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8 That this Act may be cited as the “National Research Serv- 

9 ice Awards and Protection of Human Subjects Act”. 

10 TITLE I-NATIONAL RESEARCH SERVICE 

11 AWARDS 

12 

13 

14 

15 

16 

17 

18 

19 

SHORT TZTLE 

SEC. 101. This titlv njoy hc c i t d  (is the ‘?Yotioiifll RP- 

search Service Award Act”. 

FlNDINGS A N D  DECLARATION OF PURPOSE 

SEC.  102. ( a )  Congress finds and declares that- 

( I )  the s ~ ~ c c c s s  aird coi i t inucd viability of the Fed- 

em1 biomdiccrl ni id belrtri.iortr1 w s c c l i d t  effort depelzds on  

f h c  arai!abilit?j of cxrrllcnt sciortistx and a netuJork of 
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institutions of ezcellence capable of producing superior 

research personnel; 

(2)  direct support of the training of scientists for 

careers in biomedical and behavioral research is an 

appropriate and necessary role for the Federal Gov- 

ernment; 

(3 )  National Research Service Awards should be 

the key element in the training programs of the National 

Institutes of Health and the National Institute of Mental 

Nealth. 

( b )  I t  is the purpose of this title, by consolidating exist- 

ing research training and fellowship authorities into a single 

National liesearch Service Atocrrds (wthority, to incrcase ilie 

capability of the National Institutes of Health and the Xtr- 

tional Institute of Mental Health to carry out their statutory 

responsibility of maintaining a superior national program of 

research into physical and mental diseases and impairments 

of man. 

NATIONAL RESEARCH SEl?VICE ATYA RVS 

SEC. 103. ( a )  Except as amended by this Act, the au- 

thorities of thc Secretary of IIeulth, Education, and Jvclf are 

to establish and nzainfain fellowships and traineeships for 

training iu biomedical and behatioral research pursuant to 

sections 301 and 303 of title IV of the Public Health Service 

8 0 0 8 3 8 1  
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Act are repealed effective upon !he date of the enactment 

of this Act. 

( b )  Part G of title IT7 of the Public Health Scrciw 

Act (42 U.S.C. 201) is amended by adding after section 

454 the following new sections: 

“NATIONAL RESEARCH SERVICE AWARDS 

“SEC. 455. ( a )  The Secretary, in consultation with the 

Directors of the National Institutes of Health and the Na- 

tional Institute of Mental Ilealtk, shall provide through 

the Office of the Director of the National Institutes of Health 

AYuiio~iul Resecrrch ,S’eriiicc d w a ~ ~ l s  iit the follotui7~g man32er: 

“ ( I )  The Secretary shall establish and maintain 

National Research Service Awards fo? 

“ ( A )  Fwrnedicwl and behavioral research at the 

National Institutes of Health and the National Institute 

of Mental Health, and 

“ ( B )  training at such institutes of individuals to 

undeptake research in matters relating to the cause, 

diagnosis, prevention, and treatment of the disease or 

diseases to which the aciivities of such institutes are 

directed. Any references in this section to the Naitional 

Institutes of Health and National Institute of Mental 

Health shall be considered a reference to the Institutes 

8 0 0 8 3 3 8  
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and their respective research institutes, divisions, and 

bureuus, 

“(2)  The Secretary shall establish and maintain 

National Research Service Awards for- 

“ ( A )  biomedical and behaviord research at non- 

Federal public and at nonprofit private institutions, nnd 

“ ( B )  training at such public and nonprofit private 

institutions of individuals to undertake such research. 

“ ( 3 )  No National Research Service Award (or 

grants made thereunder) may provide for mppor t  of 

residency training. 

“ ( b ) ( l )  N o  National Research Service Award may 

11c .q I Y I  I t or1 1 / d e  1 8  s i i  hseci io i i ( ( I  ,i 1 o (I I I ?/ i rl d i r id I i ( I  1 ii  t 1 7 o u s  

such individual prowides, in such f o r m  and manner as the 

Secretary shall by regulation prescribe, assurances sntis far- 

tory to the Secretary that the individual will meet the require- 

ment of subsection ( c )  (1). 

“(2) Applicants for National Research Service Awards 

must be sponsored by the accredited institution at which 

training shall be carried out ( in accordance with regulations 

promulgated by the Secretary). The grants of National Re- 

search Service Awards by the Secretary under subsection ( a )  

shall each be subject to review and approval by the appro- 

priate advisory councils to the Instituics referred to in sub- 

section ( a )  (1)  ( A )  whose activities relate to the research or 
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1 training under such awards or at which such training 

2 will be conducted. 

3 “(3)  The period of any National Research Service 

4 Award provided any individual under subsection ( a )  may 

5 not exceed three years in the ag,gregate unless the Secretarg 

6 for good cause should waive the application of t7w three-year 

7 limit to such individual. 

8 “ ( 4 ) ( A )  No Natirmal Research Service Award may 

9 be granted by the Secretary under paragraph (1 )  or (2) 

10 of subsection ( a )  to any individual unless the individual 

11 has submitted to the Secretary an application therefor and 

12 the Secretary has approved the application. The application 

13 shall be in such form, submitted in such manner, and con- 

14 tain such information as the Secretary may prescribe by 

15 regulation. 

16 “ ( B )  National Research Service Awards granted under 

17 subsection ( a )  shall provide for such stipends and allowances 

18 (including travel and subsistence expenses and dependents 

19 allowa?zces) for the recipients as the Secrelary may  determine 

20 necessary. 

21 “(C) A National Research Service Award under sub- 

22 section ( a )  ( 2 )  shall also provide for payments tu be made 

23 to the accredited institutions at whioh programs for research 

24 or training for individual recipients of the National Re- 

25 seamh Service Award are conducted, for the cost of support 
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services (including, but not limited to, a portion of faculty 

salaries, supplies, equipment, staff, general research support, 

and overhead) provided such recipients by such institution. 

The amount of such awards to such institutions shall be 

detemnined by the Secretary and shall bear a direct relation- 

ship to the reasonable costs to the institution for establishing 

and maintaining the quality of biomedical or behavioral re- 

search and training programs at such institution. 

“ ( 5 )  Notwithstanding sections 103(a)  and 106 of the 

National Research Service Award Act the Secretary shall 

maintain all existing commitments for research training 

grants and fellowships existing on the date of enactment of this 

A d  but shall make no new commitments for research training 

grants and fellowships except as authorized by section 455 of 

this Act for National Research Semice Awards. 

