion: the administration of an as yet unaccepted 
medication, the j>erformance of an imorthodox 
operative procedure." 

rile reflections of the legal profession upon 
liuman expeiimenlation many times have stemmed 
from the concerns and reverberations consecpicnt 
to the disclosure of the brutalities of the Nazi 
scientists. From those disclosures and from the 
extensive discussions that followed has come what 
is termed the Nuremberg Code." This code de- 
fines the importance of the patient and tlie many 
i-unsidcraliotis that must always be taken b\' the 

investigator. As a l>old reminder to all investiga- 
tors it merits listing here: 

TheNureml>er^ Code for Human Exfterimcnl 

1. The vohmtarv consent of the human sub- 
ject is abiiolntelv es-tcntiul. 

2. The cx[>criment should be such as to yicJd 
fruitful results for the good of societv. 
unprocurable by other methods or 
means of study, and not rauclom and 
unnecess;irv in nature. 

3. The experiment shotdd be so designed and 
based on the results of animal experi- 
mentation and a knowledge of the 
natural histor\' of the disciise or other 
problems under st\idv that the antici- 
pated residts will justify the performance 
of the experiment. 

4. Tlie experiment should l>e so conducted as 
to avoid all unneees.wry phvsical and 
mental suffering and injury. 

5. No experiment should be conducted where 
there is a prior reason to l>ehe\'e that 
dentil or disabling injury will rxx^ir; ex- 
cept, perhaps in those exj-Jerimeul^ 
where the experimental physiciaiis also 
sen'e as subjects. 

6. The  degree   of  risk  to  be  taken   shoidd 
never exceed that to be taken by the 
humanitarian importance of the prob- 
lem to l>e solved by the experiment. 

7. Proper preparations should be made ainl 
adeiiuate facilities provided to protect 
the experimental subject against even 
remote possibilities of injury. dLsabilitv 
or death. 

8. The experiment should l)e conducted onlv 
by scientifically qualified persons. The 
highest degree of skill and care shottkl 
he rctiuired through all stages of the 
experiment of those who condtict or 
engage in the experiment. 

9. During the course of the experiment the 
human subject shoidd be at libertx- to 
bring the experiment to an end if he 
has reached the physical or mental stale 
where continuation of the experiment 
seems to him to be im|)o$sibIe. 

10. During the course of the experiment the 
scientist in charge must be prepared to 
terminate the experiment at anv stage, if 
he has probable cause to lx.*lieve, in tlu' 
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cxcrci.se of good faitli, !kiij)enui- xkill and 
Ciirefiil judgment ie([nired of him. that 
a cojitimialioii of the experiment is likelv 
to result in injury, disability or death 
oi the experimental subject. 

The investigator may rightly conclude that if 
he perfcinns witliin the context of such accepted 
^titdclines as the Nmemberg Code then he is 
acldiiuitclv coiutralning, in legal terms, his o\vn 
activitv. Such self-assurance and confidence mav 
he unwarranted. Ladimer has indicated that 
tl^ere arc no legal decisions and precedents ap- 
lihiiig to planned medical research on humans: 
"'"Tliere is no case directly proscribing such re- 
Noarch and there are no regidatorv statutes or 
Icrgal codcs."^' He further suggests that the 
NTtircmbcrg tribunals have not created an ade- 
(piate legal precedent. 

The   clinical   investigator   mav   thus   be   con- 
si<!creU to be in a legal limbo; There are public 
.statements and codes on record regarding clini- 
c;il   investigation,  but   there  are   no   finn   legal 
tlecisions  in  the a)urts  that cover  planned  in- 
vest ig.itions.  Over  the \'ears this hasn't seemed 
t(»   b<*ther  the   clinical   investigator.   His   feeling 
of legal securiiv has been buttressed by the fact 
that   he  generally   works  in   the  protective en- 
viroiniient of a  university, research  institute or 
hr*spital. He has a chance to discuss and "submit 
liis   experimental   designs   to   his   colleagues,   hi 
effect tiiis is an advance review by a "jury of his 
peers." More recentlv, more institutions have de- 
veloped devices for sharing responsibilities, such 
as   research  committees or  committees  on   new 
procedures   and   drugs.   Virtually  all  institutions 
have  admiiustralivc echelons  which  require ap- 
prosal for human research from divisional or de- 
partmental directors. Administrators of research 
institutions, schools and hospitals are particularly 
cautious about experimentation   in  such special 
groups  us   children   and   minors,   patients   with 
psvcbiatric   diagnoses,   investigators.   laboratory 
personnel and  medical  students,  civil  prisoners, 
inmates of oqihanages,   asylums  and  con-ective 
lionies, and vohmteer religions groups,  such as 
cnn.scientious    objectors    and    Mennonites.    Tbe 
considerations regarding tliese special groups are 
well  summarized  in   the  N.I.H.  booklet on  the 
use of "normal" volunteers.'" 

Tlie relative scinrity of the clinical investigator 
has licci] <lisrupted of late by three main events; 

(1) The establishment of clinical research 
centers, sponsored by the National Institutes of 
Health, in a large number of medical institutions. 
This development has made it economicallv pos- 
sible for these institutions to studv research 
volunteers in a manner comparable to the intra- 
mural program which has l)ecn in effect at the 
N.I.H. and which has existed at other research 
institutes. Happily for the investigator, this pro- 
gram has grown to wide acceptability without a 
clear statement on the part of the N.I.H, as to 
their legal liability for the natural health conse- 
(piences. for contestible consetjuences. for ad- 
mitted mistakes or for the conserpiences of negli- 
gence in human research. The degree of fitianciul 
responsibility that the health insurance plans will 
provide for accidents, mistakes or even intercur- 
rent illnesses during the course of an experimenta- 
tion has not been clearly established. Moreover, 
many ho.spitals and institxition insurance carriers 
have implied a denial of responsibility except in 
the vase of litigated malpractice. 

(2) The recent regulations proposed bv the 
Food and Drug Administration which provide 
for the first time a specific bodv of technical d'- 
rections to winch the investigator is subjcct.*^* 
These re(|uirements include written certification 
by the investigator of "adefpiate" educ;ttion and 
training ipialifications, access to accepted research 
facilities, a general outline of the project, fidl 
information on pre-clinical investigation, full 
records on drug disposition, maintenance of all 
records for two years, "personal" supeivision of 
the research, responsibility for informed coiwcnt 
and even a divulging of the names of the sub- 
jects if "the rewards of particular individuals re- 
<pure a more detailed study of the Ciiscs, or unless 
there is reason to believe that the records do not 
represent actual cases studied, or do not repre- 
sent actual results obtained." 

The consent provision has fortunately been 
modified to permit double-blind studies, investi- 
gation of jisychic or emotional phenomena and 
liabituation and research on patients whose diag- 
noses may not be prudentlv divulged. This loop- 
hole was provided in the provision, "The investi- 
gator will certify that he will inform any patients 
or any persons used as controls, or their repre- 
sentatives, that drugs are being used for investi- 
gational purposes, and will obtain the consent of 
the subjects, or their representatives, except 
where this is not feaxible or, in the investifiator's 
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projeviUmai judniuvut. is coiilrarv to the In-st 

interest of the .suhjec'ts" (anthoiV italics). While 

the_exception thus pioviclctl is brimtl, the intent 

of infomied consent is clearlv stated. At this 

point, no in\estij;ator can know how tiie conrts 
will accept tlic exception. 

(3) The Thalidomide debacle and the reams 
of emotion-filled commentary tliat have appeared 

in the pnhlic press. For the first time the public 

has h.u] an opportimity to see some of the details 

of poor clinical investigation. It has made the 

public snspicious of drug re.search. It has also 

created a wave of angry donbt and will certain- 

Iv make patients involved in research projcL-ts 

mindful of the possibilitv of initiating law suits 

if difficulties ensue. The series of technical re- 

quirements contained in the Food and Drug reg- 

ulations ma\' provide lawyei-s representing pa- 

tients who are research subjects with some very 

tangible guides to use in a potential litigati<m 

against the clinical investigator. 

The clinicid investigator, therefore, once in 

a Icgahlhnbo is now out on a legal limb. Even- 

tnallv, in actual practice, this new position may 

not represent any serious problem, but it does 

throw into lw)Id relief the second of our stock- 

taking ([uestiuns, namely, when can the clinical 

in\estlgalor reject the inspection of the interested 

third twrty? 

We feel this issue is particidarly important in 

the area of protecting tlie confidential nature of 

the doctor-patient relationship. Though, as in- 

dicated above, the new Food and Drug Adininis- 

tration regulations do peniiit withholding the 

nances of subjects if certain unusual circiun- 

stanccs occur, the regulation's wording is cpiite 

general (" . . . unless the records of particnilar 

individuals retpure a more detailed .study . . ."), 

and just who will eventually decide whether a 

particular record will rccpiire more detailed re- 

view is not at all made clear. P.itients do have 

ever\' right to expect that the confidences of their 

mctlical histories will be protected by the phvsi- 

cian. At present, aii\ third party—insurance com- 

[Wnv, law\er, member of the family—must have 

the signed con.scnt of the patient in order to re- 

view the inedicjd data. This mechanism lias 

worked well over the years and it mtty well be 

that the clinical investigator, as the subject's phy- 

sician, will have to insist that third-partv review 

of clinical investigation must not include, with- 

out the  patient'.s  consent, a   knowledge  of the 

patient as a s|K'cific individual. £vcii ctnsenl 

iXoes not waive certain legal rights to priviJej^ 

communication.'- This line of dcmarcittion mrg^ 
represent an im|>ortant landmark in establishing 

the province of iuterest of the so-ciiUcd interested 
third party. 

Kxpansion of research h.is indicated u lH^cd Us 

re-exau)ining the ground rules that govern »icii 

acti\'ity. The clinical investigator IKIN the re:c|ian- 

sibilitv to botli reaffirm his perMinnl ni<N-.U code 

and to clearly mark his ^\Xh between the dr- 

mands of the public as a third partv atxl tt« 

protection of his subject who, AS the second 

partv, is his patient. If moral considerations oe 

not motivate such re-appraisal, legal cm^sidcra- 

tions eventually will. The clinical investigator 

once in a legal limbo is iiow distinctlv out on i 

liinb. 
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The Ethics of Human Experimentation 

GEORGE E. SCHREINER. M.D. 

ETHICS is really morality in action. It is the 
science devoted to liuman conduct. It is behav- 
ioral and should not be left in terms that arc 
vague, general or even abstract. Medical ethics 
is the study of human conduct involved in the 
physician-patient relationship. Although medicine 
has traditionally dealt only with the prevention, 
cure, alleviation and investigation of disease, mod- 
ern medicine has by its own growth and develop- 
ment come to include much more than the physi- 
cian's own professional conduct in dealing with 
patients. The nurse has long since been part of 
the medical team. The dietitian, the social work- 
er, the psychologist, the technician, the therapist 
and the medical administrator are all sorting out 
their respective roles. In general, these paramed- 
ical personnel are expected to abide by the same 
rules of conduct as the physician, but their very 
existence made some of these rules obsolete— 
most notably ihe problem of the medical secret. 

From at least the time of Hippocrates, general 
moral principles, the inner voice of reason, the 
experience of history and simple trial and error 
have all combined to give the physician sound 
and workable codes of conduct in the prevention, 
cure and alleviation of disease. Local custom and 
legal codes such as healing arts practice acts have 
also served to !Specifically delineate the limits and 
the obligations of the paramedical personnel in 
contributing to these traditional activities. 

When it comes to the fourth function, investi- 
gation, all members of the medical team are in a 
"legal limbo" without adequate definition or 
precedent. 

The purpose of clinical investigation and really 
not only the fundamental purpose—but in some 
people's eyes the only purpose—is to produce 
scientifically reliable data that will serve to an- 
swer specific questions related to human physi- 
ology or disease, or in a more basic context that 
will tend to satisfy the investigator's scientific curi- 
osity. Human research must, therefore, be done 
within the framework of rational experimental de- 
sign. It is true that honest men will generally pro- 
duce honest acts. Aristotle said, "Such as a man 
is, so does a goal or an action appear to them." 
However, it is quite possible to be honest, kind, 

charitable and even religious and iiill b* an ama- 
teur scientist. 

Preparation, training and thoughtful review are 
essential to good design. Unlike non-clinical re- 
search, however, the protocol cannot stand by 
itself. The clinical investigator has to take into 
account the personal desires of the patient, the 
obligations imposed by the common good (espe- 
cially if this is involved in a justification of his re- 
search), the workings of some acceptable moral 
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code, the customs of his particular society, the 
ethics of medical practice and his own person- 
ality and integrity. 

We have had an explosive increase in research 
funds. Curiously, we have developed better fa- 
cilities and more explicit standards for the care 
of our laboratory animals than we have for our 
human research subjects. The editors of the 
American Journal of Physiology will not accept 
a paper based on data obtained from animals in 
violation of their standard code, but many leading 
medical journals apply no analagous standard. 

Perhaps the problem is too new and the fa- 
cilities, until recently, too few. The first special- 
ized facility for human research was built in our 
lifetime, but change is hard upon us. The sudden 
spread of specialized facilities for human research 
such as the Clinical Research Centers has brought 
the quality, diversity, depth and breadth of hu- 
man research to a point unsurpassed in the his- 
tory of science. Coupled with technical gains such 
as atomic reactors, artificial organs, tissue trans- 
plants, chronic dialysis, multiple organ biopsies, 
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electronic physiology, cardiac cathctcrization, new 
biochemical techniques and psychopharmacology, 
the deeper meaning—the ETHICS of human ex- 
perimentation—must be discussed by the scien- 
tists themselves. The problem and its solutions 
cannot be completely relegated to the moral theo- 
logians, to the natural philosophers or to the law- 
yers. For it is the scientists who arc developing 
the inrormation on which the principles must be 
applied. It is the scientists themselves who are 
generating the problems and it is the scientists 
themselves who should participate in the solu- 
tions. 

The ethical problem may be dissected on four 
planes: Mora/—involving one's individual con- 
cept of values; ethical—the choice of a practical 
code of conduct; legal—which must be related to 
the problem involved in a particular legal juris- 
diction; and operational—that is what the pa- 
tients (who are the ultimate subjects) expect and 
accept. Obviously what the patients accept relates 
to some extent to the first three and how they 
interact with the patient's own habits and pre- 
conceptions. As far as the moral dissection goes, 
human research may be measured by MORAL 
VALUES, spelled in the upper case if one views 
man as imago Dei—made to the likeness of God 
—or moral values may be lower case if the image 
is a form of democratic humanism stressing the 
rights inherent in a free individual. Strangely, the 
logical consequences of such V or values, are little 
different. They meet on the common ground of 
the dignity of man, an intact individual who can- 
not be used as a means by any other man whether 
his purpose be good, as in science, healing and 
the building of society; indifferent, as in the ac- 
cumulation of wealth; or bad, as in greed, crime, 
lust and ambition for unchecked power. 

Whether or not such rights were given by a 
God and therefore related to Him, any concept 
of the dignity of man limits the researcher's use of 
man to those specifically grnnlcd by the research 
subject, such permission being free, proper and 
surrounded by all the implied safeguards. 

In the restricted professional sense of ethics, 
the researcher must not only resolve his deep 
moral problems, but must develop his own per- 
sonal code for his professional conduct. Such per- 
sonal measuring instruments may need calibration 
from time to time, and this is provided by deduc- 
tion from moral values, by the writings of reli- 
gious leaders, by the peregrinations of natural 
philosophers, by codes formulated by groups of 
deliberate men—often with their energies focused 
by some awful or awesome event (e.g. the Nu- 
remberg Code)—and by the codes of medical and 
scientific societies that have taken all these fac- 
tors into consideration. 

The most used codes arc the Oath of Hippocra- 

tes and the Codes of Claude Bernard, Nurembei:^ 
Helsinki and the British Medical Association. 

First of all, the time-honored one is the Oatt 
of Hippocrates. In this most impressive passap 
of the Hippocratic Collection there is little vrhic 
can be used by the investigator except that wos- 
dcrful gem on motivation, 'The regimen I adopt 
shall be for the benefit of my patients accordii]{ 
to my ability and judgment, and not for their hun 
or any wrong." The Oath also contains a rather 
fundamental promise, "I will give no deadly dra|i 
to any...." 

Many investigators have written practical guidts 
on the problem of experimentation. The one 1 
recommend reading is Claude Bernard's "Intro- 
duction to Experimental Medicine," which give 
intimate, specific and well-balanced guidelines a 
the young investigator. Bernard revived the u- 
cient dictum of "Primum non noccre," which 
means the important thing is not to do any hann. 
and taught that experiments could be done a 
man only if proven to be without harm—a test 
certainly too rigorous for many modem drugs 
and procedures. He put the proper emphasis oa 
a thorough grounding in other sciences and is 
the need for animal research. "This help from 
other sciences is so powerful that without it the 
development of the science of vital phenomea* 
would be impossible." 

The most publicized ethical code is, of coune, 
the code that was formulated in response to a 
thesis that was done in the name of science b; 
physicians and others as part of the experimot 
in national socialism under the Nazi regime—the 
Nuremberg Code. In summary this code contains 
ten guidelines, which are worth reading: 

1. The voluntary consent of the human subject 
is absolutely essential. 

2. The experiment should be such as to yield 
fruitful results for the good of society, unprocur- 
able by other methods of means of study and not 
random and unnecessary in nature. 

3. The experiment should be so designed asd 
based on the results of animal experimentation 
and knowledge of the natural history of the dis- 
ease or other problems under study that the an- 
ticipated results will justify the performance of the 
experiment. 

4. The experiment should be so conducted a 
to avoid all unnecessary physical and mental suf- 
fering and injury. 

5. No experiment should be conducted where 
there is a prior reason to believe that death or dis- 
abling injury will occur, except, perhaps, in tho« 
experiments where the experimental physiciaiii 
also serve as subjects. 

6. The degree of risk to be taken should never 
exceed the humanitarian importance of the prob- 
lem to be solved by the experimeot. 
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7. Proper prcparuiions should be made and 
adequate facilities provided to protect the ex- 
perimental subject against even remote possibil- 
ities of injury, disability or death. 

8. The experiment should be conducted only 
by scientifically qualified persons. The highest de- 
gree of skill and care should be required through 
all stages of the experiment of those who conduct 
or engage in the experiment. 

9. During the course of the experiment the hu- 
man subject should be at liberty to bring the ex- 
periment to an end if he has reached the physical 
or mental state where continuation of the experi- 
ment seems to him to be impossible. 

10. During the course of the experiment the 
scientist in charge must be prepared to terminate 
the experiment at any stage if he has probable 
cause to believe, in the exercise of good faith, 
superior skill and careful judgment required of 
him, that a continuation of the experiment is like- 
ly to result in injury, disability or death of the ex- 
perimental subject. 

This Code, which attempts to establish both the 
rights of the human subject used in research and 
the responsibilities of the investigator, was for- 
mulated on the basis of extensive legal discussions 
of the brutal experiments performed on humans by 
Nazi scientists; it understandably emphasizes the 
negative and protective aspects. Even moralists 
object to Rule 5. The investigator has no more 
right to indulge in self-mutilation than he has to 
impose this on someone else. This test in the 
Nuremberg Code is a practical test and was in- 
tended to exclude a lot of poor research if the 
experimenter himself had to put his self-interest 
to such a rigorous test. The fact is that many ex- 
perimenters actually lose objective judgment in 
such situations. They can become so enthusiastic 
that they might be quite willing to subject them- 
selves to an experiment which is really self-mul- 
tilating and which is not a proper test to be done 
to a research subject. The simple fact that an in- 
vestigator is willing to go through an experiment 
is no guarantee that it is ethically proper or 
morally so. In the terminology of abnormal psy- 
chology. Rule No. 5 is a protection against sadism 
but not against masochism. 

There are other problems with the Nuremberg 
Code. It demands levels of certitude which just 
aren't available in many practical situations. It is 
highly unlikely that many of the great advances in 
medicine would be made if physicians really had 
to have a prediction of the outcome of their ex- 
periments. Many well-designed experiments have 
been done where it was impossible to predict the 
particular outcome. Although too rigorous, we 
have to view the Nuremberg Code in a very 
understanding fashion. One shouldn't just look at 
it as words, but rather in the setting in which it 

was written, the human reaction that it entailed 
and the purposes that were behind this rigor. 
These were purely protective purposes, whereas 
most investigators would like to see the positive 
accentuated in some ultimate code to be de- 
veloped. 

The Declaration of Helsinki is the recent code 
that was developed by the Eighteenth Meeting of 
the World Health Auociaiion. Its basic principlci 
are: 

1. Clinical research must conform to the moral 
and scientific principles that justify medical re- 
search and should be based on laboratory and 
animal experiments or other scientifically estab- 
lished facts. 

2. Clinical research should be conducted only 
by scientifically qualified persons and under the 
supervision of a qualified medical man. 

3. Clinical research cannot legitimately be car- 
ried out unless the importance of the objective is 
in proportion to the inherent risk to the subject. 

4. Every clinical research project should be 
preceded by careful assessment of inherent risks 
in comparison to forseeable benefits to the subject 
or to others. 

5. Special caution should be exercised by the 
doctor in performing clinical research in which the 
personality of the subject is liable to be altered by 
drugs or experimental procedure. 

The WHO code divides clinical research into 
that which is confined to professional care and that 
which is not confined to professional care. (I be- 
lieve they should not be separated.) 

For clinical research confined to professional 
care: 

1. In the treatment of the sick person the doc- 
tor must be free to use a new therapeutic measure 
if in his judgment it offers hope of saving life, 
re-establishing health or alleviating suffering. If at 
all possible, consistent with patient psychology, 
the doctor should obtain the patient's freely-given 
consent after the patient has been given a full ex- 
planation. In case of legal incapacity, consent 
should also be procured from the legal guardian. 
In case of physical incapacity the permission of 
the legal guardian replaces that of the patient. 

2. The doctor can combine clinical research 
with professional care, the objective being the 
acquisition of new medical knowledge, only to the 
extent that clinical research is justified by its 
therapeutic value to the patient. 

With respect to non-therapeutic clinical re- 
search: 

1. In the purely scientific application of clinical 
research carried out on a human being, it is the 
duty of the doctor to remain the protector of the 
life and health of that person on whom clinical 
research is being carried out. 
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2. The nature, the purpose and the risk of clin- 
ical research must be explained to the subject by 
the doctor. 

3a. Clinical research on a human being cannot 
be undertaken without his free consent after he 
has been informed; if he is legally incompetent, 
the consent of the legal guardian should be pro- 
cured. 

3b. The subject of clinical research should be 
in such a menial, physical and legal state as to be 
able to exercise fully his power of choice. 

3c. Consent should, as a rule, be obtained in 
writing. However, the responsibility for clinical 
research always remains with the research worker; 
it never falls on the subject even after consent is 
obtained. 

4a. The investigator must respect the right of 
each individual to safeguard his personal integrity, 
especially if the subject is in a dependent rela- 
tionship to the investigator. 

4b. At any time during the co\irsc of clinical 
research the subject or his guardian should be free 
to withdraw permission for research to be con- 
tinued. 

The investigator or the investigating team should 
discontinue the research if in his or their judgment 
it may, if continued, be harmful to the individual. 

The Representative Body of the British Medical 
Association in 1963 approved the remaining part 
of this Code: 

1. New drugs or other therapy should not be 
prescribed unless prior investigation as to the pos- 
sible effects upon the human body has been fully 
adequate. (Note that the Code avoids the trap of 
singling out animal investigation as being the only 
kind of preparation, because it is obvious from 
recent pharmacologic investigations that perfect 
animal models in toxicology simply do not exist, 
e.g., thalidomide.) 

2. Before a new drug is used in treatment, the 
clinician should ensure that the distributors of the 
drug are reputable (how the British determine 
ihai, 1 don't know!) and claims made for the 
products include reference to independent ev- 
idence of its cITects. 

3. No new technique or investigation shall be 
undertaken on a patient unless it is striuly ncces- 
sar)' for the treatment of the patient, or, alterna- 
tively, fhat following a full explanation the doctor 
has obtained the patient's free and valid consent 
to his actions, preferably in writing. 

4. A doctor wholly engaged in clinical research 
must be at special pains to remember the respon- 
sibility to the individual patient when his ex- 
perimental work is conducted through the medium 

of a consultant who has clinical responsibility ior 
the patient. 

5. The patient must never take second place 
to a research project nor should he be given ur 
such impression. Before embarking upon any re- 
search the doctor should ask himself these ques- 
tions: 

a. Docs the patient know what it is I propose 
to do? 

b. Have I explained fully and honestly to hia 
the risks I am asking him to run? 

c. Am I satisfied that his consent has been free- 
ly given and is legally valid? 

d. Is this procedure one which 1 would not 
hesitate to advise, or in which I would rexfih 
acquiesce if it were to be undertaken upon mjr 
own wife or children? 

These various formulations have generally ia- 
cluded in some way the cardinal concepts of full 
qualification of the scientist, appropriate facilities 
informed consent of the subject, good experimes- 
tal design, full precautions, prior testing on animali 
or models where feasible, economy of use aad 
minimization of risk. 

It is precisely on the subject of risk, howercr. 
that most codes fail to give guidelines which are 
useful to the young investigator or research nurse. 
There is no problem with a clean catch urine 
specimen because there is no risk, but steroids, 
immunosuppressive agents, polypepiide antibiot- 
ics, cardiac catheterizations, liver biopsy and aor- 
tograms have all been introduced with a very tan- 
gible risk. 

One solution to this apparent conflict between 
existing codes and actual practice as it is being 
carried out in medical centers is to develop soox 
son of a scale for weighing the inherent risk of 
the procedure against some estimate of the poten- 
tial benefits to the subject. Such a gradation is at- 
tempted here as an example: 

Grade 1: The clinical investigation is ooo- 
cerned in whole or in part with determining the 
relative efficacy of a therapy that may improve the 
immediate clinical condition of the patient. AD 
example might be a study of a new diuretic agent 
or of a combination of diuretics or the syncrgism 
between acidosis and diuretics in the management 
of congestive heart failure. An eflicacious diuretic 
regimen clearly would be beneficial and the grav- 
ity of the situation determines the limits of ac- 
ceptable danger and toxicity. One would prob- 
ably not be justified in testing a highly toxic ages: 
to control edema or, on the other hand, be coo- 
strained to tc^t a new agent only in cases is 
which less toxic ones were ineffective. 

Chemotherapy in metastatic carcinoma is as 
extreme example of another sort, since the gravit) 
of the prognosis makes the testing of highly loxic 
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a^onts not only permissible but, at the present 
time, often desirable. 

Grade 2: The investigation is indirectly related 
to the patient's condition and might produce at 
least a delayed direct good lo the patient. For ex- 
ample, the use of cardiac cathcterization lo study 
hcmoilynaRiics in the early stages of rheumatic 
heart disease is justifiable if it may help to eluci- 
date the natural history of rheumatic heart disease 
which will ultimately be presumably to Ihc direct 
benettt of this patient. The use of cardiac patients 
for the bioassay of digitalis preparations would fall 
into this category. These very patients, although 
controllable with digitalis, could benefit in the 
future from improvements in the drug or better 
understanding of its action. 

Grade 3; The investigation involves conditions 
that the subject may acquire with a high degree of 
probability. This might include baseline studies of 
young married women who might be expected to 
become pregnant. Research on the common cold 
on people who don't have colds at the present 
time is obviously quite legitimate, because we all 
might get colds, with a reasonably high degree of 
probability. Research on arteriosclerosis is an- 
other obvious case in point since we can say that 
ultimately we are all going to get it. Human ex- 
perimentation to investigate the mechanism of in- 
jury in automobile accidents could be justified on 
this basis, for the probability is quite high that 
sometime in our lifetime we could benefit from 
such knowledge. Nevertheless, such investigations 
are one degree removed in terms of direct^good to 
the subject. 

Grade 4: The investigation involves conditions 
that the research subject is not likely to acquire. 
Justification, therefore, rests not so much on a 
direct personal benefit, but on some other prin- 
ciple such as charity or a contribution to the com- 
mon good. Examples include such procedures as 
the deliberate introduction of nutritional deficien- 
cies or rare diseases in human volunteers. Ob- 
viously Walter Reed's experiments fall into this 
probability for him (but not for the Panamani- 
ans!). 

Grade 5: The investigation involves conditions 
which would not conceivably aflect the subjects 
now or later. Studies of this type arc designed to 
produce statistical, biochemical or physical data 
which might add to the sum total of our basic 
knowledge. Pure examples are hard to cite be- 
cause in most research projects currently being 
done one can find some sort of relationship with 
a known disease process, but I think we have to 
face the fact that as certain techniques become 
available one may be interested in acquiring pure- 
ly basic biochemical information without neces- 
sarily relating it to any disease process. 

For example, development of a needle probe to 

measure oxygen tension of various organs might 
include a desire to do this on a human being just 
to measure the oxygen tension of the organ, with- 
out having in mind any disease process. 

These grades of human research require us to 
make careful, philosophic, legal and moral dis- 
tinctions. Failure to do so can only lead to a 
great deal of confused thinking when one has to 
consider such concrete requirement or fnctoni as 
informed consent, preclinical studies in animals, 
detailed knowledge of toxicity, ethical rights of 
domain over our bodies and a host of other fac- 
tors that are best assessed in relationship of the 
risk to the potential good. 

Among the other items that are operational are 
the ethical rights of domain over our bodies. If a 
technique for an amputation, for example, has 
been developed on an experimental basis, a pa- 
tient with a crush syndrome might legitimately 
volunteer as a subject for such an operation since 
he has the chance that it would also remove a 
source of infection and reverse a state of catabo- 
lism and toxic accumulation of potassium. If our 
moral code denies a person the right to maim or 
destroy his body, however, a normal volunteer 
could not submit to such a deforming operation. 

It is easy to define direct good in physical or 
in what might be called health terms. But we 
should not overlook, simply because we can't ar- 
ticulate it very well, the intellectual and emotional 
aspects of man's well-being. This has actually 
been invoked in court in Massachusetts in the 
transplant situation. 

It may do emotional good and avoid psychiatric 
harm for a twin to be a graft donor. By the same 
token, it would be degrading man to a purely 
material level were we to deny the salutary and 
noble effects of pure charity, well-motivated. If a 
donor, sane and well-balanced, is acting out of 
genuine love for his fellow man, then it may truly 
be more blessed to give than to receive. This right 
to use a part for the good of a whole person is 
the moral principle of totality. To extend the prin- 
ciple of totality to the concept of common good is 
philosophically dangerous. It opens the door to 
the use of the individual as a means or an instru- 
ment. 

Some critical comment on the legal problems 
may be deserved. Although the law purports to 
grease the cogwheels of civilization, it often lags 
behind the scientist and the theologian in con- 
sidering new applications for old principles. Thus 
the clinical investigator finds himself and his pa- 
tient bound down by an anachronistic web of 
regulations relating often to the excesses of a by- 
gone era and having as much applicability as a 
speed limit on a private road in the desert. The 
British Tissue Act derives, for example, from the 
1832 body-snatching excesses of Burke and Hare. 

35-825 0-74-18 
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What um is it to discuss the ethics of truns- 
pUinlalion if your state forbids autopsy within 
six hours of death; what use to require prior 
workout on animals if your community has an 
anti-viviscelion law. If your law forbids surgery 
except for the patient's physical benefit, all Irans- 
planls arc illegal and you could not have a de- 
cision such as that reached by the Massachusetts 
Supremo Court that a donation of a kidney would 
contribute to the donor's emotional and mental 
health (ergo his total being—an exercise of his 
right to use his totality at the expense of a part). 

Finally,' what does the patient expect in the 
operation of human research? Even an atheist, a 
Nazi or an iconoclast who believes that Science is 
Cod and a new piece of information is its own 
justification cannot ignore the historical codes. 
Most potential research subjects will expect cer- 
tain things of the investigator in an operational 
sense whether he likes it or not. 

A marked deviation beckons professional dis- 
aster and happy wc can be that civilization has 
reached such momentum in at least one society, 
but the grim examples afforded by Naziism and 

communism should leave us very humble abom. 
the long-term cfTicacy of operational dcicrrcati. 
Such civilization is a very thin veneer. Modem 
propaganda techniques can make a people sooa 
forget. Herein lies the worth of our attempting a 
formalize these thoughts. They should be engrawd 
as deeply as we can engrave them—lest wc forget 

While remembering the excesses, one shodd 
re-emphasize the positive and constructive aspocti 
of ethical considerations. The clinical invcstigatoi 
seeks to codify in order that he may do railxr 
than stop human experimentation. This distinc- 
tion was beautifully phrased by Pope Pius XU. 
"The great moral demands force tlic impetuom 
flow of human thought and will to flow, like water 
from the mountains, into certain channels. They 
contain the flow to increase its efficiency and use- 
fulness. They dam it so that it does not ovcrflov 
and cause ravages u.at can never be compensated 
for by the special good it seeks. In appearance, 
moral demands are a brake. In fact, they csxi- 
tributc to the best and most beautiful of what man 
has produced for science, the individual, and tbe 
community." 