“(c )  (1) ( A )  Each individual who receives a National 

Research Service ,4ward under subsection ( a )  shall in a c  

cordonce wiih paragraph ( 2 )  of this subsection- 

“ ( i )  engage in health research or teaching at an 

accredited institution, or 

“(ii) if authorized by clause ( B )  serve as a 

member of the National Health Service Corps (esiab- 

lished under section 329) utilizing the specialty for uyhich 

he has been trained, and for which such award wa.E 

granted; serve in his specialty in private practice in a geo- 
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graphic area designated by the Secretary as requiring 

that specialty; or serve in his specialty as a member of CI 

nonprofit prepaid group practice authorized for reim- 

bursement under title X V I I I  of the Social Security Act, 

for a period computed as follows: For each year during 

whioh the individual receives a Ndional Research Serv- 

ice Award the individual shall- 

“(aa)  engage in twelve monihs of health re- 

search or teaching at an accredited institution, 

“(bb) if so authorized, serve in his specialty as 

a member of the National Health Service Corps for 

a period of twelve months, 

“(cc) if so authorized serve in his specialty in 

such designated private practice area for a period 

of twenty months or 

“ (dd)  if so authorized serue in his specialty in 

such prepaid group practice for a period of twenty 

months. 
, 

“ ( R )  Any indizridual w h w  

“(i) received a National Research Servke Award, 

and trained to protide health care directly t~ individual 

patients may, upon application to the Secretary, be au- 

thorized by the Secretar?y to serve in any capaciiy de- 

scribed in section ( c )  (1 )  ( A )  ( i i )  i n  lieu of engaging 

fin health research or teaching if the 8ccrefary determines 
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that there are no suitable health raearch or teaching 

positions available to such individual to enable him to 

comply with the research or teaching requirement of this 

paraqraph or if the Secretary determines that such skills 

may be better utilized in another authorized capwcity. 

“ (a)  The requirements of paragraph ( I )  shall be corn- 

plied with by any individual to whom it applies within u 

reasonable period of time, after the completion of such indi- 

vidual‘s National Research Service Award, as the Secretary 

shall by regulation prescribe. The Secretary shall by reg- 

ulation prescribe the type of research and teaching in which 

individuals may engage to comply with such requirements 

and such other requirements respecting such research and 

teaching as he d e e m  necessary. 

“ ( 3 )  ( A )  I f  any individual to whom the requirement o f  

paragruph (1)  is applicable, fails within the period prescribed 

by paragraph (Z ) ,  to comply with such requirement, the 

United States shall be entitled to recover from such individual 

an aniouni equal to the product of- 

‘L( i )  the aggregate of ( I )  the amount of assistance 

provided to such individual under subsection ( a ) ,  and 

( I I )  the sums of the interest which ioould be pclyable on 

such assistance if, at the time such assistaim was pro- 

vided, such assistunce were a loan bcarinag interest at a 

rate fixed by the Secretary of the Treasury, after taking 
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4 annually, and 
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13 number of month. 

14 A n y  amount which the United States is entitled to recover 

15 under this subparagraph shall, within the three-year period 

16 beginning on the date the United States becomes entitled to 

17 recover such amount, be paid to the United Stades. Until any 

18 amount due i ? ? ~  United States under this subparagraph on 

19 account of any assistance provided under this section is paid, 

20 there shall accrue to the United States interest on such 

21 amount at the same rate as that firced by the Secretary of 

22 the Treasury pursuant to clause (i) with respeot to the as- 

23 sistance on account of which such amount is due the United 

24 States. 

into cormideration private consumer rates of interest pre- 

vailing at the time such assistance was provided and if 

the interest on each such assistance had been compounded 

“(ii) a fraction ( I )  the numerator of which is the 

number obtained by subtracting the number of month  

equal to one-half the number of m o n t h  of research or 

teaching performed by the individual in compliance with 

parugraph (1) from the totd number of months in the 

period of resea~ch or teac1iin.q requised to be performed 

by such individual by such paragraph, and ( I I )  the 

denominator of which is a number equal to such total 
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1 “ ( B )  For purposes of subparagraph ( A )  the time at 

2 which assistance shall be considered as having been provided 

3 under subsection ( a )  to an indivi.dua1 shall, in the case of a 

4 National Research Service Award, be the date on which the 

5 National Research Service Award is awarded and shall, in 

6 the case of training, be the date on which such trainin0 was 

7 begun. 

8 ‘ L ( 4 )  ( A )  A n y  obligation of any individual under para- 

9 graph (3)  shall be canceled upon the death of such individual. 

10 “ ( B )  The Secretary shall by regulation provide for the 

SI waiver, reduction, or suspension of any such obligation appli- 

12 cable to any individual whenever compliance by such individ- 

13 ual is impossible or would involve extreme hardship to such 

14 individual and if enforcement of such obligation with respect 

15 to any individual would be against equity and good 

16 conscience. 

17 “ ( d )  There are authorized to be appropriated to carry 

18 out the provisions of this section $207,947,000 for the fiscal 

19 year ending June 30, 1974.” 

30 “STUDIES ItESPECTlNG BIOMEDICAL RESEARCB 

21 PERSONNEL 

22 

23 

“SEC. 456. ( a )  The Secretary of Health, Education, and 

Welfare shall, in accordance with subsection ( b ) ,  arrange 

24 for  the conduct of ongoing studies annually to- 

25 “ ( I )  establish ( A )  the Nation’s overall need for bio- 

8oc;p5 
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medical research pemonnel, ( B )  the subject areas i n  

which such personnel are needed and the number of such 

personnel needed in euch such area, and ( C )  the kinds 

and extent of training which should be provided such 

p e  mon ne1 ; 

‘( ( 2 )  assess ( A )  current training programs avail- 

able for the training of biomedical research personnel 

which are conducted under the Public Health Act at 

or through the National Institutes of Health, the Na- 

tional Institute of Mental Health, and their respective 

research institutes, and ( B )  other current training pro- 

grams available for the training of such personnel; 

“ ( 3 )  id(w/i/y the I;ii,ds 01 w s c n ~ ~ c h  posiiliol1.s aixiil- 

able to and held by individuals completing such trainin.q 

programs; 

“ ( 4 )  determine, to the extent feasible, whether the 

programs referred to in paragraph ( 2 ) ( B )  would 

be adequate to meet the iaeeils established under p a w -  

graph (1) if the programs referred to in paragrtiph 

( 2 )  ( A )  were terminated: and 

‘I (5)  determine uiliut modifications in the programs 

referred to in paragraph ( 2 )  are required to meet the 

needs established under paragraph (1). 