Reprinted from 

THE PHAROS OF ALPHA OMEGA ALPHA 

July, 1966. Vol. 29, No. 3, Pages 78-83 
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Mr. PREYER. Thank you very much. I think you have given us some 
excellent ideas and ha\e maae some very serious points. You have 
given us a very realistic presentation. This invasion of privacy diffi- 
culty is one I am sure no one wants to see raised by the bill. 

Dr. Carter? 
Mr. CARTER. You are professor of surgery ? 
Dr. ScHREiNER. Internal medicine. 
Mr. CARTER. I appreciate your statement. I think it explains the 

position of most physicians quite well. You have great insight into it. 
I do not believe you made a statement with which I do not agree. 

People who are not informed really about medical procedures when 
they see them, can become amazed and shocked at what we consider 
routine things which actually don't endanger a patient's life but such 
actions are made in an effort to save lives. 

Still, a layman could not possibly understand all about what is 
gomg on. 

For instance, if a child was undergoing leukophoresis, a rather new 
method of examining blood where the blood is taken from a youngster 
and put through an apparatus which separates it into its component 
parts and then goes back into tlie youngster, or into an adult for that 
matter, a layman might be amazed at such a procedure. 

We know that a large percentage of the cancer patients must die. 
According to all the knowledge we have and using all of it, we know 
that a large percentage are going to die. Still, in certain cases, X-ray 
is extremely helpful but it has Aery serious effects and in some cases 
chemothei-apy can be curative or almost so. 

At the time if we have someone looking over our shoulder when we 
made a decision as to whether a youngster needs this or not, I think 
that is an invasion of the right of a physician too much so. Do vou agree 
on that? 

Dr. ScHREiXER. Yes. I don't subscribe to the idea that physicians 
are sacrosanct and should not be open to analysis and criticism. 

. I do think, however, that we have had a long, long series now of 
almost 5 years of steadily tightening peer review. There are obviously 
some holes in this system. There are some types of research being done 
outside of academic institutions without perhaps the expertise for con- 
sultation available, and I think that studies of that type and the 
magnitude of that type of research should be done. I think one of the 
previous witnesses testified that they hope the greatest part of this bill 
would apply to nonphysicians. 

I think we are in a gray area there which deserves a lot of study. 
I think perhaps in isolated areas where there are no experts, one could 
come to one or two conclusions—either research should not be done in 
that area or experts should be made available to them in some positive 
fashion so that consultation with experts were made, but I have 
i-eally grave doubts that a committee in Washington can perform that 
job, and that the direct submission of research problems as was 
suggested would really serve much in the way of a constructive 
purpose. * 

I am sure it would stop bad things from being done. The big problem 
is would it stop everything from being done which is slightly unpopu- 
lar at that particular moment in history or does not have the weight of 
the establishment behind it because all research is done creatively. 



The investigator really is a highly creative person. He has a moment 
of curiosity, he has a moment of intensity. If it is lost, it is lost for a 
long time to come. I think if you put Picasso in front of a canvas and 
said, is the paint you are using nontoxic, was the canvas obtained from 
one of our most-favored-nation trading partners and you started 
writing all kinds of regulations, chances are the painting would not 
get done, and no one would ever have a record of paintings not done. 

It is easy to get a record of abuses and it is easy to get exceptions 
to the law. The big problem is finding out what is on the other side. 
AVhat are omissions ? What is created in the negative sense by too spe- 
cific a restriction. 

I think we need to weigh that as well. I am not saying the precau- 
tions are not proper. I think they are proper and I think a study com- 
mittee could do that, but I don't think we are ready to codify that into 
a regulatory commission that has direct jurisdiction over human re- 
search at this time. 

Mr. CARTER. In your hospital, if you found some one of your younger 
physicians on the staff doing some unusual and dangerous procedures, 
such as using an icepick to sever the corpus callosum or do a pre- 
f rontal lobotomy, how long would he last down there ? 

Dr. SciiREiNER. All human research is submitted in protocol form. 
Our committee docs review them and does reject a fair number, 
usually in a constructive manner, usually with the kind of suggestions 
Dr. Cooke made, for example, that perhaps this could be done in pri- 
mates first. The aim is to try to help the investigator. 

I think this is the whole point. If you are sitting in a distant rela- 
tionship, I can imagine someone sitting on a committee in Seattle, and 
their easiest solution is to say "don't do it." It is very easy to get into 
the constructive attitudes that Dr. Cooke mentioned, which is to see 
whether or not there are alternative systems which may never hare 
occurred to the investigator. 

This is the reason for having a sophisticated committee that has 
some expertise. 

For example, I enjoyed Dr. Cooke's testimony or someone's testi- 
mony about what is needed to get close to the ideal—the omniscient 
and so forth. That is fine, but the implication at the end paragraph 
bothers me. 

I have some reservations about the committee and the more distant 
from specific expertise. I would say, the more problems it is going to 
have in adopting a constructive point of view. 

This has been my own personal experience. It has been an educa- 
tional process for the nonscientific on the peer committees, really to 
have to loosen up a little bit because their initial reactions were very, 
very restrictive and extremely negative. 

Mr. CARTER. Certainly in reviewing protocols for certain procedures 
in your hospital, if you thought they were too dangerous you would 
not permit them. 

Dr. SciiREiNER. Of course. 
Mr. CARTER. If we had had a group of lay people looking over Von- 

Roentgen's shoulder, would he have developed X-rays? 
Dr. SCHREIXER. I think he undoubtedly would not. and I can give 

you very many other examples. Perhaps one of the greatest diagnostic 
instruments in our time in terms of our No. 1 killer-—heart disease— 
is the intravenous catheter; the intravenous catheter used on a whole 
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host of diagnostic techniques. In fact, when the man won the Nobel 
Prize for tliat arrived in America with a school appointment, the 
administration of the particular university where he was going to 
work forbade him to use it, even though a colleague, Dr. Foreman in 
Germany had done it on himself. 

He had to go to a different univereity here, happily, an investigator 
controlled a unit in Belleview Hospital in New York and was per- 
mitted to do the first cathertization there. After it became well known, 
his first university welcomed him back. Here was a case where work 
that won a Nobel Prize was blocked by administrators. 

Mr. CARTER. I want to thank you for your testimony. You have the 
insight of one who has been through it. 

Mr. PREYER. Thank you, Dr. Schreiner. We have one final witness 
today, Dr. Kichard Behrman, from the Department of Pediatrics, 
Columbia Univei-sity. 

STATEMENT OF DR. RICHARD BEHRMAN, PROFESSOR AND CHAIR- 
MAN, DEPARTMENT OF PEDIATRICS, COLUMBIA UNIVERSITY, 
REPRESENTING THE JOINT COUNCIL OF PEDIATRIC SOCIETIES 

Dr. BEHRMAK. I don't have a prepared text but I will make remarks 
directed toward some of the considerations brought up by the people 
here. 

If I could take a moment to identify myself, I am a professor 
and chairman of the Department of Pedliatrics of Columbia Univer- 
sity and director of Babies Hospital, the Children's Medical and Surgi- 
cal Center of New York. My responsibilities are both academic and 
service. I have also had extensive experience in research with sub- 
human primates—monkeys, and this research has been devoted princi- 
pally to studies of the fetus which is directly relevant to some of the 
comments I am going to make. 

I am representing today a number of groups whose principal con- 
cern is the health and welfare of children—the Joint Council of Na- 
tional Pediatric Societies which includes the Association of Medical 
School Chairmen, American Academy of Pediatrics, American Pedi- 
atric Society, the Association of Teachers of Maternity and Child 
Health, and the Society of Pediatric Research. 

Obviously, most of my remarks reflect my own views, but my com- 
ments on the proposed legislation do represent the con.sensus of those 
groups. 

First we would like to express our agreement that there is a need 
to develop a public policy to protect the interests of the subjects in- 
volved in human investigation as well as the interest of society, par- 
ticularly children, to have fetal investigation continued. 

We believe that H.R. 10403 in proposing a commission to study 
these problems and formulate policy is a constructive advance, but at 
the same time we feel certain aspects of the bill may seriously hamper 
our progress in treating diseases in children and therefore deserve 
further study before legislation is enacted. We also would like to 
state at the start that we support fully the judgment that decisions 
about policy that involve ethical considerations, certainly decisions 
about broad policy as well as decision, about policy concerning indi- 
vidual research applications, should reflect a consensus of many peo- 
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pie in our society and not just the physicians or scientists involved. 
The mechanism for accomplishing this, we lioi^e, will be carefully 
studied to develop the proper balance of people. 

Specifically I am concerned about combining responsibilities for the 
Commission to include overall policy development along with the 
regulatory function for the administration of this policy. 

I appreciate, there are a number of areas in which commissions do 
perform both functions. I believe the major committee of which this 
committee as a subcommittee has dealt with product safety in this 
mamier. Obviously drug and food standards are another example 
where commissions have developed and formulated policy and then 
implemented the regulatory mechanisms for this policy. However, 
in my own opinion, and I think there would be agreement in sub- 
stance by the groups I am representing here when we are dealing 
with moral and ethical problems, some of which have a specific reli- 
gious basis for the positions of their various advocates, we are dealing 
with a problem that is different in kind in terms of quantifying the 
regulations. It will be much more difficult, I believe for the Commis- 
sion to formulate the best general policies that will both protect our 
citizens and promote the health of children through research if it is 
constantly woriying about implementing specific regulations. I would 
much rather see what was suggested by sei^eral other people, either a 
two-stage function or two separate commissions. The considerations 
that were raised by the previous witness are quite intimately related 
to this. 

I am also concerned that we not end up throwing the baby out with 
the bath water as the previous witness pointed out. I would like to add 
in this regard a comment about nonhuman primate research and give 
my professional opinion as one who has worked extensively in the field 
of using primates for fetal investigations. Thirteen years ago, when I 
entered the field I felt strongly that the need for research was in the 
nonhuman area, but the situation has changed considerably since then, 
and one should not cari-y over attitudes t)mt may have been appropri- 
ate at an earlier time imder different circumstances. While I think 
there is still need for nonhuman primate studies involving the fetus, 
there are a number of serious problems in children that really have 
to be approached by human investigation. 

Returning briefly to the point of the overcentralization of the judg- 
ments about research that may possibly be made, if the regulatory 
function is initially vested in this commission, I would like to refer 
to a statement Dr. Cooke made earlier in which he said there was re- 
search that he participated in 25 years earlier that he would not do 
now. I think some of the ethical judgments we are dealing with is 
in an area of ethics in which the changing attitudes of society are most 
important. There are some imderlying principles, but changing social 
attitudes are probably more important. We should not fix these ethi- 
cal attitudes in relatively inflexible law. 

I am not at all convinced that a commission at considerable distance 
from the people involved can make judgments about this changing 
consensus as to what is right. One need only refer to the prohibition 
and abortion problem to see what a difficult area this is. 

Specificallv. I would like to turn to several matters of the language 
of the bill. 
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It is my judgment that in effect, by singling out fetal researcli in 
• the way it is singled out in the bill, the bill lends itself to an interpre- 

tation that there is a banning of research on the fetus or a moratorium 
of research which would clearly be to the deti'iment of children. A 
substantial number of the problems in young infants start in utero 
that is the hvaline membrane disease, to mention one, that has national 
notoriety. Tlie sudden infant death syndrome, about which I believe 
this committee has always had previous discussions, is another exam- 
ple; some of the leads in development immunologj- related to infant 
death syndrome, may come frome studying the immunological differ- 
ences in the fetus. 

At a certain point, one has to turn to the human to help humans. I 
do not think it would have been possible to develop amniocentesis as 
a diagnostic test which holds forth possibility of substantially reduc- 
ing, if not eliminating mongolism. under the proposed legislation. 

There are estimates for an eightfold decrease in mongolism if this 
technique were fully employed. Clearly in Tay Sach's disease, and a 
number of other genetic disorders might be eliminated or corrected by 
such tests. I don't agree with the statement of Dr. Cooke that all of 
this can be done on dead tissue. Unfortunately, it is not true. Specifi- 
cally hyaline membrane disease, in which a critical ingredient seems 
to be the immaturity of the lung, might be successfully prevented if 
we do not now limit total research. 

If I could use an example that relates both to amniocentesis and hya- 
line membrane disease to show the committee what potentially might 
result from this type of prohibition. There are 55.000 prematures that 
die each year of a viable age by anybody's criteria when they are born 
and a substantial number of these die from the hyaline membrane 
disease. 

It looks like the best lead at the moment into this disease is the 
assay of development based on material that is produced in the fetal 
hmg which flows out of the lung into the amniotic fluid. By sampling 
it, if it is present, we can make a guess whether that baby is mature 
enough to breathe with its own lungs after birth. 

It seems to me that at this point some of the research in this area 
has to be done on the human. This may not be therapeutic research, 
for that individual fetus; and the language in the bill specifically 
only allows research on the living human fetus or infant whether 
before or after induced abortion when experimentation is done for the 
survival of that infant or fetus. Normative data is the ba.sis for a 
good deal of our ability to deal with disease in infancy. In this instance, 
we need to know at what time during gestation this critical ingredient 
appears in the amniotic fluid of normal fetuses in order to identify the 
infant in utero who is at risk witli the disease when we get a sample of 
his or her amniotic fluid, we have to have something to compare it 
with to say whether it is normal or abnormal. 

It would be like trying to cure growth failure and not knowing 
what the normal growth pattern is. I am very concerned that the way 
in which this particular restriction is stated could dramatically de- 
crease our ability to deal with these and a variety of other problems 
in children. 

On the other hand, a case by case, if you will, a common law ap- 
jjroach to whether or not a given investigation that is proposed is 
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appropriate would be much more to the interests of our children and 
grandcliildren in general tlian this type of a specific exclusion. 

I would like to stop at this point. 
ifr. PRETER. Dr. Carter ? 
Mr. CARTER. He certainly knows what he is talking about as I see 

it. and we certainly don't want to establish a moratorium on investi- 
gations of the fetus in utero. 

As he so well told us, it would stop lesearch on sudden infant death 
sj'ndrome and hyaline membrane disease and on the study of monpol- 
ism, a determination which can now be made by studying the airmiot- 
ic fluid and it would prevent more mongoloids from occurring 
throughout our country, and that is one of the great problems we 
have today. 

He certainly has some points that are meaningful and that we 
should observe carefully in rewriting this bill which I hope we will 
do. 

Thank you, sir. 
Mr. PRETER. Thank you, Dr. Carter. I certainly agree with every- 

thing you say, particularly in tliis area of experiments on live fetuses. 
The kind of specific information you have given us is extraordinarily 
helpful because this is a red-hot political issue and the facts are some- 
times hard to obtain from emotional discussions. 

This kind of testimony will not only be helpful to this committee, 
but helpful on the floor if it can be more widely disseminated. 

I do want to thank you and I am sorry for keeping you so late. At 
this time, the hearing is adjourned. 

[The following statements, letters, and telegrams were received for 
the record:] 

STATEMENT OF C. JOSEPH STETLER. PHARMACEUTICAL MANTTFACTUBERS 
ASSOCIATION 

Mr. Chairman and Members of the Committee: The Pharmaceutical Manu- 
facturers Association is a voluntary, nonprofit trade association composed of 110 
member companies engaged in the development and production of prescription 
and ethically promoted over-the-counter drugs. Our members manufacture and 
distribute 95 percent of such products made and sold in the United States. They 
also conduct extensive research, including research on human siibjects. Accord- 
ingly, we have considerable interest in the bill which is the subject of current 
hearings by your Committee. 

H.R. 10403 would establish within the Department of Health, Education, and 
•Welfare a national commission for the protection of liuman subjects who partici- 
pate in biomedical and behavioral research programs. The commis.sion's duties 
would involve: the development of ethical principles and protective measures 
underlining the conduct of such research : the development of pnKredures for the 
certification of institutional review boards to oversee HEW'-flnanced research; 
and tlie development of appropriate mechanisms to broaden the scope of the com- 
mission's jurisdiction. Other duties would include an investigation of virtually 
all facets of u.se of human subjects in biomedical and behavioral research projects. 

Prior to the establishment of institutional review boards, authorlzetl by the 
bill, H.R. 10403 would require each Institution engaged in research involving 
human subjects to assure that: the rights and welfare of .such subjects were fully 
protecte<l; the risks T'-ere outweighed by the potential benefits to the subject or 
by the importance of the knowledge to be gainetl: and informed consent was 
obtained by methods that were adequate. The hill defines informed consent and 
would require that it be obtained in all but exceptional cases. H.R. 10403 would 
also authorize comprehensive inspecfi<ms by the .'^ec^eta^y of Health. Education, 
and Welfare of institutions involved in research and would require records and 
reiiorts to the commission as .set forth In regulations. Provisions governing the 
confidentiality of information regarding individual subjects are included as well. 

Following are our comments on H.R. 10403. 
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I.   IX   GENERAL 

iVlthougb we completely support the goals and purix)ses of the bill, it appears 
to us that enactment would result in considerable duplication and overlap with 
existing law and HEW policies. However, without adopting a ixisition for the 
A.ssociatiou ou tlie bill i)er se we would like to suggest a few amendments which 
we believe will more clearly reflect the bill's i>uri)oses and in addition, will assist 
in restricting application of the bill to situations for whidi it was intended. Our 
comments relate to: tlie interim provisions involving informed coiusent; juris- 
diction of the commission: make-up of the commission; an<I material that may 
be published by the commission. It is tbe interim provisions governing patient 
consent that concerns us tlie most. 

II.   SPECIFIC   COMMENTS 

A. Interim Provltioru Involving Informed Consent 
Pages 12-14 of the hill require, among other things, that until review boards 

are established, institutions engaged in human research must assure that, except 
In exceptional cases, informed consent is obtained l>y methods that are adequate. 
The pharmaceutical industry fully supports the concept that informed con.sent 
should be obtained except in rare circumstances. Indeed, under the Federal Food, 
Drug, and Cosmetic Act (21 USC 331 et .seq) consent of human .«iubjects Is required 
before drugs can be used for investigational purposes e.\cept when the attendant 
ph.vsician deems it not fea.sihle, or in his professional judgment, contrary to the 
best interests of the .subject or patient (21 USC 355(1)). The Food and Drug 
Administration has published a comprehen.sive regulation on the subject which 
Includes, among other things, a proviso that the con.sent in most situations must 
be in writing. These provisions, in our opinion, are adequate to insure the well- 
being of human subjects. In any event, we believe the interim provisions ."hould 
be modified in at least three areas. 

First, lines 18-23 on page 12 define as "informed consent", "the consent of a 
jjerson, ... so situated as to be able to exercise free iK)wer of choice without 
the intervention of any clement of force, fraud, deceit, duress, or othir form of 
constraint or coercion", [emphasis added] We believe that any consent obtained 
without any element of force, fraud, deceit, or duress is freely given. Tlicreforo, 
we see no need fo rthe phrase "or other form of constraint or coercion". Further, 
that phrase gives us concern because under the rea.soning of some court deci- 
sions defining analogous terms, the phra.se might preclude any clinical testing 
with prisoners, students, institutionalized population and i)erhaps even the poor. 
For example, it is established case law that if a potential defendant in a criminal 
case is held for an undue length of time after arrest before he is arraigned, 
any confession obtained during that time may not be admitted. The reasoning 
is that mere detention of the person for an undue length of time would make 
the confession, as a matter of law, not voluntarily given. We urge that the 
phrase "or other form of constraint or coercion" be deleted. 

Second, in describing the information to be given to the subject in order to 
obtain con.sent, the bill, on lines 4-10 on page 13 requires giving to the patient 
"a description of any attendant discomforts"; "a description of any lienefit.s"; 
and "a disclosure of any appropriate alternative procedures". We believe the 
purposes of these clauses can be obtained without u.se of the word "any". "Any" 
can be construed to require all minute or theoretical happenings. Therefore, in- 
clasion of the word could re.sult in many frivolous law suits. 

Third, lines 4-11 on page 14, defining "exceptional cases" in which informed 
consent is not required, would require the written concurrence in the attending 
physician's decision by at least two other licen.setl physicians not involved in 
the research project unless a life-threatening situation is involved, and it is not 
feasible to obtain such concurrence. This would limit the exceptional case situ- 
ations from that permitted under the decisions of the courts and existing statutes. 
In the absence of two concurring physicians, if a physician, in his professional 
judgment, believed it was very much against the best interest of his patient 
or subject to convey certain information, he would not be i)ermitte<l to withhold 
the information unless there was a life-threatening situation. 

We suggest that pending the certification of institutioiml review boards, the 
term "exceptional ca.ses" be defined to be situations where the attending physi- 
cian or investigator believes that imparting the information is not feasible, or. 
In his professional judgment, it would be contrary to the best Interests of such 
subject or patient. This would l>e consistent with present provisions in the Federal 
Food, Drug, and Cosmetic Act. 
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B. Jurisdiction of the Commission 
S. 2071 and 2072, virtually identical bills which have passed the Senate, were 

said by tlieir sponsor to apply commission findings only to research and the 
delivery of health services in health service programs funded in whole or in part 
by the Deiwrtment of Health, Education, and Welfare. In addition, there are 
provisions in the bill which would indicate that it is intended that the bill apiriy 
only in those cases. (See lines 17-22, page 8; lines 20-24, page 10; and lines 15-18, 
page 14.) However, the limitation is not expressed in several of the bill's .section.?. 
Accordingly, we recommend the following amendments. 

On page 3, line 3, after the phrase ". . . implement policies and regulations 
to assure that such research", add the phrase, "and health care in health service 
programs funded in whole or in part by the Department of Health, Education, 
and Welfare". On page 11, line 14-24. (involving protocol review subcommittees 
programs funded in whole or in part by the Department of Health, Education, 
and Welfare". On page 11, lines 11-24, (involving protocol review subcommittees 
and subject advisory subcommittees) change as follows: after the word "proce- 
dures" on line 10, add "in programs funded in whole or In part by the Department 
of Health, Education, and Welfare". After the word "research" on line 22. add 
the words "in programs described in paragraph (1)". Insert the word "the" 
after the word "that" on line 23. 

Lines 8-17 on page 12 would impose interim provisions governing the welfare 
of subjects pending the certification of institutional review boards. To make it 
clear that these provisions are only applicable in HEW-funded research, add the 
following after the word "involved" on line 12; "in programs authorized or 
funded by Department of Health, Education, and Welfare grants or contracts". 

Lines 10-17 on page 15 involve inspection of research facilities by the Secretary. 
To limit inspection authority to situations intended to l)e covered by the bill, add 
the following after the word "subjects" on line 15: "funded in whole or in part 
by the Department of Health, Education, and Welfare". 
C. Make-up of the Commission 

Lines 12-16 on page 2 of the bill provide that ". . . members of the Commission 
shall be appointed from the general public and from among individuals in the 
fields of medicine, law, ethics, theology, biological science, physical science, social 
.science, philo.sophy, humanities, health administration, government and public 
affairs". A large, Indeed the major, share of research on human subjects involv- 
ing drugs and medical devices is sponsored by Industry. Industry-supported 
research is responsible for most of the advances in these fields. It is inconceivable 
to us that a commission established to review, and recommend procedures for, 
the entire human research field should not have representation from industry. 
We urge that the words "pharmaceutical industry" be in.serted after the word 
"government" on line 16. 
D. Material That May Be PuMished by the Commission 

Lines 4-10 on page 19 direct the commission to compile a complete list of deci- 
sions pertaining to programs under its jurisdiction and to annually publi.sh and 
distribute reports listing them. Among the cases to be handled by the commission 
are appeals from decisions of institutional review iMiards on particular investiga- 
tion (page 0, lines 11-13) as well as certain protocols (page 7, lines 3-5). Pro- 
l)0se<l regulations published by the Food and Drug Administration (FR OO-OOOO) 
recognize that in most cases the existence of a drug investigational plan is a 
trade secret and, therefore, .should not be divulged. Some investigations iinder the 
jurisdiction of H.R. 10403 may well be entitled to such confidentiality. Accord- 
ingly, the following should be added after the word "Act" on line 10. "Xothing in 
this section shall authorize the disclosure of trade secret or other confidential 
information". 

Representatives of the Pharmaceutical and Manufacturers Association would 
be pleased to discuss our suggested changes to H.R. 10403. It is respectfully 
requested that this letter be made a part of the printed hearings on this bill. 

STATEMENT BT THE AMERICAN ACADEMY or PEDIATRICS CoMMrrrEE ox THE FETTS 
AND NEWBORN 

The Committee on Fetus and Newborn enthuslnstically endorses the provi- 
sions of H.R. 10403 whereby a National Commission is establLshed to undertake 
a comprehensive investigation and study to identify the basic ethical principles 
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and develop guidelines which should underlie the conduct of biomedical and 
liehnvioral research Involving human subjects. 

The Committee further agrees with the provisions that the members of the 
Commission to study and Investigate this matter should be drawn not only from 
the medical community but should also include individuals from the general 
public and representatives from disciplines such as law, ethics, theology, biological 
sciences, physical sciences, social sciences, philosophy, humanities, health /"Uniu- 
i-stration, gf)vernment, and public affairs. 

The information to be generatetl by provisions of Section 6, wherein further 
duties of the Commission are outlined, appear to be iudisiJensable prerequisites 
before definitive regulatory and further legislative measures are adopted. The 
Study Commission should also be charged with developing alternative recom- 
mendations for implementing its flndiiigs. 

However, until the study of this body is concluded, its recommendations 
develoiied, and the mechanism for implementation fully consldere<l by interested 
parties, the Academy should oppose legislation which establishes a rigid system 
for lm[>lementation of findings with ethical, moral, legal and social implications 
•niilch may unnecessarily prevent acquisition of new knowledge of benefit In 
promoting the health of mothers, infant.s. and children. 

EXAMPLES OF XEW  METHODS OF DIAGNOSIS AND THEATMF.M THAT HAVE BEEX   MADE 
POSSIBLE   ONLY  THROUGH- RESEARCH   ON   THE   HUMAN   FETUS   AND   NEWBORN 

A. Atihniocentcsis—removing fluid from the amniotic cavity 
This technique was first use<l for the measurement of Intrauterlne pres.sure 

during labor and could in no way have l)een considered beneficial to that particular 
fetus or could the information be obtained from research on animals. During the 
imst decade application of this technique to study amniotic fluid has made 
possible the detection of over 50 diseases before birth. Many of these diseases 
result in death during childhood or profound mental retardation. 

Familial Disorders of IntraccVular Mrtabolism.—Over 40 such disorders can 
now be detected. The risk to families of having a child affected with any of 
these disorders can be as high as 1 out of 4. llany of these disorders liave been 
detected in utero and in a few cases treatment has been started during intrau- 
terlne life. In Instances in which parents have elected termination of pregnancy, 
examination of the fetus has provided Important insight into the fetal mani- 
festations of the disea.se and has indicated that if rational postnatal treatment 
is developed, it may have to be started during intrauterlne life to be maximally 
effective. 

Chromosomal Aberrations such as mongolism or I>o^vn's .syndrome, occur with 
a frequency of 1 in 600 live born births. These can now tie detected early in 
pregnancy. This information Is of immense value to those families who are at 
high risk of having children with this disorder. The ability to detect chromo- 
somal aberrations provides families with the option of having normal children 
rather than a child with an untreatable disease in which profound mental defi- 
ciency is the hallmark. 

Iso-Immiirtc Disease—Rh incompatibility.—The antenatal prediction of those 
fetuses which would be most severely affected from this condition and at greate.st 
risk of d.ving in utero was made possible through amniocentesi.s. Indeed the 
development of this diagnostic technique for Rh incompatibility could not in the 
first Instance have l)een considered as l)eneflting that particular fetus. Through 
the development of a predictive index for tho.se fetu.ses at high risk, the Intrau- 
terlne treatment of thp.se infants was introduced and ultimately preventive treat- 
ment of the mother with RhoGAAI developed. 
B. Drugs 

Antibiotics.—Research performed in the last 15 years has permitted more 
appropriate drug and drug dose .selection for infants. This has been most clearly 
effective in decreasing the mortality from meningitis in newly born infants frorii 
riO-60% to 20-309r. These results could not have been obtained in studies per- 
formed only in animals. 

.Antimicrobial Agents.—The study of absorption of hexachlorophlne through 
the skin of Infants led to the demonstration of brain lesions In infants bathed 
with tjie chemical and demonstrated the potential hazards of such a technique. 
These findings could not have been obtained in studies performed exclusively 
in animals. 
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Vitamin K.—Comparison of three acceptable schedules of Vitamin K dose in 
human infants (0 to 5 rag) demonstrated that almonnal bleeding occurred in 
brest fed infants not receiving supplemental Vitamin K. Furthermore, since 
dose related side effects of Vitamin K were known, the study demonstrated a 
normal effective and therefore safe dose. Again, these studies could not have been 
performetl in animals. 

Relationship between Drugs, Serum Blliriibin and Brain Damage (Kemie- 
terus).—The study of this relationship in premature Infant led to definition of 
factors causing liemicterus and the development of criteria for application of 
theracy (exchange transfusion). The re.nearch subsequently carried out in 
animals and in the test tube would not have been possible without prior 
Investigation on human Infants. 
C. Retrolental Fibrnpla»ia—Blindness from Oxygen Toxicitu 

Control studies in human infants demonstrated that oxygen toxicity was the 
cause of retrolental flbroplasia ; this led to specific animal experiments where the 
lesions were reproduced. These human ol)servations performed In the early 
1950's revealed the role of oxygen in this disease and led to the prevention of 
blindness in thousands of children. The original control study could not have 
been considered as beneficial to that particular infant in the light of knowledge 
available at that time, nor could this initial Information have lieen obtained 
through animal experiments. 
D. Fetal Monitoring During Labor 

This important field could not have been developed and advanced to its 
pre.sent .state without closely coordinated animal research and observations on 
the human fetus. The actual application of the techniques to the human fetus 
could in the initial phases, not have been considered beneficial to that particular 
fetus. 
E. Respiratory Distress Syndrome or Hyaline Membrane Disease 

This condition Is responsible for more deaths in infancy than any other single 
cause. In the last 20 years the cau.se of this condition, its diagnosis, treatment 
and even prevention, has bene possible primarily through human investigation. 
This led to the development of animal models from which details of pathogeuesi; 
and prevention were derived. Application of this new Information to the 
human would of necessity again require human investigation. 

FUTtlBE RESEARCH WHICH CAN ONLY BE POSSIBLE IS THE HCMAX 

A. Perinatal Pharmacology 
Because of marked interspecies variation In rate of development and in the 

degree of maturity at birth, animal exi)erImentation will provide only leads, 
but not specific answers. The ultimate research will alwa.vs have to be done 
on the human fetus or newborn If new therapies are going to be introduced or 
the toxicity of current modes of therapy are to be evaluate<l. 

Placental Transfer.—Study of the placental transfer of drugs must also in 
its final analysis be done in the human subject. This is essential if we are to 
make advances In the area of obstetrical anesthesia; it is vital to increase our 
knowledge of teratology. 
B. Endocrinology 

A study of steroid metabolism by the fetoplacental unit has been shown to 
have an Important bearing on the onset of labor. An understanding of the onset 
of labor is es.sential if we are going to make any inroads into the perinatal 
mortality figures—between 18 and 30/1000. Without such knowledge we will not 
be able to control gestation and prevent prematurity. In the last analysis no 
animal can be used for this. 

Fetal Parathyroid Function.—In the future, a study of this condition is likely 
to lead to an understanding of tetany and convulsions in the newborn. 
C. Immunology 

There is now evidence that maternal-fetal cell transfer is a cause of runting 
(an undergrown or undernourished fetus). Furthermore, there is also evidence 
that the transfer of cells which are least Incompatible to the fetus could be a 
cause of childhood leukemia. In the last analysis research in this area can only 
be carried out in the human fetus. 
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D. Xormal Oroicth and Development 
A study of the normal growth and development of both the fetus and newborn 

infant is essential if departures from normal through various disease aud genetic 
processes are to be appreciated. Information on this area can l)e derived as a 
byproduct from much of the fetal and newborn research outlined above. Prohibi- 
tion of research on the fetus and newborn would prevent the advances necessary 
for the improvement in the health and wellbelng of the mother and child. 