‘( (b )  ( I )  The Secretary shall request the National Acad- 

- 2,5 emy of Sciences to conduct such ongoing studies, required 

8 0 0 8 3 9 b  - II 
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1 by subsection ( a ) ,  under an arrangement under which the ac- 

2 tual eqicnses incurred by such Academy in conducting such 

3 studies will be paid by the Secretary. If the National Academy 

4 of Sciences is willing to do so, the Secretary shall enter inlo 

5 such an arrangement with such Academg for the conduct of 

6 such studies. 

7 “ ( 2 )  If the National Academy of Science i s  unwilling 

8 to conduct one or more such studies under such an arrange- 

9 ment, then the Secretary shall entw into a similar arrange- 

I O  ment with other appi-opiate nonprofit private groups or 

11 associations under which such groups or associations- i ~ i l l  con- 

12 

13 

14 

15 

duct such studies and prepare and submit the reports thereon 

as provided in subsection (c). 

“ ( c )  The iizformation required by subsection ( a )  pur- 

w a n t  to thc stridics fllcretr?itlcr shnll 1)c reported clunuallg 

16 and the first such report is to be completed within the one-year 

17 period from the date of the enactment of this Act. Except for 

18 the first report, the reports o n  the results of such studies shall 

19 be annually sicbmitied by the Secretary not later than Jan- 

20 uary 31 of etrch ycar to the Committee on Interstate and 

21 Foreign Cornnicrcc of the IIoirse of Rfpresentatizres and ihe 

22 Committee on Labor cind Pi(blic IYelfore of the Senate. 

23 “ ( d )  National Resenrch Serrice Awards shall be granted 

24 in any specialty onl?y when the 8ecretarg has certified, on the 

25 bnsis of ewduaiion of the study report required u?zder sub- 

8 0 0 E 3 q 1  
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1 

2 

3 

4 under subsection (G). 

5 “DEFINITIONS 

6 

7 

8 

9 

section ( e ) ,  that there is a need for additional manpower in . 

that specialty. Such evaluation shall be completed within 

ninety days after submission of the first report as required 

“SEC. 457. ( a )  As used in this title of the Public Health 

Service Act, the term “residency training” nieuiis that medical 

training in an accredited institution where less than six 

months per year of training is devoted to research in a 

10 laboratory. 

11 

12 

13 

1-1 of this Act.”. 

‘ L ( b )  As used in this title of the Public Health Service 

Act, the term ‘accredited institution’ means a nonprofit insti- 

tution desipated by the Secretary to carry out the purposes 

15 SEX DISCRIiMINATION 

16 

17 

18 thereof the following: 

19 

20 

31 

22 

23 

24 and 

SEC. 104. Section 7 9 9 8  of part H ,  title V I I ,  of the 

Public Health Service Act, is amended by adding at the e n d  

“In  the cusc of a school of medicine which- 

“(1)  on the date of the cnactment of this sentence 

is in the process of chnzigisyj i t s  status as an institution 

wltich admits oiily female students to that of an institu- 

tion which admits studrnts without regard to their WT, 
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‘‘(2) change is being carried out in accordance 

with a plan approved by the Secretary, 

the provisions of the preceding sentences of this section 

shall apply only with respect to a grant, contract, loan guur- 

antee, or interest subsidy to, or for the benefit of such a school 

for a fiscal year beginning after June 30, 1979.” 

FINANCIAL DISTRESS GRANTS 

SEC. 105. Section 373(a)  of the Public Health Service 

Act is amended by striking ‘‘$10,000,000” and inserting in 

lieu thereof L1$15,000,000”. 

TECHNICAL AND CONFORMING AMENDMENTS 

S E C .  106. ( a )  Section 308(b)  of the Public Healrh 

Service Act is amended by 8trikin.q out the words “in the 

CTrrited States c(ti~1” whereuer. they ccypenr. 

( b )  Seciion 301 of such Act i s  amended by striking 

subsection ( c ) ,  by deleting the words or research !raining 

projects” from subsection ( d )  and by redesignating subsec- 

tions ( d ) ,  ( e ) ,  ( f ) ,  (g), ( h ) ,  and ( i )  as subsections ( c ) ,  

1‘ 

( d )  1 ( e )  , ( f )  , ( 9 )  7 and ( h )  1 respectively. 

( c ) ( 1 )  Section 303(n) of such Act is amended by 

striking all of paragraph (1)  and by striking the para- 

graph designation “(2)” .  

( 2 )  Section 303(b) of such Act i s  amended by striking 

the ioords “paragraph (2 )  of”. 

( d )  Section d 0 2 ( 0 )  of sucli Act is clrraended by adding 
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the words “except for training in biomedical and behavioral 

research” after the word “training” in paragraph (3 )  and 

by striking paragraph ( 4 )  and bg redesignating paragraphs 

( 5 ) ,  (6), and (7) as paragraph ( 4 ) ,  (5 ) ,  and (6) ,  

respectively. 

( e )  Section 407(b) of such Act is amended by adding 

at the end of paragraph (7) LLno training stipends, fellow- 

ships, or carrier awards shall be made for training in bio- 

medical or behavioral research.” 

( f )  Section 408(b) of such Act is amended by adding 

after the words “training (including training for  allied health 

personnel)” the words “except for training in biomedical and 

behavioral research.” 

( g )  Section 412 of such Act is amended by striking 

pcwngraph (7). 

( h )  Section 413(a )  of such Act is amended by striking 

paragraph. (7) and redesignating paragraph (8) ,  ($), and 

(20) as paragraphs (Y), f8), and (9 ) ,  respectively. 

( ; ) ( I )  Section 415(a) ( 2 )  of such Act is amended by 

adding in  paragraph (C) after the word “disease.” the words 

“Such programs shall not provide for training in biomedical 

or behavioral research.” 

( 2 )  Section 415(b) of such Act is amended by insert- 

ing after the word “personnel,” in prayrciph (3)  “crcept 

for  training for  Fioinedical und behatio.r.al research”. 
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( j )  Section 422 of such Act is amended by striking 

paragraph ( c )  and by redesignating paragraphs (d )  and ( e )  

as paragraph ( e ) ,  ( d ) ,  and ( e ) ,  respectively, and by insert- 

ing in paragraph (e )  as redesignated after the words “rnain- 

tain traineeships,” the words “except traineeships in bio- 

medical and behacioral research.” 

( k )  Section 434(c) of such Act is amended by adding 

at the end of clause (2) ,  “such progpains shall not provide 

for training in biomedical and behavioral research.” 

( I )  Sections 433(a) ,  444, and 453 of such Act are 

amended by striking the second sentence of each section. 

TITLE II-PROTECTION OF‘ HUMAN 

SOB JE  CTS 

SHORT TITLE 

SEC. 202. This title may be cited as thg “Protection of 

Human Subjeck Act”. 

SEc. 202. The Pu(blic Health Se.l.‘uice Act (42 U.S.,C. 

201) is ahended by adding after W e  X I  the following new 

title: 

“TITLE XIT-PROTECTION OF HUMAN 

s’uBJE CTS 

“ESTABLISHMENT OF COhfh!ISSlON 

“SEC. 1201. ( a )  There is hereby established within the 

Departnwni of Ilealth, Education, and Welfare, the National 



1 

4 ! 
6 

7 

S 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

29 

Commission for the Protection of Human Subjects of Bio- 

medical and Behavioral Research. 

“ (b)  The Commission shall be composed of eleven 

members who shall be appointed by the President from 

persons who are especially qualified to serve on the Com- 

mission hy virtue of  their training, experience, or back- 

ground. The members of the Cornmission shall be appointed 

from the general public and f r o m  among individuals in the 

fields of medicine, low, ethics, theology, biological science, 

physical science, social scienc‘(1, p h  ilosoplry, humnrdics, health 

admiiiistra tion, goce rnm cnt , C I I Z  d pub1 ic alf airs. 

“ ( c ) ( I )  The President shall appoint, by and with the 

advice and consent of the Senute, one of the members to serve 

as Chairman and one to scrue as Co-Chairman each for a 

term of four years at the time of appointment. 

“ ( 2 )  Of the persons designated under subsection ( c )  (1)  

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

medical or behavioral resea~ch involving human subjects. 

“ ( d )  Not more than fice members of the Commission 

shall be appointed who are or  who have been engaged in 

biomedical or behavioral msearch involving human subjects. 

“ (e )  The terms of each nieinber shall be four yeam except 

that- 

“ ( I )  t’he members first appointed shall serve as des- 
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ignated by the President, three for  a t e r n  of two years, 

four  for a term of three years, an.d four for a term of 

f our  years; and 

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

ring prior to expiration of such term shall serve only for  

the remainder of the term for which his predecessor was 

appointed. 

“ ( f )  Tn appointing the members of the Commission con- 

sideration shall be given to nominees from the National Acad- 

emy of Sciences and other appropriate, independent, non- 

governmental o rgan i za t im .  

“ ( g )  A’o member shall seme for more than two full terms. 

“ ( h )  A vacancy in the Commission shall not affect the 

activities of the Commission and seven members thereof shall 

constiiute a quorum. Appointed members may serve after 

the expiration of their terms until their succesgors h a w  token 

ofice. 

“ ( i )  Members o f  the Commission who are not officers or 

employees of the United States shall receive for  each da!j 

the9 are engaged in the performance of the duties of the Com- 

mission compensation at rates e p a l  to the daily eyuiualent 

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

ule, including traveltime; and all members while so serving 

a w a y  from their homes crr regular place of business, may be 

I allowtd travel expenses, including per diem in lieu of sub- I 
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sistence, in the same manner as such expenses are authorized 

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

Government service emplo?yed intermittently. 

“ ( j )  T h e  Secretary shall make auailable to the Com- 

mission such s ta f f ,  consultants, experts, information, equip- 

ment, office space, and other assistance as it m a y  require to 

carry out its activities. 

“ ( k )  T h e  Commission shall appoint an executive direc- 

tor who shall serve full time and whose du ty  i t  shall be 

to administer the dai ly  activities of the Commission. Such  

executive director shall be compensated at a rate equivalent 

to the annual rate for a person serviizg at the level of GlE- 

18 of the General Schedule. 

‘ L ~ ~ ~ ~ ~ ~  OF T I ~ E  COALWISSION 

(‘SEC. 1202. ( a )  The Commission shall- 

‘( (1)  iindertake a comprehensive investigation and 

study to ideniify the basic etltical principles and develop 

guidelines wlrich should u?nderlic the  conduct of biome&- 

cal and beha~ioral  resecrrch involving lwnzan subjecls and 

develop and implement policies and regulations to assure 

that such research i s  carried out in accordance with the 

ethical principles identified bg the Cornmission in order 

to assure the f u l l  protection of the  rights of the subjects of 

such research: 
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‘‘ ( 2 )  develop procedures for the certification of 

Institzitional! Reuipw Boards; 

“ ( 3 )  develop and recommend to the Congress the im- 

plementation of an  appropriate range of sanctions (and 

the conditions for their use) for failure of certified Insti- 

tutional Reuiew Boards to respond to C‘ornrnission rulrs. 

regulations, and procedures; 

“(4)  develop and recommend to the Congress a 

mechanism for the compensation of individuals and their 

families for injuries or death proximately caused by the 

participation of such iizdividt~ls in n biomedical or be- 

havioral research program; and 

“ ( 5 )  develop and recosrzmend to the Congress zvifhirr 

one year after the date of ennctmcnt o j  this section an 

appropriate mechanism to broaden the  scope of the  Com- 

niission’s jvn’.‘idiction in ordo* to assiire that 071 human 

subjects in liorncdicnl and 7whcrvioral rcsenrch profjrorns, 

dmonstrcrtions, ond actiiitics ore proicciccl. 