STATEMENT OF EUGEXE B. BRODY, M.D., PROFESSOR OF PSYCHOLOGY, UXI\-ERSITY 
OF MARYLAND, AND EDITOR ix CHIEF, JOURNAL OF XERVOUS AND MENTAL DIS- 
EASE 

Summary 
There is clear evidence from 37 years of research that selected and applied 

variants of psychosurgery can offer subjective relief to certain patients. 
Prohibition of psychosurgery would interfere with needed new knowledge. 
Treatment is currently administered without the necessary scientific controls. 

A remedy is needed. 
Direct governmental control of psychosurgery would involve the legislative 

and the executive branches in new endeavors heretofore left to the world of 
medicine. If allowed to expand, the new government effort would demand great 
legislative attention. 

The needed controls should be exercised through existing agencies. 

EDITORIAL ON THE LEGAL CONTROL OF PSYCHOSL-ROERY 

Tliere is little argument should the need to study the ethical, social and legal 
aspects of advancing biomedical research and its results. The question, liowever. 
posed by bills impending in the United States Congre.s.s, and by recent state court 
actions, as to whether certain clinical procedures should be controlled through 
prohibition in federal or other public institutions.' or deprivation of govern- 
mental support,^ is more complex. 

Several interrelated issues are involved: 
(1) Would such control deprive a less affluent population group, i.e., one which 

cannot afford private medical care, of a type of needed treatment? This issue 
requires review of the evidence tliat the procedure in question offers therapeutic 
results to patients who, otlierwise, would l)e relegated to continued pain, mal- 
function or confinement. 

(2) Would such control impair the systematic accumulation of data necessary 
to the continued development of clinically essential knowledge? This issue re- 
quires review of the .scientific controls exercised during administration of the 
procedures so as to ensure the validity o( tlie data it yields. 

(3) is the particular organ system involved subject to special risks which 
might justify a t.vpe of control not applied to procedures directed to other organ 
•systems? In the present instance what are the risks peculiar to the brain aud 
its input and output mechanisms? 

(4) A .special aspect of such control is that it removes tlie clinical decision from 
the medical community where it has traditionally rested and transfers it to the 
community of elected national officials. Wliat are the implications of this 
transfer? 

The question of legal control of psychosurgery involves all of these points. The 
intensity with which it is raised, however, is clearly a function of the third and 
this is relevant to the fourtli point, the issue of non-nie<lical legal control. The 
brain is. indeed, the "executive organ" of the individual, and is so perceived by 
the public. Its integrity is essential to one's capacity to jierceive himself as a 
discrete entity in relation to the inanimate world and others, to experience 
emotions appropriate to that perception, and to act appropriately as necessary. 
It has been regarded by many as the source of the qualities e.s.sential to being 
human. This separates it from other a.spects of the body and its function. Almost 
none of these, exposed to risk by any diagnostic or therai)eutic procedure, have 
singled out for federal or local legal attention. Further, no law attempts to 
eliminate another ri.sk, the application of procedures, e.g. abdominal surgery, to 

« H.R. 6852, April 11, 1973. To prohibit psychosurgery In federally connected health 
care facilities. _ 

" S.J. Res. 86, March 29, 1973. To suspend for two years federal support of projects 
luTolTlng psychosurgery. 
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those who do not need them. Crucial decisions are left to the physician in col- 
laboration witli the patient or tlie patient's relatives. 

The major exceptions liave been in an area touching both on individual rights 
and on the definition of l>eiuK human. These liave been in respect to abortion 
(considered l)y some as murder) and sterilization (considered by some as in- 
fringing on a right to reproduce). In both Instances the question of oppression 
of the socially weak by the socially powerful, who order and carry out the 
procedures, has been raised. 

Similarly, the public Is newly sensitized to the iMJSsible impairment l)y thera- 
peutic manipulation of the brain of the subject's capacity to exercise his civil 
rights. This aspect suggests the iK)ssible Iniluence of popular l>elief8 and attitudes 
on the rational assessment of medical risks. 

But evidently more than brain manipulation alone is at stake here. The method 
of much manipulation aiHieqrs important. Why does the public accept the con- 
stant attempts to modify the brain by psychological means such as adver- 
tising and offering incentives and punishments? It accepts, recognizing the 
consequent brain hazards, tobacco smoking, coffee and alcohol drinking and 
the ingestion of more dramatically effective chemicals taken on medical advice 
or independently to alter states of consciousness. It even accepts as therapy the 
passage of nonfocused electric currents through the brain although these have 
demonstrable sequelae in amnesia, and sometimes in emotional blunting. 

It is the direct physical invasion of the skull, of the executive system, which 
seems central to the threat of l)eing rendered less than human, of surrendering 
one's pow-er of self-determination to the invader. The threat is to one's identity, 
imposing a change In who one is. The directness of the intervention also may 
heighten the specter of social control by the psychosurgeon. But social control 
and the fear of infringement of civil rights implies that psychosurgical proce- 
dures may be applied to normal persons. Most candidates for such surgery have 
been ill, confined and effectively disenfranchl.sed for years. The procedure is not 
applied to a normal, free-living individual who can be considered autonomous 
and self-determining. 

With these considerations in mind let us review the four issues posed above: 
(1) Can p-sychosurgery be considered a type of treatment which federal con- 

trol would make less available? There is, in fact, an impressive body of evidence, 
accumulated gradually since 1936, that carefully selected and applied variants 
of psychosurgery can offer subjective relief to certain patients who would other- 
wise remain hospitalized, severely constrained in their activities, and plagued by 
unremitting psychological tension or the threat of unpredictable attacks of 
violence. The prohibition of iwychosurgical treatment in federally supported or 
other public hospitals of programs may, therefore, make it unavailable for some of 
these persons. 

(2) Would federal or local legal control interfere with the accumulation 
of new knowledge? The major limiting factor in the successful application of 
psychosurgical methods, or of other direct approaches to the brain in the search 
for treatment of major psychiatric disorders, is lack of knowledge. Prohibition of 
psychosurgical treatment would . learly interfere with the orderly accumula- 
tion of such knowledge. There is no doubt, however, that such treatment is cur- 
rently administered without the necessary scientific controls and this should be 
remedied. 

(3) Do the risks peculiar to brain manipulation justify legal control of 
therapy through such manipulation? There is a large body of literature docn- 
menting these risks. They usually, however, fail to take into suflScient account 
the pre-operative subjective state and behavior of the person who is a candi- 
date for psychosurgery. Post-psychosurgical comparisons cannot l)e made with 
normal individuals. Rather, they mast refer to the state of mind of patients 
who have suffered from serious psychiatric impairment for years. Risks must be 
weighed against gains, and against the cost of not having the treatment. The 
literature suggests that when preexisting psychiatric di.sturbance is taken into 
account the risk of losing "executive" or "human"' qualities—which may have been 
grossly impaired prior to surgery—is less than it initially appears. In fact some 
of those not apparent for years may reappear. It also suggests that the loss 
of such qualities can l>e minimized as surgical procedures become more refined 
and, particularly, as individual counselling services for patients and their fami- 
lies liecome more available. 

(4) What are the implications of federal or local judicial or goTemmental 
assumption  of  clinical  decision-making power?  Should  government  assume 
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responsibility for identifying particular medical procedures as hazardous to 
individuals or society and then attempt to constrain their use by withdrnwine 
funds or outrisht prohibition? The current regulation of therapeutic chemicals 
through the FDA may be regarded as a type of analogous control. I believe, 
however, that ii case can be made against comparing a surgical prociedure with 
demonstraled value for a particular category of patients with drugs for which 
no such value has lieen established. On the other hand there is unquestioned value 
in attempting to reach a more precise consensus among those who are profes- 
sionally responsible for patients. This consensus should include guidelines for 
patient selection, the use of particular procedures, the presence of scientific 
controls and evaluative methods, and the provision of adeqaute counselling and 
pre- and post-operative supportive .services. An important unsolved issue, perhai)s 
the key one in this respect, concerns the problem of informe<l consent for pro- 
ce<lures applied to psychiatrically sick persons. 

If it appears that these concerns must be dealt with at the governmental, 
si)eclflcally the federal level, the most constructive initial approaches would 
.seem to be through study commissions or task forces sponsored by the National 
Institutes of Health or similar bodies rather than through legislation. This 
kind of approach could be adapted at the state level as well. These study groups 
could advantageously represent a range of scientific and professional disciplines, 
as weU as the lay community. Certainly this approach would preserve a degree 
of flexibility which would be lost through the passage of restrictive laws. 

STATEMENT OF VEBNON MAUK, M.D., DIRECTOR OF NEUROSUROIOAL SEKVII^E, BOSTON 
CITY HOSPITAL, BOSTON, MASS., AND ASSOCIATE PROFESSOR OF SURGERY, HAB- 
VARD MEDICAL SCHOOL, BOSTON, MASS. 

Summary 
Months before the Senate hearings focused legislative scrutiny on neurological 

surgery as therapy for uncontrollable, individual violence. Dr. Vernon Mark, 
one main target of psychosurgery critics, spelled out his ethical iwsition on the 
question. In a report published by the (Hastings) Institute of Society, Ethics 
and the Life Sciences, he said: 

(1) Both environment and man's body must be studied If uncontrollable, 
individual violence is to be treated. 

(2) Neurosurgery should be used as violence therapy only when behavior is 
abnormal and a result of brain abnormality, and only where personal violence is 
unwarranted, usually unprovoked, and directly attempts to injure another person. 

(3) If those conditions don't prevail, violent behavior should not be dealt with 
medically. 

(4) Violent patients and their families should have impartial, professionally 
non-involved medical men and informed laymen to monitor "patient consent" 
procedures in every instance before surgical treatment is given. Dr. Mark has 
joined with other professionals in exploring ways to implement consumer advo- 
cacy in patient consent procedures. 

[From the Hastings Center Report, February 1073] 

SOCIAL AND ETHICAL ISSUES : BRAIN SURGERY IS AGGRESSIVE EPILEPTICS 

(By Vemon H. Mark) 
A little over two years ago Frank Ervin, a ps.vchiatrist, and I. a nenrosurgeon, 

wrote a book called Violence and the Brain, detailing the application of brain 
surgery to problems of violent behavior. The public respon.se to that liook under- 
scores with great vividness the fact that the medical issues of neuro.surgerj- are 
no more Interesting or vital than the issues of nenrosurgery's social role. I would 
like here to offer some reflections about those social i.ssues 

The most important problem to conjure with, from the standpoint of the sci- 
ences of human behavior, is the unfortunate dichotomy in l)a.sic approaches to 
behavior. Certain kinds of behavior (for instance, paralysis, blindness and demen- 
tia) were put into the province of organic neurology. Physicians working in this 
field have been increasingly reluctant to examine other kinds of abnormal 
behavior, even when they are as.sociated with obvious brain abnormalities. 

On the other hand, social psychlatrist.s, .sociologists, criminologists, and many 
psychologists tend to view the other behavioral abnormalities, for instance 
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intractable depressions and aggressive assaultive behavior, as pure reflections of 
unusual or abnormal environmental stress. They believe that brain function or 
dysfunction Is not an important detenuinant as far as abnormal l»ehavior is 
concerned. To them, all human beings function with the same "normal" brains. 
Even those few social scientists who admit that brain function might be im- 
portant in abnormal behavior feel that so little is known about brain function 
that it is useless to spend time and money investigating it. 

Now whatever the sociological reasons for this division of labor in the scientific 
vineyard, any high school student can see that it results in absurd theoretical 
suppositions. No human behavior whatever, be it normal or abnormal, can be the 
consequence of the brain alone without the environment. Nor can any behavior, 
whatever Its enviromnental determinants, take place without the brain freight- 
ing its mechanical impulses with emotion and culture. Therefore any thorough 
investigation of abnormal, violent behavior should look not only to the environ- 
ment for causes but also to the brain itself. 

Yet when President Lyndon Johnson and Milton Eisenhower convened the 
Commi-sslon on Violence, there were over fifty consultants, representing va- 
rious fields of .sociology, criminology, history, government, law, social psy- 
chiatry, and social psychology, but only two representing the brain! 

Let me stress that recognition of the brain in behavior does not entail, as 
some critics might fear, that all behavior should be controlled through the 
brain. Rather it is precisely because any behavior, normal or abnormal, could 
be modified through altering the brain, at least in principle, that it is absolute- 
ly crucial to make moral decisions about the sort appropriate for neurosurgery 
and other direct brain manipulations. There are Important moral Lssues at 
stake, for example, in the very definition of a problem as a medical one, 
for which medical therapy is appropriate. This problem is pressed further 
when a behavior problem is defined us a neurological one. 

My own position regarding the appropriateness of neurosurgery can be illus- 
trated in tenus of three alternatives. The first two of these I unequivocally 
reject: 

The first of these positions holds that medical means should be undertaken 
to improve any behavior, wherever possible, be the behavior normal or ab- 
normal. Although neurosurgery is not in a position now to improve normal 
behavior, some people advocate the use of drugs— amphetamines, for In- 
stance—for that purpose. The advantage of this position is that it avoids the 
obvious diflicultles In defining normality. The grave disadvantage Is that it 
makes the medical men authorities on improvement and the good life, wliich 
they are not, at least under our present .social arrangement. Moral values are 
social concerns, not medical ones in any presently recognized sense. 

A second position holds that any abnormal behavior should be treated by 
whatever medical means are available. Often argued by psychothraplsts, this 
position says that, regardless of any organic abnormality, what is undersirable 
In abnormal behavior Is the behavior, not its organic base. The criteria for 
alteration should refer to the behavior. Irrespective of whether the organic 
base Is normal or abnormal. Should an unusual brain abnormality produce a 
50 ix>lnt I.Q. rl.se, no one would suggest ablating It: Its behavioral product is 
desirable. (Wltli regard to neurosurgical control of violent l)ehavlor, I am 
against the principle that it could be used to treat abnormal behavior when 
there is no organic abnormality of the brain.) 

A third position, then, is that medical procedures like neurosurgery should 
be used only when behavior Is abnormal, and bad, as the result of an abnor- 
mality In the brain. As I shall repeat below, violent behavior not associated 
with brain disea.se should be dealt with politically and socially, not medically. 

With this brief iwsitlonlng of what I take to be support for a very circum- 
scribed domain for neurosurgical procedures, I now want to deal with some 
common criticisms of neurosurgery. Most of the criticisms either construe neuro- 
surgery to be capable of more than it is, or a.ssume that it would be used in areas 
I believe to be inappropriate. Like any technological power, neurosurgery can 
be misused, and setting the limits of its use Is more than a medical problem. 

POLITICAL  VERSUS  PERSONAL  VIOLENCE 

Implicit in many of the crltlci.sms of the surgical treatment of violent epileptics 
Is the fear that this treatment will be u.sed against political protestors. This fear 
is based on a semantic confusion about the word "violence." Many activities in 
our society are called violeJit. The "establishment" tends to view as violent any 
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protest movement against the war, unfair living conditions, or tlie prison sys- 
tem. Protestors view the reaction of police and the National Guard as violent. 
Minority groups have Indicated that social or job discrimination is a form of 
violence. 

The kind of violent behavior for which I might approve neurosurgery. how- 
ever, has a much narrower definition: personal violent behavior; unwarranted 
and usually unprovoked acts that directly attempt to, or actually do injure or 
destroy another person or thing. And, as I have said, I would not approve neuro- 
surgery even in such cases unless the personal violence could be traced to organic 
brain disease and could not be treated by non-surgical methods. 

Some political psychiatrists have argued that social injustice provokes individ- 
tials acts of violence which seem "senseless" but which, in reality, are political 
protests against the social system. As Goebbels showed, political violence of mass 
pro[)ortions can be culled up without counting on people with diseased brains. 
However, the person whose violence is related to brain disease and is used by a 
Hitler or Goebbels is a danger to himself and his loved ones, and cannot be 
counted on to rage only in politically strategic situations. Thus, the morality of 
preventing such an individual from seeking proper medical diagnosis and care 
is certainly in question. 

BIOLOGICAL  FACTORS  IS   PERSONAL  VIOLENCE 

Many sociologists believe that brain dysfunction does not have a role in such 
behavioral abnormalities as intractable depression, thought disorders, paranoia, 
or aggressive as.saultive behavior of the sort I am concerned with. In the last 
case, however, there is solid medical evidence to link aggressive behavior to 
focal brain disease. This behavioral symptom is often present in such clinical 
disorders as temjjoral lobe epilepsy, temiwral lobe tumors, infections of the brain 
(such as rabies and i)o.st-encephalitic syndromes), and serious brain injuries 
which affect the under-surfaces of the frontal lobes and the anterior tips of the 
temporal lobes (usually a transient phenomenon in the last disorder). 