“ ( b )  I n  fulfilling the mandcrte of siibsection ( a )  the 

Commission shall, among other si1 bjecis, consider- 

“ ( I )  developing a p p r o p a t e  guidelines for the selec- 

tion of human subjects for  participatioTz in biomedical or 

behavioral research projects; 

“ ( 2 )  the nature and definition of iitformetl consent 

in various settings; 
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“(3 )  the role of assessment of risk-benefit criteria 

in the determination of the appropriateness of research 

involving human subjects; 

“(4) the conditions and procedures by which appeal 

of an Institutional Review Board decision may be macle 

to the Commission; 

“(5 )  defining more precisely the boundary between 

biomedical and behavioral research involving human 

subjects and the accepted and routin,e practice of medi- 

cine; 

( ‘(6) evaluating and responding to, when appro- 

priate, requests f rorn the biomedical and behavioral re- 

search community und the public for clarification of par- 

ticular ethical problems confronting society with regard 

to biomedical and bchavioral research; 

“ (7)  the need for varicliion in the review procedures 

carried out by the Institutional Revierl: Boards; 

(8 )  evaluating and monitoring of the performance 

of Institutional Review Boards; 

“ (9 )  the question of conpict of interest in the per- 

formance of Institutional Reciew Board duties; and 

“(IO) conditions and procedures by which i n d i d  

ual protocols may be referred to the Cornmission for 

decision. 

TVherever there are dl r  plications, orerlnps, or conflicts, this 
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title, and policies established by the Commission, and approved 

by the Secretary under this title, shall take precedence over 

existing Department of Health, Education, and Welfare 

policies governing biomedical and behavioral research inuolv- 
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1 indicidual, zoho does not s u f e r  from Q ~ I J  pathological dis- 

2 euse, for the purpose of changing 0 1 8  controlling the behavior 

3 or emotions of siich individual,  or ( B )  on diseased brain tis- 

4 sue of rriz i ~ ~ ~ l i ‘ c i d ~ ~ u 1 ,  if the sole object of ihe performance of 
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such surgery i s  to control, change, or affect any behavioral 

or emotional dist.nrbunce of such individual. Such  term does 

not include brain surgery d e s i p e d  to cure,  or ameliorate the 

efccts of qdepscy; ??or s l~al l  such ferin bc construed to in- 

clude electric shock tren tments. 

“JURISDICTION 

“SEC. 1203. The policies and procedwes developed b y  

the Commission pursuant to section 1202 shall to the max- 

imum feasible extent be applied b y  the Secretary as appro- 

priate to the delivery of heaFth seyvices in health service 

programs funded in whole or in part  by the Department of 

Health, Education, and Wel fare .  Unt i l  such policies and 

p-ocedures arc developed, the provisions of section 1207(a) ,  

( b ) ,  and ( c )  of this title shall be applied b y  the Secretary 

as appropriate to the delivery of health services in health 

service programs funded in u:hole or in part by the Depart- 

ment of Health, Education, and Wel fare .  

CONSCIENCE AMENDMENT 

“SEC. 1204. ( .)(I)  N o  individual shail be required to 

perform or assist in the performance of a n y  portion of a 

health service program or research activity for which the 
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provisions of this title are applicable, funded in whole or in 

part by the Department of Health, Education, and Welfare 

if such performance or assistance would be con,trary to his 

religious beliefs or moral convictions. 

“ ( 2 )  N o  entity shall be required to make its facilities 

available for the performance of any health service program 

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

ment of Health, Education, and Welfare if such performance 

is prohibited by the entity on the basis of religious beliefs or 

10 
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16 

17 

18 
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20 

2,l 

22 

23 

?no ral co nuict ions. 

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

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

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

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

other health care personnel solely because he performed or 

assisted in the performance of a lawful health service pro- 

gram or research activity for which the provisions of this 

title are applicable in an unrelated facility, or solely because 

he refused to perform or assist in the performance of such 

a health service program or research activity, in a facility 

controlled bly such entity on the grounds that his performance 

or assistance in  the performance of such health service pro- 

gram or research activity would be contrary to his religious 

24 beliefs or moral convictions. 

25 “(6) T h e  prouision.(i of this section shall not be construed 
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CIS superseding the provisions of section 401 of the Ilealth 

Programs Extension Act  of 1973. 

P R O I I I B I T I O S  ON I:ESEal IZC‘lI 6 6  

“SEC. 1205. Until sitcli ti*rnc? n f f c r  certification of Ii idi-  

5 

6 

7 

t.zitiona7 Review BocrrtJs hos bee?i estnblished nnd thc Commits- 

sion develops policies with reprd  to the  corlrjuct of rmwid i  

on the livirzg fetics or i r i f a n t ~ ,  t h p  Ah-wiciyy mny i io t  coiidicct 
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or support research or c q x r i n i m t n t i o ~ ~  in the United A’tufes 

or abroad on a lici11g hunicrn f e t i i s  or i n f m t ,  u4ether before 

or after indliccd ahortion, u n l e . ~ s  such resccirch or e q e r i -  

menidion is doue for  the p u r p o ~ c  of insuril,,q I h p  s u w i r c ~ l  of 

that f c f u s  or infant.  

“ I N S T I T U T I O N A L  RET’IETY BOARDS 

“SEc.  1 ,WG.  ( a )  N o  institri/ion m ~ j j  wrcirr 1)clm-t- 

rn.ent of Health, JSlducntion, crnd TVclfnre yrants or contrnds 

to conduct biomedical or beha tvha l  rcsc‘o wh inwdving h u m  tin 

siibjecls unless such institution hns cstnhlishcd c ~ n  Jnsiitutionn2 

Review Board certified by the Commission. 

“ ( b ) ( l )  The members and th4 Chnirman of such In- 

stiititional Review Boards  shnll be appointed by the chief 

execu,tiz.e oficer of the institution in accordance with policies, 

regulations, and procedures of the Cmmission. 

( 2 )  S u c h  Institutional Xeuiczu Bonrds must be corn- 

posctl of s i /  fficicnt mcinliers (iiic7irdin;g religious lenders, per- 

sons sc)jooIed i)? ethics, and non-hcrtlth-cccw p1’ofcssionuls) 
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tvith s i rc l~  varying backp-otmis of competence QS to assure 

complete and adequate review. N o  membcr of such Institu- 

tional Reuicw Tlocirds sholl be involved in either the initial or 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

continuing wvicw of an activity in which hc  lros a conflict of 

interest as  defined b?p the Commission, except to provide such 

in  formation as may be requested by  such Insfit u t i m a l  Izzevieuj 

Boards. 