The most frequent occurrences of brain dysfunction in violent behavior i.s in 
brain posloning, the most serious and ubiquitous of which is caused by alcohol. 
Alcohol is a specifle brain poison and Individuals acutely posloned with alcohol 
may have as much dysfunction during the poisoning as would be caused by a 
brain tumor, infection or injury. The only difference between the former and 
the latter is that alcohol poisoning is temporary. 

The violence in automobile accidents caused by drunk drivers takes a far 
greater toll than the violence in political protest or repression. A drunk driver 
suffers from a temporary brain abnormality. Although I certainly do not advo- 
cate neurosurgery for the treatment of alcoholism, nor for all kinds of organic 
brain disease, it is clear that violence is sometimes a function of brain abnor- 
malities, and should be viewed as such. 

BACIBII 

In the most avant-garde circles today the favorite critical epithet is "chauvin- 
ist" Neurosurgery seems to draw its critics from a somewhat stodgier class: 
neurosurgical  treatment  of violent epileptics  has  lieen  called  "racist." 

Speaking to a national group of psychiatric investigators about our approach 
to the problem of violent behavior, a major professor of psychiatry conceded 
that the biological-social model of violence and the investigation of brain disease 
associated with violence had some merit. But he classified our project with the 
proposal of those psychologists who claim that black i)eople have a constitu- 
tionally inferior TQ compared to white iieople. Admitting that the racial idea 
might have some merit too, he felt tliat nevertheless funding and research $<hould 
not be given to such projects until all possible avenues of social and educa- 
tional rehabilitation have been exhausted. 

It seems to me there are really two issues here. The first concerns the politi- 
cal implications of a theory about violence. One of the functions of a theory 
is that it tells you where to look to find the phenomenon in question. Does the 
theory that some violence is caused by brain disease lead us to expect it Is 
a characteristic mainly of black people? Certainly not. On the other hand, the 
theory that personal violence is caused exclusively by social conditions might 
very well lead us to look at the black ghettos. The environmental cues to per- 
sonal violence may very well cluster around racially differentiated areas. 

35-825 0-74-18 
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The second issue is whether there is any empirical evidence that organically 
based personal violence is more common among blacks than whites. In my ex- 
perience there Is no special correlation of violence with race. Domestic per- 
sonal violence occurs in upper- and middle-class homes as well as in the ghettos. 
When it occurs in the ghetto, however, it may be more visible, spilling out into 
the streets from the very pressures of overcrowding. It may very well be that 
violence in ghettos more often gets reported in police records and other data 
available to the sociologist. But the perspective of the physician is the emergency 
room and clinic where the products of violence are immediate. From this per- 
spective, claret is the predominant color, not black or white. 

It is my perception that the biological-social model of violence will not con- 
centrate ou one race, ethnic group, or other social segment of our population as 
do the subculture theories of violence. In fact, 1 feel it is important in cases of 
violence related to brain disease to study the violent act primarily and to con- 
sider the style of violence, which is socially determined, as a secondary 
phenomenon. 

DANOEBS   IN   A   MEDICAL  MODEL  OF   VIOLENCE 

All sorts of dire predictions have been made about the outcome of brain re- 
search directed toward tlie understanding and treatment of emotional disorders, 
and especially those related to violent behavior. Shades of 1984! "The neurosur- 
geons want to put electrodes in everyone's brain to keep them from protesting !" 
"They're going to develop a new drug that will completely destroy the will!" 
"Man's dignity will be shattered and his innate human quality will \>e destroyed !" 
These would indeed be serious statements if they were true. But it is important 
to see just what tlie issues are. 

It is one thing to advocate neurosurgical procedures for certain kinds of 
violent behavior caused by organic brain disease or dysfunction. It is quite an- 
other to advocate them as general methods of behavior control. My own belief ia 
that no form of conditioning, drug therapy, or surgery is necessary or desirable 
to control normal-brained members of our society, no matter what their iwlltical 
views are or how they exjjress them. 

Of course it Is true that behavior control techniques develoi)ed to be used in a 
commercial sphere might be adapted to widespread and immoral ends by un- 
scrupulous people. No greater lesson is needed than that provided by Xazi 
Gennany. 

But interestingly enough, the control Goebbels used were environmental ones, 
not direct alterations of the brain. No drugs were needed to seduce the German 
population. The S.S. storm troopers did not have little electrodes implanted in 
their llmbic systems. 

Although Joseph Goebbels might have reduplicated Skinner's experiments in 
the best conditioning traditions, he did so before, rather than after, the fact. As 
a clinician living among the German people for two years after the war, I 
could find nothing in them that would distinguish them from other human beings. 

Can one imagine the most advanced brain electrode technology of the future, 
or even a new and much more sophisticated group of psychic drugs, that could 
produce a more perfect form of t)ehavior control than that initiated by envinm- 
mental "natural" factors in the Third Reich? 

One of the important factors to emerge from our own research on tlie relative 
influence of deep electrical brain stimulation versus environmental "natural" 
stimuli is the importance, in terms of effectiveness, of the latter. Of course, effec- 
tive electrical brain stimulation in target areas can produce pronounced be- 
havioral effects. However, even in susceptible individuals wltli brain disease, 
the effect of nonconvulsing doses of electrical stimulation can be remarkably 
altered and suppressed by giving the subject a demanding and attention-al)sorbing 
task during electrical brain stimulation. 

My thesis tiat behavior control througli the direct manipulation of the brain 
is not as dangerous for mass abuse as environmental forms of control should not 
be taken to imply that it has no dangers wliatsoever for mass abuse. But tJie 
social limitations on who performs neuroeurgery or administers drugs, on whom, 
and for what reasons, ought to be set through public discussion and social decision. 
My own claim is that the dangers of mass abuse are not sufficient to warrant pre- 
venting the very development of the techniques that might have very great thera- 
IJeutic value for patients with organic brain disease. 

MORAL PBOBLBMS IN  NEtTROSUROERT 

If neurosnrgery is not much of a danger as a political tool, there still are 
serious problems with its medical use. I would like to address two of these. 
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First is the problem of neurological diagnosis. The emphasis I have been 
placing on the neurological side of the problem of violence ought not be taken 
out of the context of environmentiil factors also. Due to the very fundamental 
problem of specialization in medicine, it is very difficult to maintain a biological- 
social model of violence in actual practice. The neurologists are in one place and 
the psychiatrists and social workers are in another. 

I'et if the model is worthwhile, treatment of a patient should involve not only 
his brain but his family, living conditions, job and role in .society. It is very im- 
portant, therefore, to imbed a neurological diagnosis of problems of violence into 
a larger integrated approach to human behavior. The social forms for this holistic 
therapy are yet to be worked out, although my own group has tried to include 
psychiatric and social psychiatric diagnosis along with the neurological. 

From my reading of the present .situation, however, I believe the greater danger 
is that the neurological side will be left out. Recently, for example, an airplane 
hijacker killed one pilot and shot another before he himself was subdued with 
a blow to the head. Examination of this man afterward revealed he had been a 
neurological cripple for eleven years, ever since receiving a gunshot wound of the 
brain. Yet repeated tests, including hours of brainwave examinations, psychologi- 
cal testing, psychiatric and neurological assessment, failed to reveal the tremend- 
ous damage that had occurred In tliis man's emotional center or limbic brain. 

The difficulties of diagnosis bad tlieir classic but tragic expression in the case of 
George Gershwin. This talented composer was seen and treated psychiatrically 
for a long time while a tumore in the limbic system of his brain grew to an un- 
manageable and untreatable size. The George Gershwin syndrome of the thirties 
is still being treated In the seventies. Recently eighteen patients were committed 
to a mental hospital at one of our best university centers who turned out to have 
tumors of their limbic braln.s. In some cases, the true nature of this illness was 
not recognized until the tumor had caused the patient's death. 

Second, after the diagnosis of brain disease has been confirmed, what are the 
problems of proper consent to treatment f Does the patient con.sent to the treat- 
ment? Does he know the dangers of the treatment, and how those dangers com- 
pare with letting lilm pass without treatment? What are the wider factors in- 
volved in informed consent when the patient is mentally incompetent?' 

Usually close members of their families are the sources of consent. But In cases 
of surgery for violence, I believe the patient and his family "should have the 
assistance of an impartial, noninvolved professional group to determine whethei 
surgery or other forms of treatment should be undertaken. In practical terms, 
this means that a committee of some sort, compose<l of physicians, or In some 
cases, physicians and Informed laymen, should be present to monitor the medi- 
cal, psychiatric, and/or surgical treatment.' 

In my own practice. I and my group do not accept patients for treatments who 
do not want therapy, and we do not believe that the public good or public interest 
should intrude upon the personal medical model in terms of protecting the public 
against violent Individuals. 

FREE   WILL  AND  BEHAVIOR  CONTROL 

Radical critics of the biological-social model of violence often construe human 
violence to be an expression of free will. In line with this they consider the 
medical correction of brain disease that would, as a secondary result, stop rtolent 
episodes, to have an unnatural and degrading effect on human dignity. As a 
physician I find this view particularly inappropriate, not becau.se I deny free 
will, but because I prize the quality of human life. 

Many of the patients who come to us with focal brain disease associated with 
violent behavior are so offended by their own actions they have attempted suicide. 
They feel their human dignity has been lost precisely because of uncontrollable 
behavior patterns they find unnatural and repugnant. 

Because our work, and that of other physicians, has indicated a clinical rela- 
tionship between limbic brain disease, such as temporal lol)e epilepsy, and aggres- 
sive assaultive behavior, I believe the correction of that organic condition gives 
the patient more rather than les.s, control over his own behavior. It enhances, 
and does not diminish, his dignity. It adds to, and does not detract from, his 
human qualitie.s. 

> Prison Inmates suffering from epilepsy should receive only medlcsl treatment; surgical 
therapy should not be carried out, because of the difficulty In obtaining truly Informed 
consent. 

' In conjunction with Dr. David Allen, we arc exploring "consumer advocacy" utilizing 
a group with religious, legal and commuoity representatives In addition to physicians. 



Finally, it is appropriate to return to the specter of a tyrannical government 
controlling a submissive population through neurosurgery and electrical brain 
stimulation. Even thougli tliis is teclinically unliljely now, it is a iwssibility to 
be conjured with. In the face of tlii.s possibility I .still have great confidence 
that the neurological research in behavior control now being done will lead to 
a better understanding of brain meclianisms, and that when thi.s occurs, it should 
be possible for brain scientists to devise techniques for making behavior contnd 
of one individual by another more difficult or even impossible. 

In other words, one of the expected benefits of increased brain research will 
be the creation of new techniques enabling each individual better to control or 
govern his or lier behavior, witliout unwarrante<l or unwanted interference by 
other individuals or devices. 

There is already enough knowledge of environmental and psychopharmaco- 
logical drugs to control a vast segment of our population, without invoking l)rain 
surgery or electrical brain stimulation. The great hope of emotional brain re- 
search'is that it will free us from our present tyrannies and future dangers of 
control. To this end brain scientists need the help of philosophers, etiiicists, 
theologians, social scientists and jurists, working in concert. 

STATEMENT OF RUSSEU. R. MONBOE, M.D., PROFESSOB OF PSYCHIATRY. DIRECTOB, 
CLINICAI- RESEARCH, INSTITUTE OF PSYCHIATRY AND HUMAN BEHAVIOR, UXI- 
VERSITT OP MABTLANO SCHOOL OF MEPICIKE 

Summary 
Concern over psychosurgery is justified. A legislative ban on psychosurgery 

could deny individuals their rights to tliis procedure where it is, in fact, the 
preferred procedure. 

Both guidelines and controls over individual cases are needed. Consumers as 
well as providers of medical care may appropriately take part in the decision 
making. 

A board of review must be established to approve or disapprove psychosurgical 
procedures. Control board should not be connected with the institutions proposing 
the procedures. It should include medical men, laymen, at least one lawyer, 
representatives of appropriate medical specialties. Informed consent review 
should be part of the board's work. Ideally the board should be state or metro- 
politan area in jurisdiction. 

Informed consent questions involving possible duress should be settled by a 
national board. Legislation must not discriminate, by restricting use of federal 
funds, against the poor and others facing difficult access to advanced medical 
care. 

POSITION STATEMENT REOABDINO SUROICAL MANIPULATION OF THE BRAIN 

The current concern among the laity, legislators and medical profession regard- 
ing the social, ethical and medical implications of the surgical manipulation of 
the brain is certainly justified. The is.sue is so complex that I will take a primary 
stand based on 20 years of clinical and research experience in correlating brain 
mechanisms and beharior. I will exclude consideration of those situations where 
surgical ablations are deemed medically indicated to remove pathological tissue 
of a degenerative, neoplastic, vascular or traumatic etiology. I will address 
myself to modification of .symptoms (hence, in the broad sense behavior) through 
excising an epileptogenic focus—which I will refer to as an neurosurgical proce- 
dure—and those instances where there is removal of normal brain tissue to 
ameliorate symptoms, hence help restore the adaptive balance of the individuaL 
(This I will refer to as psychosurgery.) Although my stand can be debated, 1 
l>elieve both procedures can be justified under well defined clinical circumstances 
if we wish to provide the best p<.)Ssible me<iical care for our patients. 

To legislate against such procedures or to devise excessively cumbersome 
bureaucratic restraints might deny an individual liis rights to this preferred 
medical procedure. At the same time, I realize that with our increasing neuro- 
physiologic knowledge that the effectiveness of brain surgery has improvinl so 
dramatically that there is the pos.sibility for either uninformed misuse or even 
planned abuse of such procedures. It is obvious, then, tliat guidelines for surgery 
on the brain and the decision as to whether one of these two procedures should 
be applied to the individual patient must not rest in the hands of a single indi- 
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vldnal or even a small group of individuals, no matter how sound their reputation 
or impeccable their credentials. Both the neurosurgical and psychosurglcal 
operations often involve complex consideration of informed consent. This may 
require an appraisal by pos.sible consumers of medical care, as well as the legal 
profession. As both oiierations are irreversible, there also should be careful 
consideration by appropriate exjierts as to whether non-surgical reversible regi- 
mens (e.g. drug therapy) lias had an adequate trial and failed. For these reasons, 
as well as others listed below, a board of review must be established to approve 
or disapprove such procedures. 
Neuronurgical Procedure 

These are procedures designed to remove an epileptic focus; that Is, an area 
of excessive neuronal discharge which results in either medical or social inca- 
pacitation. I would propose the following criteria for making such a decision 
recognizing tliat these criteria are a compromise in the sense that it is con- 
ceivable tliat they might rule out iMssible candidates who would benefit from 
the procedure. The compromise seems necessary to differentiate between the indi- 
cations for a neurosurgical procedure and a psychosurgical procedure. The pa- 
tient should have at least two of the following clinical findings, which as already 
mentioned have not resixjnded to any known non-surgical therapeutic regimen. 

(1) Clearly defined, well documented seizures; 
(2) Other physiologic or behavioral symptoms with such ictal characteris- 

tics as: a) precipitous onset, b) abrupt remission, c) frequent recurrence, d) 
stereotyped quality, and  e)   relatively  short duration; 

(3) Scalp electroencephalographic abnormalities recognizing that before EEXJ 
abnormnlitles can be ruled out repeated studies rajjy be necessary utilizing special 
EEG techniques. 

Two of these three criteria arc sufficient indications for an exploratory, diag- 
nostic, stereotaxic operation. The final procedure, that is, destruction of abnor- 
mal brain tissue, would depend upon identifying via stereotaxic methods the 
circumscribed focus of abnormal neuronal activity. 

To obtain the liest cliuical results, it should be recognized that careful consid- 
eration will have to be given in terms of the risk-benefit ratio to a unilateral 
versus a bilateral procedure, and a single versus multiple operations. 
P»llcho»urffical Procedure 

Psychosurgical techniques should be considered only for those patients demon- 
strating severely ol>se.ssive-compulsive, phobic, anxiety and depressive symptoms, 
who have not resi)onde<l to either intensive psychotherapy or protracted psy- 
chopharmocologic regimens. The treatment of aggression by psychosurgery, other 
than those explosive, aggressive, dyscontrol acts, with the ictal characteristics 
descrlbeil above, should be considered an experimental procedure demanding a 
special review (see below). 

Sophisticated psychosurgical techniques demand special neurosurgical train- 
ing and facilities and should be limited to the stereotaxic implantation of elec- 
trodes which can Ije left in place over a sustained i)eriod of time so that one can 
observe behavior out.'*ide the operating room. It is feasible now to induce a re- 
versible lesion (e.g., via alcohol or temporary electrical paralysis of the neurons) 
in order to evaluate the area of the brain where a permanent ablation will give 
the most satisfactory alleviation of symptoms. The leslonal procedure should 
maximize the permanency of the lesion with the smallest possible destruction 
of the brain tissue. 
fiocial Control of Neurosurgical nnd Pgychosurgical Prnceduren 

The clinical application of these two possible surgical manipulations of the 
brain should rest upon the review and approval of a si)eclal board. Such a lioard 
should not be connected with tlie Institutions proposing the prcK?edure. It should 
Include members of the medical profession with appropriate expertl.se, as well as 
laymen, at least one of whom should be a member of the legal profession. This 
special board should not only review the appropriateness of the stirgical proce- 
dure, but also the extent of informed consent. Ideally, such a board should l)e 
constituted at the local level, that l.s, the metropolitan area or state. 

If there are any particular questions regarding informe<l consent; for exam- 
ple, the individual is incarcerated in a penal institution, committed to a mental 
hospital, a minor, or any other suggestion that there might be subtle duress, 
then the procedure should be reviewed by a national bonnl. This would also 
I)ertaln to the situation mentioned above (the surgical treatment of aggression) 
where the brain surgery might in any way be construed as experimental. 
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Again, I would like to emphasize that these review procedures should not be 
so cumbersome as to deny the medical benefit or such procedures to any patient 
regardless of his social and economic status. By-and-large, the procedures here 
described have in the past been available only to selected individuals with the 
financial means to purchase expert, private care. 

GEOBQETOWN UNiVEBsmr HOSPITAI, 
BEPABTMENT OF OBSTETEICS AND GYNECOLOOY, 

Washington, D.C., September 25,197S. 
Representative ROOEBS, 
Representative NELSEN. 

I welcome the opportunity to be able to testify In favor of jHJSsage of H.R. 772'4. 
Some years ago, at hearings held by Senator Mondale, I testified In favor of the 
establishment of a commission to study the Implication.s of medical technology for 
society and the ethical implications deriving therefrom. I specifically stated that 
my concern was not just the good of society, but especially the good of science. 
Since scientific progress depends on the financial and moral support of society 
as a whole, I foresaw that, if the scientific cnmmunity operated in isolation and 
without the Informed consent of the society, it might become subject to an anti- 
scientific "backlash." I tlilnk we have .seen .some such backlash in the past two 
years. It inevitably leads to the passage of laws, some of which may l)e initiated 
In haste and without sufficient insight into all the pertinent considerations. 

I now again support the establishment of such a commission. Admittedly, the 
proposed commission has a more wide-ranging set of duties than that proposed 
by Senator Mondale some years ago. Yet tlie reasons for establishing it are simi- 
larly persuasive. As the bill clearly implies, the major thrust of the commLssion's 
work is to seek mechanisms whereby the health care client, whether patient or 
research subject, will be made more fully aware of options open to him and thus 
ensures his full consent to anything which the health professional projwses to do 
for him. This is fully in accord with present trends towards full disclo.sure and 
informed consent in other consumer areas. I similarly welcome tho.se clauses in 
tlie bill which seek to maximize freedom for individual physicians and health 
facilities. 

Only when both the health professional and the patient are fully in agreement 
on the application of medical skills by the former upon the latter can that 
degree of mutual trust be developed which is at the core of sound medical ethics. 
I think that H.R. 7724 will help ensure this relationship. As such, I view it as a 
bill to ensure the civil liberties of patient and doctor alike and I appreciate the 
opportunity to testify on its behalf. 

ANDB£ E. HEIXEOERS, M.D., 
(Georgetown University, Washington, B.C. 

[MaUgram] 

CLEVELAND, OHIO, September 86, 197S. 
Hon. PAUL ROOEBS, 
Chairman, House Office Building, 
Washington, D.C.: 

I urge that decisions on ethical standards for research on children newborn 
and the fet\is be deferred until the recommendations of the National Institutes 
of Health are available for review and comment. 

Respectfully, 
ROBEBT   SCHWABTZ,   M.D., 

Professor of Pediatrics, Case Western Reserve University, Director of 
Pediatrics, Cleveland JUctropolitan General Hospital. 

ITelegrenat 

NEW TOBK, N.Y., September 28,1973. 
Hon. PAtTL G. ROGERS, 
Capitol Hill B.C.: 

The Committee on National Medical Policy  of the American  Society  for 
Clinical Investigation wants to go on record as being in favor of setting up a 
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study commission, rather than a regulatory commission, to consider ethics of 
human investigation. We would favor that being done within existing legisla- 
tion if possible. We are prepared to present our reasons, if you so desire. 

NEAL S. BBICKEB, M.D., 
Chairman, Committee on National Medical PoUoy, American Society for 

Clinical Investigation, Bronx, N.Y. 

AMERICAN HEABT ASSOCIATION, 
New York, N.r., SeptemierSO, 197S. 

Hon. PAUL G. ROOEBS, 
U.S. House of Representatives, 
Washington, B.C. 

DEAB CONGRESSMAN ROGERS : The medical volunteers of the American Heart 
Association have been watching proposed legislation on the ethics of human 
experimentation with increasing Interest. Aside from lielng a major funder of 
biomedical research and a professional organization representing 50,000 physi- 
cians and medical scientists, the Heart Association Is probably the only voluntary 
Iiealth agency with a standing ethics committee. For this and other reasons, the 
American Heart Association applauds the concern demonstrated In Congress 
for the dignity and safety of human beings Involved In medical research. We are 
troubled, however, that certain provisions could seriously retard the advance 
of medical science In this country. In paritcular, Title II of H.R. 7724, entitled 
"Protection of Human Subjects," has aroused the most concern since it is 
potentially the most restrictive. We understand that H.R. 10403 which you have 
introduced. Is substantially similar. 

Title II of H.R. 7224 would codify certain propositions independently advanced 
by the AHA Ethics Committee in Its analysis of the "Ethics of Investigation on 
Seriously and Critically 111 Patients." (A copy of the Committee's report on this 
subject is enclosed.) These include: the need to Insure that the failure of a 
patient to participate In an investigation would not alienate his physician or 
prejudice his future care, and the concept that a third party, not directly in- 
volved In the planned Investigation but concerne<l primarily for the patient and 
his relatives, could assist in the explanation of procedures and help assure as 
full an understanding as i)osslble. 

In addition, however, H.R. 7724 calls for the establishment of a National 
Coraml.s,slon for the Protection of Human Subjects of Biomedical and Behavioral 
Research which would have legislative, executive, and judicial authority. It 
would be empowered to issue rules and regulations concerning the use of human 
subjects In research and obtaining their "Informed consent." It would also certify 
Institutional review boards and review their performance with respect to an- 
nounced norms. Finally, It would act as a forum for appeal from decisions of 
institutional review committees. With its extensive scope and authority, such a 
Commission could not only control but also stifle clinical research and Innovative 
therapy. We question whether a mechanism so potentially cumbersome and 
obstructive is necessary to achieve the designated objective. 

After reviewing legislative developments, the AHA Central Committee adopted 
the following resolution at its September 13,1973 meeting: 

Whereas various pieces of legislation have been introduced In Congress reflect- 
ing a need to re-evaluate the use of human subjects In clinical research and the 
legal provisions for the protection of siich subjects: and 

Whereas the medical volunteers of the American Heart A.ssoclatlon in general, 
and Its Committee on Ethics In particular, concur in these concerns; they are, 
however, apprehensive that hasty and unnecessary restrictions may finally result 
in the virtual elimination of clinical investigation and its benefits for the better- 
ment of patient care: it Is 

Resolved that the AHA endorse the proposed establishment of a multidlsclpli- 
nary advisory national commission for the study of the ethical, social and legal 
Implications of advances In biomedical research and technology but without au- 
thority, at the moment, to develop and Implement binding policies and regula- 
tions. 

We understand that you will be holding hearings on H.R. 10403 on September 
28th and 29th, 1973, and I regret that the Heart Association was not Included 
among those Invited to testify. In view of the short time between the Introduction 
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of H.R. 10403 and these hearings, we would be pleased to provide more 8i>eciflc 
counsel on legislative altenmtlves as you may see fit. 

Respectfully submitted, 
PACI, N. Ytr, M.D.. 

President. 
Enclosure. 

AMERICAN HEABT ASSOCIATION COMMITTEE ON ETHICS, A REPORT TO THE CENTRAL 
COM MrrTEE—DECEMBER 14-15, 1972 

The AHA Committee on Ethics held its first in-depth discussion in Spring 1971 
on the subject of Ethics of Investigation of Seriously and Critically 111 Patients. 
This subject was chosen because of its obvious relevance to the affairs of the 
Association and because such types of investigation had not been specifically 
considered in codes of ethics and in previous symposia on ethical considerations 
of investigation. 

From the very beginning, the committee has held the Arm belief that it could 
not .be judgmental in its decisions. Rather it considers its role as opening up 
areas for consideration and, as it were, raising the level of consciousness of in- 
vestigators within and without the Association and hopefully providing guidelines 
that would help in the planning and conduct of clinical investigation. 

Five formal presentations, prepared in advance by committee members, formed 
the basis for our discussions. These presentations dealt 

(1) With working definitions of serious and critical illne.ss, 
(2) With the types of cardiovascular illnesses Uiat relate to these definitions. 
(3) With responsibilities of physician as healer and/or investigator in design 

and conduct of investigation of such patients. 
(4) With the role nurses and other members of the health team play in these 

responsibilities, 
(5) With the legal requirements of informed consent, 
(6) With physicians' ^-iew of informed consent in regard to investigations of 

serious and critical illness, 
(7) With a classification of the types of studies carried out In such illness, and 
(8) With ethical constraints on the scope of cUnical investigation In seriousLr 

or critically ill children and adults. 
The purpose of this report is to provide a distillate of the proceedings and 

the conclusions arrived at. 
Most previous discassions of ethics of clinical investigation have dealt with 

normal individuals, with patients suffering from terminal malignancies, with the 
mentally retarded and the elderly. We chose as our subject, patients with life- 
threatening but potentially recoverable illnesses l)ecause with the current in- 
vestigative efforts in myocardlal infarction and stroke such as a discussion might 
prove useful. We have defined critical illness as one that is immediately life- 
threatening and serious illness as one that may result in death or permanent 
disability if its course does not terminate in days or weeks or If Its lethal com- 
plications are not prevented. 

An example of critical illness would be myocardlal infarction with shock and 
of serious illness, acute, uncomplicated myocardlal infarction. The dlflference 
between the two is either a function of time or whether complications sujiervene. 

Illnesses such as these place a particularly large responsibility, legal and ethi- 
cal, on physician-investigators in regard to the obtaining of informed consent 
and In the design and execution of Investigation. 

Much discussion centered on the problem of informed consent. Probably the 
most significant development of the ses.sIon was a clear delineation of the legal 
requirements of informed consent and the realization how far they fall short 
of tlie ethical requirements. Actually, this is because "Informed" Is an ambiguous 
wonl as it is used in our culture. Tliere is nothing intrinsically wrong with the 
word itself, only In how It is used. To be "informed" implies understanding, 
while the verb "to inform" is defined as "to impart knowledge of a fact or clr- 
cum.stance. to supply with knowledge of a matter or subject." Thus, to most of 
us, an informed person is one wlio comprehends, as opposed to one who has 
merely been given Information; and Informe<l consent, therefore. Is to be given 
by one who truly understands, rather than by one who has simply been given 
the facts. 

In the conduct of clinical investigation the physician/Investigator clearly has 
the respon.siblllty of protecting the right.s of the individual and. through his 
studies, of providing new information for the benefit of the patient and society. 
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He is legally required to explain the purposes of the study to the patient and 
gain his consent. However, the legal requirement of a clear description was to 
the Ethics Committee a far cry from the ethical requirement tliat the descrip- 
tion be understood or, in other words, that the consent be "informed." Patients 
who are very ill, children—ill or well—and elderly patients are in a position of 
extreme dependency. Even parents of sick children and relatives of seriously ill 
adults are also dependent. Very sick people even if seemingly alert, have little 
or no energy available for understanding explanations of the goals and risks of 
studies. Their relatives, likewise, have their emotional energies so tied up with 
concern and worry that they often cannot understand. Parents of sick children 
are similarly burdened with care. Both groups, also, want most of all to do the 
best thing for their sick relatives and may have the unrecognized fear that a 
refusal of participation might alienate the physician/investigator and diminish 
his potential as physician/healer. As the discussion of these Inherent constraints 
evolved it became apparent that some of the diflScultles could be resolved by 
using a third person, an advocate, who while not directly Involved in the planned 
Investigation but concerned primarily for the jwtlent and relatives, could assist 
in explanations and help assure as full an understanding as possible. Another 
advantage in having a third ijerson involved Is the potential for raising the level 
of awareness of the physician/investigator in regard to his responsibilities, his 
interests and motives. This individual can be anybody who feels co-equal wth 
the physician/investigator in regard to an understanding of and concern for 
the responsibilities involved. 

The committee firmly supported the doctrine of informed consent and con- 
curred In this statement concerning It: "The ultimate goal of Informed consent 
is for the patient to understand the treatment or procedure he is to undergo, 
including all its ramifications, so that his decision to participate will be based on 
a comprehension of procedure with its dependent risks and advantages. In prac- 
tice, an on-par understanding cannot be achieved, so that an extra burden is 
placed on tlie physician to give the patient any facts and understanding and to 
act only in a capacity to serve the best interest of the patient. In order to satisfy 
the legal, scientific and medical requirements of Informed consent, it is sufficient 
to make available the facts necessary to form the basis for intelligent consent. 
However, this does not satisfy ethical requirements nor tho.se of the professional 
relationship. In order to assure this, it may be wise to have a third party who 
can help the patient achieve a better understanding and also assist the physician 
in reviewing his own interest and motives so that he can be explicit in his own 
relationship with the proposal." 

Our lawyer member emphasize<l the importance of informed consent by quot- 
ing from a recent 8ympo.slum on .siwrts medicine that "there is no law in the 
United States that would require an individual to be a participant against his 
will in any Investigatlonal activity involving risks to his health." He also made 
it very clear that the farther the Investigation is from therapeutic research, the 
greater is the investigators potential legal liabiltiy. Thtis, legally, non-therapeutic 
and therapeutic research have different requirements. For the purpose of our 
discussion we defined therapeutic research as directed toward obtaining informa- 
tion relating to the efficacy of an existing treatment or to the development of a 
new modality of treatment. Non-therapeutic research, on the other hand, was 
taken to indicate any studies that did not directly concern the treatment of the 
patient's illness. One legal authority (Medical .Turisprudence, Waltz and Inbau, 
MacMillan, 1971) suggests the principle distinguishing feature between the two 
types rests on the motivation of the investigator whether he is concerned pri- 
marily with the welfare of the patient or that of society. Thus, "to the extent 
that the propriety of an experimenter hinges on the distinction, any close choice— 
between 're.search' and 'therapy'—will be resolved in favor of the former ... since 
the presence of some interest other than the welfare of the subject always tends 
to render the physician's action more difficult to justify legally." 

From these considerations evolved a discussion of the types of research, within 
the framework of therapeutic and nontherapeutlc investigation, that are carried 
out in seriously and critically ill patients and the appropriateness of the types 
In these two situations. There is observational research which, through sequential 
measurements, follows the course of an illness for the purpose of gaining Infor- 
mation concerning the biologic abnormalities that characterize the Illness and 
how they are modified by treatment if such is available. It is two kinds. One 
involves measurements on blood and other body fluids utilizing no sampling 
procedure or equipment other than required for the care of the patient. The other 
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requires spedflc instrumentation for making the appropriate observations— 
often this Involves an invasive pocedure which, if control observations are to 
be made, can delay the beginning of treatment. Then there are modifloational 
types of studies. One is therapeutic, which, through use of a new drug or a 
procedure seeks to ameliorate or cure an illness. The other, through creating sonae 
physiologic perturbation, seeks to gain deeper insight into the biologic charac- 
teristics of the illness. Inherent In the latter is the iwstponement of therapy 
until the necessary observations have been made. 