‘‘ ( c )  E a c h  Institutional Review Board shnll establish 

tic0 subcommittees as follows: 

“(1)  a Protocol R t v i m  Subcommiftee, which shnll 

be responsible for crpproving, disapproving, or offering 

sziggestions for modi ficatious of protocols for experimtn- 

tal procedures; 

“ ( 2 )  a Szrbject d d v i s o y  Subcomniittec, which shall 

he primaril!y concerned with the p r o i d o n  of the rights 

of subjects of hiomcdical and bchauioral research, and 

shnll assure that hunicrn subjccts are a s  well informed 

about the nature of ilie rescarch as is  wasonably possible. 

“ ( ( 1 )  The meni bership of the Insti futional Review Board 

and i t s  wbcommittccs estnblished under titis section shall he in 

accordance u d l i  regulations estnblished by the Commission. 
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“INTERIM PROVISION~S 

“SEC. 1207. ( a )  Unti l  such time as the certification of 

Institutional Review Boards has been established, each insti- 

tution engaged in biomedical and behavioral research inuolv- 

ing  human subjects, shall determine that the rights and welfare 

of the subjects involved are fu l ly  protected, t>liat the risks 

to an individual are outweighed by the potential benefits to 

him or by the importance of the knowledge io be gained and 

that informed consent is to be obtained by methods that are 

adequate. Such infomnod consent shall be oblained in all h i t  

exce p tiona 1 cases. 
I ‘  “ ( b )  For the purposes of this section only, Lhe fcrm zn- 

formed consent’ shall mean the consent of a person, or his 

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

power of choice without the intervention of a n y  element of 

force, f raud ,  deceit, duress, or other form of constraint or 

coercion. Such consent shall be cridenced by a n  agrecnient 

signed by  such person, or his legal wpresenlntioe, The infor-  

mation to be gieen to the subject iTi such tcritteil rrgi*cenzcllt 

shall include the following basic elements: 

“(1)  a fa i r  explanaiion of the procedures to be 

followed, including a n  ideniification of a n y  which are 

experimental; 

“(2) a description o f  a n y  atIem1ant discomforts and 

r isks reasonably to be expected; 
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“(3 )  a fa ir  explanation of the likely results should 

the experimental procedure fai l ;  

“ ( 4 )  a description of a n y  benefits reasonably to be 

expected; 

“ ( 5 )  a disclosure of any appropriate alternative 

procedures that might be advantageous for  the subject; 

“ ( 6 )  un  offer to answer any inquiries concerning 

the procedures; and 

“ ( 7 )  a n  instruction that the subject is free to eifher 

decline entrance i n f o  a project or to withdraw his consent 

and to discontinue participcrtion in the project or activity 

at any time without prejudicinq his future care. 

In  addiiiojz, the ngreemmt entered into l y  such person or his 

legal representative, shall include no  exculpatory language 

through which the subject is  made to ionive, or io appear to 

umi‘1;c, any of his legal rights, or to d e n s e  the institution or its 

agents from liability for neyligencc. A n y  orpni,-ntion irhicli 

initiotcs, directs, or cnguges in programs of research, develop- 

ment, or dcnzonstrntion rrJhich reguire iiiformed consent shnll 

keep a pernianent record of such coriscnt atid the iizforniaiion 

provided the subject mid develop nppropriate docunieii fution 

and rpporting procedures as a n  essential crdmi~zistrcrhe 

fu.nction. 

“ ( c )  T h c  term ‘crccptionn/ casos’ us i iwd in siibscction ( a )  

shall be stricfly cnusfrued; shtrll p r w / i t  t he  w a i w r  o u l y  of 
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I tliose elements o f  consent listed iii subscction ( b )  as inay be 

2 justified by the circunistcmces of ecich case; and shall require 

3 !lie written concurreme in the acting physician’s decision by at 

4 least two other licensed physicians not incolved in the research 

5 project, unless in a l i fe  t lmxtening situation, it is not feasible 

6 to  obtain such concurrence. 

“DUTIES OF THE HOARDS 

L L S ~ ~ .  1208. I t  shall be the duty  of the Institutional 

It‘eview Boards,  cstu1)lislied under section 1204, to- 

“ ( I )  establish locul policies for  the reciew of m- 

search spoizsored in whole or part by the Depurtment 

of Ilealth, l?clucntion, and IVelfare, comistent with the 

national guidelines promulgated under section 1202; 

“ (2 )  advise the Commission with regard to pro- 

cedural modifications cleenied necessary for effectioe 

research; 

“(3)  assume ful l  responsibility f o  ensu7-e that hio- 

medical and behavioral research involring human sub- 

jects is cariied out under the scxfest possible conditions 

with the fully informed coriscnt of the subject (or his 

fami ly )  in a nianner fully comistcnt with the ethical 

principles tJe~;dopcd by the Commission; 

“(4) scek the ronsultatim sciwiccs of the Comrnis- 

sion o n  an?j decision, or foT the pouision of information 

needed to arrire ai a deckion; crnd 
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4 “INSPECT I O N S  

5 “,SI.:c. I ‘30.9. ((I) The ~ ~ 7 ~ 7 i 1 i 1 ~  (lirccfor in consirltatioii 

6 with the Sccretccry nany at any reasonable time order the in- 

q spection by the appropriate agency of the Department of 

8 Health, Education, and TT’elfare of each institution involved 

g in a biomedical and behavioral research program involving 

10 human subjects to determine if it i s  being operated in corn- 

11 pliance with this title, and rules and regulations promulgated 

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

ticular decisions to the Commission in accordance with 

rcpilations promulgated by the Commission. 

12 hereunder. 

13 “ ( b )  T n  the cnse of an institution inspected pursuant to 

14 this section, the inspection shall extend to all things therein 

15 (including records, files, papers, proccsses, controls, and fad-  

I6  ities) bearing upon the conduct of the research in question. 

19 search progrnm opcrated under the jurisdiction of the Com- 

20 mission shall establish and maintoin such records, make such 

21 reports, and proiiitle such information us the Commission r n q  

22 rensonably require to cnable it to determine whether such pro- 

23 gram is bein9 conducted in complinnce with the provisions of 

24 this Ac t  and stcrntlnrcls pwscribed pursuant to this title and 

35 shall, upon recp t j s t  of an oficer or employee designated by 
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the Conmission, permit such ofic‘er or employee to inspect, 

verify,  and copy appropriate bod*s,  records, and documents 

relevant to determining whether such program i s  being C O P  

ducted in compliance with stantlards prescribed pursuant to 

this sect ion. 

“ ( b ) ( l )  T h e  Commission shall not disclose a n y  infor- 

mation reported to or  otherwise obiained by it pursuant to 

this section which concerns any in  formation which contains 

or relates to a trade secret or other nintter referred to in 

section 1905 of title 18 of ihc Uniitd Staics Code, except 

that such information may be disclosed to otlier oflcers or 

eniployees of the Conmission and of other agencies concerned 

with carrying out this section, or trhcn d e c a n t  in a n y  yro- 

ceeding under this section. 

( 2 )  Records compiled pursuant to this section which 

concern personal or  rnedical in formation shall be confidential 

and m a y  be disclosed only for the purposes and under the 

circumstances expressly authorized under paragraph (3 )  of 

this subsection. 

2 0 “ ( 3 )  ( A )  If a person, with respct  io whom a n y  given 

31 record referred to in ihis scciion i s  mnintaincd, givcs his 

22 written consent, the  conitnt of such record may be disclosed 

~1 to medical personnel for  ihe purposes of diagnosis or  trenl- 

24 went of such person, to governmental pcrmnnel for the p u r -  

35 pose o f  obiaininq benefits io which the p ~ : ~ o n  is  C n t i t J p d ,  and 
h 1- n, r-1 i. I f 
yij iJLJLI;  i 0 
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1 to such personnel as m a y  be designated by the ComntissiQn 

2 for the purpose of carrying out this section. 

3 “ ( B )  If a person, with respect to whom a n y  9.;vm 

4 record referred to in this section i s  maintained, does not give 

5 his written consent, the content of such record may be dk- 

6 closed ( i )  to nzetlicul prrso~znel to the  rxtrnt necessary to meet 

7 a boizu fide iiietliccil mei‘ ! jewy; ( i i )  to  such qualified person- 

g nel as may be designated by the Commission for the purpose 

g of conducting scientific or epidenziological research, but such 

10 pcrsonncl may not identif’y, diiwt7y or indirectly, any indi- 

11 vidual in any report of such record, or otherwke disclose 

12 i(ieiititics i i r  any mmtircr*; o i *  ( i i i )  if ( t u t l m i z d  b~y an appro- 

13 p * i c i i c  ortlcr of a w ~ i  I * (  of’ corr~pctorrt jur isdici ion grajliccj 

14 u f t u  8 trpl’l irw i ioii .ch o wi 119 !joorl ca t i  ilwwfo?. . I?? assessi MJ 

15 yood c a l i x  thc court shall weiyli ihc  public iiiterest and the 

16 w e d  for clisclosurc ngaiirsf thr i t i j u r g  lo the paf irnt ,  to the 

1‘7 r)li;l/.c.icicrn-),(iliC32t re7crtioi?ship, and to ihc reseurcli pogrant, 

18 uird slittll d t~ tcr t t z ine  ilrnf ilie disclosure mill i iot  unduly  inter- 

19 f cre  rcith thc  trotrimmit of thc / ) c i l i o i t  or the conduct. of the 

20 rescvrrch l)ro!/r(/m. U ~ ) o u  Ihc gt~ccit t i n y  of mch order, the court, 

21 iu dt~tcrminiizg the c,rfrvrt to u*hich U H J  disclosure of all or  

22 an?j par t  of ccny ~ r c o r d  i s  ~~cc~ssc t ry ,  shall impose appropriate 

23 safe,qrrnrds crgtrinst utiauthor*i;cd disclosure. This section shall 

24 not supersede any oihcr proiiisioii of Federal law. 

25 “(4) T h e  prohibitions of this section shall apply to 
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1 records required to be maintained under this section con- 

2 cerning any individual notwithstanding a n y  statute of h i -  

3 tations or other law which may apply.  

4 “(5) E,rcept CIS nirihorixd uri t ler  I ) c o w ~ p * c ~ p ‘ h  (3) of this 

.sul)xection, pcrso~i.s r e q i i i r d  hjj t h i s  scctioii to niaiiitnin the 

G; confidentiality of rwords may not be conzpclled in any  Fed- 

7 era/.  State,  or local civi!, cm’mind, ndrnisi,isfra/ir:e, legidnfir0. 

S or other proceedings to disclose sitch records. 

9 “ ( 6 )  Amy person who unlawfirll?j discloses the contei1t.s 

10 

11 

12 

of any  record referred to in sil1)scciion ( n )  a h d l  upon con- 

viction be fined not more thnn 8 i i O O  in  the cnse of a first 

offense, a w l  not more I l rc i rz  -%5,OOO in the  ca.cc of cncli s1rh.w- 
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and annually publish ctnd distribute reports of important de- 

cisions. T h e  Commission shall establish such channels of 

communication among Instit utionnl Review Boards as it 

determines necessary to ca iy  out its respoizsibilities wider  this 

Act. 

“DEFINITIONS 

“SEC. I21:I. .Is z r s c d  in this t i t i c  /h(.  tcmw- 

( I )  ‘Commission’ means the A’atioml Coinmission for 

the Protection of Huntan Subjects of li’iomedical and Be-  

havioral Research. 

‘ 4  

1 

2 

3 

4 
- 
3 

6 

7 

8 

9 

10 

11 “ ( 2 )  ‘Instituiion’ meum uiiy person or entity (includ- 

l 12 ing Government departments or u y c ~ i ( ~ i e s )  receiving De- 

13 partmcnt of Health, Edircatiov, and V d f a r c  support for 

14 biomedical or behaviorctl resea7d1 iw~dr ;uy  h I :  nloti subjects. 

15 “ ( 3 )  ‘Health sercice progranzn’ nwans 011 programs 

16 administered bv the Secrciom excent the Social Sccurit7~ Act. 

S i  

IS ‘‘SECT. 1%14. There ure authorized to bo appropriccted 

19 to c a m p  out the purposm of tltis rifle $3.000,000 for  mch 

20 of the fiscal years ending June 30,1974, nnd June 30,1975.” 

21 AMENDXENT TO SPECIAL PROJECT GRANT A UTIlORITY 

.P) -I SEC. 203. Section 772(a) (7) of the Public Health 

2:;: Serzice A c t  is amended by inserting imniedia.fely before the 

24 semicolon at the end thereof the following: ‘lJ or (C) pTovid- 

I 
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1 moral implications of advances in biomedical research and 

2 techiiology ~r- i th  rcspect to t h e  cflcrts of s~rcir crtlvnnccs o n  

3 individuals and society". 