Each of these types carries different risk-benefit ratios and it has its particular 
relevance for investigation In seriously and critically ill patients. When is re- 
search justified in such patients In answer, the committee has suggested the 
following: 

When it is of potential therapeutic benefit to the patient in liis present 
illness. 

When it can be conducted without exposing the patient to additional 
hazards beyond those occasioned by his illness and the usual care and 
therapy associated with it. 

When it does not modify the circumstances of care or modifies them with 
anticipated benefit for the patient. (Only when the usual care of the patient 
is not modified can investigative procedures or research unrelated to the 
patient's present illness be performed.) 

When prospective lienefits for other patients are demonstrable. 
Only when infonned consent is obtained. 

It is obvious from the foregoing discussion that the investigator carries a large 
resiK)nsibillty for the planning and conduct of investigations of serious and criti- 
cal illnesses. It requires a particularly sensitive awareness of the extreme de- 
Ijendency that such Illnesses Impose and of the important time element that, rela- 
tively speaking, is not a consideration in studies of normal states or less severe 
illnesses. These characteristics of serious and critical illness raise the question 
whether the patient and science are better served by one physician who plays a 
dual role of healer and investigator or by two persons—one, the physician/healer 
and the other, physician/investigator. Each clinical scientist and his institution 
must take the responsibility for this decision. 

THE POPULATION COUNCIL, 
BlOMEDICAL   DrVISION, 

THE ROCKEFELLER UNIVEBSITY, 
New York, N.Y., October 2, J973. 

Hon. PAUL G. ROOESS, 
Chairman, Suhcommittee on Public Health and Environment, House of Repre- 

tentativeg, Washington, B.C. 
DEAR MR. ROGERS : There is before your committee a bill limiting federal support 

of research on the fetus, newborn, and perhaps children as well to measures de- 
signed to Immediately benefit the patient. This would mean, as I understand It. 
that no observations, however benign (such as blood counts) could be made either 
on normal infanta or on ill infants unless the observation bore directly on therapy. 

Two considerations are In order. First: as a result of medical progress, death 
among children has become a rarity in all age groups except in the i>erinatal 
I)eriod; this group only recently has begun to benefit from increased attention 
of clinicians and researchers. It is the last major group where research can lead 
to major saving of life among Infants and children. Current figures show: 

Age group:                                                                                               Deaths per 1,000/yeor 
Birth to 28 days    18 
1 month to 1 year      7 
1 year to 14 years      0. 6 

Many of the deaths in the perinatal period have their causes in utero; progress 
here must depend on responsible research during prenatal life, an area of re- 
search which there is every reason to encourage. 

Second: Obviously research must be Iwth responsible and harmless. I under- 
stand that the National Institute of Child Health and Human Development is 
developing guidelines to help investigators In an area with many ethical prob- 
lems. These guidelines would be used by those already existing human research 
committees now functioning in all our medical centers. This, ratlier than blanket 
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legislative prohibition, is the direction in which responsible regulation of re- 
search in infants and children should be encouraged to move. 

Sincerely yours, 
JONATHAN T. LANMAN, M.D., 

Associate Director. 

FAMILY LIFE BUBEAU, 
U.S. CATHOLIC CONFEBEWCB, 

Washington, D.C., October 4,1973. 
Hon. PAUL G. ROGERS, 
Chairman, Subcommittee on Public Health and Environment, Washington, D.C. 

DEAB MR. ROGERS : The Subcommittee on Health and Environment has recently 
conducted hearings on H.R. 10403 and H.R. 1111, and I wish to submit the follow- 
ing comments for the record on l)ehalf of the United States Catholic Conference. 

Title II of H.R. 7724, as amended in the Senate, is the Protection of Human 
Subjects Act. We support this amendment, and urge that the House of Repre- 
sentatives accept it. Blomedleal discoveries and scientific research are continu- 
ally opening the path to greater experimentation and to new medical procedures. 
However, this raises serious (luestlon.s as to the ethics of certain procedures. As 
Leon Kass, former executive secretary of the Committee on the Life Sciences and 
Social Policy of the National Academy of Sciences has noted, "(W)e must get 
used to the Idea that blomedleal technology makes possible many things we 
should never do" {Science. Nov. 19, 1971). Ethicians such as Paul Ramsey of 
Princeton, Arthur Dyck of Harvard and Charles Curran of the Catholic Univer- 
sity of America, agree with Kass as to the need for caution and restraint. 

A number of witnesses acknowledged tJiat decisions affecting research pro- 
cedures must reflect a balancing of social, moral and ethical and medical factors. 
It is this "balancing process" tiat is it.self most diflScult, and when serious prob- 
lems cannot be resolved, then the law or ix)licy sliould be restrictive, for to per- 
mit the experiments to proceed is to allow tlie inlierent dangers to human life 
and human dignity to run their course. 

Although there are some who believe that the prevailing mechanisms within 
the Dejjartment of Health, Education and Welfare can ade<!uately protect tlie 
rights of human subjects, the exiwrience of the past does not sustain this. The 
Tuskegee syphilis study and the recent sterilization incidents in Alabama and 
South Carolina are cases in which HEW regulations were Ineffective. During 
recent hearings before the Senate Subcommittee on Health, Dr. Charles Ed^'ards, 
then director of the Footi and Drug Administration, de.scribed the policies of FDA 
in regard to two new chemical contraceptive agents. 

The first drug Is DejxHProvera, a derivative of progesterone that has been used 
In the treatment of .specific cancers that only affect women. The drug received 
approval for such use from FDA in 1960 and in 1972. The drug has also l)een 
used as a contraceptive agent in other countries, although not approved in the 
United States for such purpose. The particular contraceptive potential of this 
drug Is that the i>atient is given an injection effective in preventing conception for 
about three months. The drug produced tumors in tests on dogs, but not in other 
animals. 

A test of the drug for possible side-effects is being conducted on a group of 
women In a Tennessee mental institution. The superintendent of the institution 
maintains that the women have l)een informed of the pos.slble dangers, and asked 
to sign the consent forms required by FDA for the investlgational use of new 
drugs in human subject.s. According to Dr. Edwards, when the dog studies in- 
dicated the development of tumors, an FDA Advisory Committee decided that 
long-terra studies were necessary, and that on-going studies In humans would 
l>e allowed to continue only If the sul)jects were informed again of the dangers, 
and signed a new consent form. The experimentation In the mental Institution 
is apparently continuing. 

However, Marcia Greenberger, a lawyer, also testified l)efore the Senate Health 
Subcommittee that she had talked with six women at a birth control clinic In 
Tennessee, five of whom were already taking the drug. None of the six had ever 
seen the consent form furnished by Upjohn Company, producer of the drug and 
apparently a collaborator In the testing. All were able to read It and understand 
it. 

In a drug of this type, when .serious side-effects are found in animal studies, it 
Is expected that FDA would restrict the experiments on human subjects. FDA 
explained that the human experimentation was allowed to continue because no 



290 

other injectable contraceptive Is available or forthcoming. FDA also maintains 
that the drug is being restricted to women who cannot use other types of COD- 
traceptlves. 

In summary then, FDA is allowing the continued experimentation with a dan- 
gerous drug on a group of women in a mental institution, and the use of the drug 
experimentally among women who sought family planning service from a Coanty 
Health Department. 'I'lipse women never saw or signed consent forms. 

The second drug is Dlethylstllbestrol (DES), a synthetic estrogen compound. 
Formerly used for certain gynecological disorders under proper controls, this drug 
can also be used after intercourse to Inhibit pregnancy. But long-term studies 
of its use led to the discovery of cancer in the daughters of women who used the 
drug during their child-bearing years. As a result, FDA Issued warnings. 

But DES was gaining in iwpularity as a "morning-after pill," and It had never 
been submitted to FDA for clearance for this purpose. Studies indicate wide use 
on college campuses. 

Because of its new-found contraceptive potential, researchers worked out a 
new regimen for its post-coital use. Beginning 72 hours after intercourse, and 
In a continued low dosage for the next live days, the drug worlcs effectively as 
a morning-after pill. There isn't likely to be any complications in the next gen- 
eration, since the effectiveness of the drug precludes offspring. Dr. Edwards 
noted that one cannot tell what effects it may have on an already developing 
fetus but "an early abortion by conventional means should be seriously con- 
sidered" in such cases. 

No one seems to know exactly how the drug works, but in the post-coital 
regimen it is quite clearly abortifacient. No one knows anything of its cancer- 
inducing properties either, but FDA has allowed its continual use because no 
one has proven it causes cancer when used post-coitally. Of course, there hasn't 
I>een enough time to study this yet, and the widespread use of the drug makes 
controlled study difficult. Moreover, a cancer specialist expressed opposition to 
further distribution of the drug. 

FDA explains its leniency In these cases because each drug is a promising 
new contraceptive. FDA apparently assumes that more and newer contraceptive 
agents must be discovered and marketed. FDA's responsibility is to regulate 
the .sale of drugs and the experimentation for drug development in order to 
safeguard the health of clti7,ens. In view of FDA's demonstrated leniency in these 
matters of experimentation with dangerous drugs, there is need for some agency 
with greater authority and resix)nsibility than is currently evident in HEW. 

Although H.R. 7724 establishes this Commission within HEW, it may well be 
that such a Commission should exist outside of any specific agency with Con- 
gressional authorization to scrutinize the activities of all government bodie& 
In any case, it seems essential to provide a strong political check on those who 
administer federal funds and federal programs under which experimentation 
on human beings may be conducted. 

In Section 1202(a) (1) the primary duty of the National Commission is care- 
fully stated so as to respect the mutual responsibilities of church and state. 
Thus, the Commission Is "to identify the basic ethical principles and develop 
guidelines which should underlie the conduct of biomedical and behavioral re- 
search involving human subjects. The Commission is "to identify the basic ethical 
principles" as a consequence of investigation and study, and also as a result of 
consultation and dialogue with religious bodies, ethicians and scientists. The 
guidelines or regulations formulated by the Commission should be consistent 
with the identified principles, and should govern the activity of HEW agencies 
and HEW funded projects. The wording of this section underwent extensive 
re-writing in the development of the final draft, and unfortunately, the spokes- 
man for HEW. in his testimony before this Subcommittee, addressed his com- 
ments to an early draft of the bill, not to the final version. 

Section 1204 provides protection for the individual physician to refuse to 
perform or assist in the performance of experimental procedures that violate 
his or her conscience. It also protects any entity receiving HEW funds from 
being forced to make its fncilities available for experiments that are prohibited 
by the entity on the basis of ethical or moral conviction.s. 

Section 120.5 requires the establishment of Institutional Review Boards that 
will review protocols and will al.so protect human rights by making sure that 
human subjects are well-informed prior to giving consent to any experiment 
This section could be strengthene<l by adding a responsibility for continuing re- 
view of any project. This is not to impute bad will to the researcher, but to 
acknowledge that the pursuit of information or of success in an experiment 
can often blind the research to an increased danger to the subject. 
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The House version of H.R. 7724 contained a prohibition of experimentation 
on human fetuses obtained by abortion. A similar prohibition was adopted 
on the floor of the Senate by a vote of 88-0 after an extensive discussion. The 
Senate version also prohibited experiments on living Infants. This specific pro- 
hibition has been opposed by witnesses appearing l)efore this Suboommlttee, and 
one witness explicitly stated that "there should be no prohibition on research 
activities involving fetuses and Infants." The absoluteness and universality of 
this statement is a telling reason for the need for such legislation. 

However, we see this prohibition of experiments on fetuses and Infants, prior 
to or after abortion, as an essential aspect of the bill, and we strongly support 
it for the following reasons. 

First of ail, the humanness of the fetus is assumed by all concerned, and the 
basic reasons for any exjjeriments on fetuses and Infants are to gain knowl- 
edge about the development of the fettis during pregnancy and to learn more 
about genetics so as to overcome specific diseases. However, government fund- 
ing of experiments on aborted fetuses and Infants constitutes approval and 
encouragement of such experiments, placing the fetus or infant in the category 
of experimental .specimen. The Issue is not simply the right or wrong of fetal 
experimentation—an ethical problem that exists regardless of government fund- 
ing—but rather the responsibility of government to protect human life, even 
when the child-to-be has been rejected by its parents and/or society. The gov- 
ernment must not accede to those who say that since a woman has decided on 
having an abortion, the fetus Is of no value but to be experimented on. or the life 
of the aborted child Is of diminished value and need not be sustained. Granting 
that some information may be gained by such experiments, the far-reaching 
Implications are too great for government to abandon Its responsibility to impose 
some restrictions. 

There are also other supportive reasons for a government policy of restriction 
rather than of encouragement or permissiveness. First of all. much of the knowl- 
edge that Is to be gained by experiments on the fetus or infant can also be gained 
by animal research. It may be more expensive and more demanding, but none- 
theless, animals should be used Instead of fetuses or infants. For practical pur- 
poses, there are virtually no genetic diseases where experimentation on live 
fetuses is required in order to continue research efforts. 

Secondly, much of the information needed to study genetic diseases is gained 
by sampling the amniotic fluid, not from fetal research. Moreover, the basic 
research data in the efforts to overcome sickle-cell anemia and Tay-Sachs dis- 
ease was accumulated prior to the recent use of the live fet\is as a research 
specimen. Moreover, the presence of Tay-Sachs disease can be detected by .sam- 
pling amniotic fluid. 

Thirdly, there is serious question among specialists as to whether any serious 
gains can be achieved by widespread experiments on aborted fetuses. Dr. James 
Miller, professor of pediatrics at the University of Briti^ Columbia, main- 
tains that very little can be gained from general experimentation on thera- 
peutically aborted fetuses. Dr. Kurt Hlrshhorn of Mt. Sinai Hospital In New 
York agreed that therapeutic abortions do not .vleld much valid information. 
In April, 1973, Dr. Robert Berliner, NIH Deputy Director for Science, stated 
that "NIH does not now support research on live aborted human fetuses and 
does not contemplate approving the supi)ort of such research. We know of no 
circumstances at present or in the foreseeable future which would justify NIH 
support of research on live aborted human fetuses." 

Fourthly, a basic requisite for any experiment is the informed consent of the 
patient. That Is impossible in cases of experiments on the aborted fetus or 
infant, because the fetus cannot consent and the mother has already iedded 
on the death of the fetus. 

The abortion decisions of the United States Supreme Court have created 
serious problems concerning the value that we attach to the fetus and the Infant. 
Congress should not be made the whipping boy for the Court's opinion, but 
neitiier should Congress easily abandon Its responsibility to maintain respe<'t 
for human life, even in its pre-natal stage. Thus, Congress should refrain from 
encouraging experiments on the fetus by its refu.sal to provide funds for such 
research. 

Section 1206 contains Interim Provisions, particularly regarding informed 
consent. These provisions and the consent criteria are worthwhile, and will 
help protect individuals from a violation of rights. 

Once again, we wish to state our general support for this bill, and urge that 
the provisions of the Senate be accepted by the House of Representatives. 

Sincerely yours, 
(Rev. Msgr.) JAires T. MCHUOH, Director. 
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U.S. SENATE, 
Washington, B.C., October 24,1973. 

Hon. HABLET O. STAOGEBS, 
House of Representatives, 
Washinffton, B.C. 

DEAR HARLEY : It is my understanding that H.R. 10403, the Protection of 
Human Subjects Act, introduced by Representative Rogers Is presently pending 
before the House Interstate and Foreign Commerce Subcommittee on Public 
Healtli and Environment. 

I have just received the enclosed letter from one of my constituents supporting 
this measure and I would appreciate your seeing that her views are incorporated 
in any hearings which may be held on this legislation. 

With best wishes, I am 
Sincerely yours, 

J. W. PTTLBBIOHT, 
U.S. Senator. 

DIOCESE OP LITTLE ROCK, 
CATHOLIC SOCIAL SEBVICES, 

Uttlc Rock, Ark., October 11,197S. 
SENATOR FULBBIOHT : On behalf of the staff working for Catholic Social Services 

1 would urge you to contact Congressmen Harley Staggers and Paul Rogers and 
add your support to the Protection of Human Subjects Act. It seems vitally 
important to the moral fll)er that we stop wasting infant and potential life, as 
that we stop wasting young soldiers' lives. 

If freedom of life is one of our basic beliefs then we must surely question the 
termination infant and potential life. Thank you for your time. 

Sincerely, 
Sr. LEONA DOELLINQ. 

[Whereupon, at 12:40 p.m., the subcommittee adjourned.] 
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