4 SEC. 204. That part G ,  title I V ,  of the Public Health 

5 Service Act, as amended by this Act, is further amended hy 

6 adding at the end thereof the follozuing: 

7 

S 

9 

10 

11  

12 

1% 

14 

15 

16 

17 

18 

19 

“REVIEW OF GRANT A N D  CONTRSCT AWARDS 

“SEC. 458. The Secretary, after consultation with the 

Director of the National Instiiutes of Health and, where 

appropriate, with the Director of the National Institute of 

Mental Health, shall, by regulation, provide /or the proper 

scientific peer review by assembled qrou1i.s of qualified inde- 

pendent scientific experts of the review of all grants and for 

research and development contracts (except for p a n t s  under 

sections 402(b) a,nd 419A(c) of this Aci) administered by 

the National Institutes of Hea.?th or f l i p  Xcrtio?1nl Institute 

of Men,tal Health, which will be atcrorded aftcr the date of 

enactment of this section. Such sysicm of scientific peer re- 

view shall be modeled after and shall utilize to the inaxiinuin 

20 extent possible appropriate peer review study section groups 

21 established by the ATatioiial Instilutes of FIealtk or National 

22 Tn&tute of Xental Health a d  shall be composed principcrllg 

23 of non-Federal scientists and o/ no more than 20 per centuin 

24 who are Federal employees in !he scientific, biomedical, and 

25 behaviorul research fields.”. 
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1 TECHNICAL AMENDill.EXTS TO TIIE PUBLIC HEALTH 

2 SERT’ICE ACT 

3 SEC. 205. ( n )  Section 1 of the Public Health Service 

4 A c t  is  amended by sfiil;iTig out “titles I io  S I ”  and inserting 

5 in lieu thereof “titles I to XII”.  

6 (1,) T h e  Act of , Jdy  1,  1944 (58 Stnt. 682), i s  fur- 

7 flier amcndctl by reriimbcring title XTI  ( a s  in efect  prior 

8 lo the drrfe of enactment of this Act) as title X ITI  and b?y 

9 renumberiiig sections 1201 through 1214 ( a s  in effect prior 

10 to such date) and references thewio as sections 1301 through 

11 1314, respectively. 

12 TITLE III-SPECTAL C0M.WI~SSTON DUTIES 

13 SHORT TI TTZ  

14 

15 of Biomedical Research Act”. 

SEC. 301. This title may be cited as the “Special S t u d y  

16 i9l’ECrAL STITDY 

17 

18 

19 

20  SI<^. 121.7. ( ( I )  I i )  o(l(liiiorr io tho  t l t r i ics I)wscril)crl 

21 u,ncler section 1202, !he Commission shciU undertake a com- 

22 prehensive inwsstiption and stud!/ of the ethical, social, and 

23 Ic~jrr I i ? ~  IilicSn t io 77 .c of ( I  t l i  ’0 71 ws i 71 Oiom cdica I n n tl bcli a vio m 1 

24 rpnmwh nnd tech n o l o y ~ ,  ~rlric~h cclrnll include, icitliout 1icin.q 

25 liviitd to- 

Sicc. 302. Ti!lc X I I  of the Public Health Service A c t  i s  

(rrncvt(lot1 I ) / /  ( i ( / ( / i t i g  t r f t c  r so( i i o i t  ! ? I  $ ih(> folloic-ii,!l: 

h‘l’ECld4 1, D7’TIES 017 T H E  COAldIISSION < L  
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2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 
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LL(l) analysis and evaluation of scientific and tech- 

nological advances in the biomedical services, past, cur- 

rent, and projected; 

“(2) analysis and evaluation of the implications of 

such advances, both for individuals and for society; 

“(3)  analysis and evaluation of laws, codes, and 

principles governing the use of teclmology in medical 

practice; 

“(4) analpis and cvaliiation through the use of sem- 

i n a r s  and public hearinys trnd other appropriate meut2s 

of public understunding of aad attitudes toward sucli 

iinplicatio?~~; and 

‘ ‘ (5)  unalysis aiid evitlriution of imp7icaiion.y for p i i b  

lie policy of such findings as are made bg the Cornmis- 

sioji rcith respect to biomediccil mhwnces and public atti- 

tudes t o i E a d  such adcmzces. 

“ ( b )  The Comnzission shn71 m d . e  muximum feasible use 

of reluted inues t ip t ions  and studies coduc ted  hy public and 

p Iaivate agencies. 

“ ( e )  The C‘omniksioii s l~a l l  iransnzii to the President a n d  

to the Congress, vot  lcss fhun oitcc e w y  tzwnty-four 7 1 7 0 ? z f ~ l ~ ,  

a report contciin iizg dctuderl stutenzents of findings mzd con- 

clusiorrs of the  strcdies coucluctrd zrnder subsection ( ( I ) ,  io- 
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1 

2 indivduals. 

appropriate action by public or private organizations or 

3 “ ( d )  Each department, agency, and instrumentality of 

4 the executive branch of the Government, including in&- 

5 pendent agencies, i s  authorized and directed, to the extent 

6 peiamitted by law, to furnish to the Commission, upon request 

7 made by the Chairman or Vice Chairman, such information 

8 

9 under this section.” 

as the Cornmission deems necessary to carry out its functions 

Amend the title so as to read: “An Act to aniend the 
Public Health Service Act to establish a program of National 
Research Service An7ards to assure the contiiiued excellence 
of biomedical and behavioral research and to provide for the 
protection of huinan subjects involved in biomedical and be- 
havioral research and for other purposes.” 

Attcst : W. I’AT ?JENNISGS, 
Clerk. 
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TO : Members, Biometry and Epidemiology 
Contract Review Committee 

FROM : 
B&E CRC, NCI 

DATE: 
January 28, 1974 

%,- @# SUBJECT : Confidentiality of Records 

The following copies are attached regarding the subject which came 
up for discussion at the Committee meeting on January 8, 1974: 

1) DHEW, NIH "Protection of Human Subjects" Policies and 
Procedures, FEDERAL REGISTER, Vol .  38, No. 221, 
Nov. 16, 1973 

2) "Ethical Criteria," editorial article from BRITISH 
MEDICAL JOURNAL, January 27, 1973 

3 )  "Responsibility in the U s e  of Medical Information 
for Research," statement by the Pledical Research 
Council, BRITISH MEDICAL JOURNAL, January 27, 1973 

i 


