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OFFICE OF SCIENC~ AND 
TECHNOLOGY POLICY 

Federal Polley for the Protection o1 
Human Subjects 

AGENCY: Office of Science and 
Technolog}' Policy. Executive Office of 
the President. 
ACTION: Notice of Federal Policy for 
Protection of Human Subjects. 

SUMMARY: The Office of Science and 
Technology Policy has accepted the 
Final Federal Policy for the Protection of 
Human Subjects in the form of the 

common rule promulgated in this issue 
of the Federal Register. The common 
rule was developed by the Interagency 
Human Subjects Coordinating 
Committee of the Federal Coordinating 
Council fur Science. Engineerimz &nd 
Technology, in resp'Jnse tu pubiic 
comment on the notice of proposed 
policy for Department and Agency 
Implementation published in the Federal 
Register on November 10. 1968 (53 FR 
45650). 

Note that the Centrullntel!igence 
Agency is required by Executive Order 
12333 to conform to the guidelines 

issued by the Deportment of Health and 
Human Services (HI-iS). 

ADDRESSES: Requests for additional 
information should be addressed to Dr. 
Joan P. Porter, Interagency Human 
s~bjects Coordinating Committee. 
Building 31. room 5859. Bethesda. 
Mt~ryland 20892. Telephone: {301) 496-
7005. 

D. Allnn Bromley, 
Director. Office of Science and 1'echnoloy}' 
Policy. Executive O.ffice of the Presiqent. 
[FR Doc. 91-14257 Filed 6-17-91:8:45 amj 

BILLIHQ CODE 3170·411-¥ 
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Federal Polley for the Protection of 
Human Subjects 

AGENCIES: United States Department of 
";~culture: Department of Energy: 
Nahonal Aeronautics and Space 
Administration: Department of 
Commerce; Consumer Product Safety 
Commission: International Development 
Cooperation Agency, Agency for 
International Development: Department 
of Housing anJ Urban Development: 
Department cf Justice; Department of 
Defense; Department oi Education: 
Department of Veterans Affairs: 
E:wironmental Protection Agen::y: 
Department of Health and Human 
Services: National Science Foundation: 
Department of Transportation. 
ACTION: Final rule. 

SUMMARY: This document sets forth a 
common Federal Policy for the 
Protection of Human Subjects (Model 
Policy) accepted by the Office of 
Science and Technology Policy and 
promulgated in regulation by each of the 
listed Departments and Agencies. A 
Proposed Federal Policy for the 
Protection of Human Subjects published 
November 10. l<J08 (53 FR 45661) has 
been revised in response to public 
comments. The Policv as revised is now 
set forth as a commoil. final rule. For 
related documents, see other sections of 
this Federal Register part. 
EFFECTIVE DATE: These regt1lations shall 
become effective on August 19. 1~!J1. 
The Department of Education 
regulations (34 CFR part 97) take effect 
either August 19, 1991, or later if 
Congress takes certain adjournrr.ents. If 
you want to know the effective date of 
the Department of Education regulations 
in 34 CFR part 97, call or write Mr. 
Edward Glassman, Office of Planning, 
Budget and Evaluation, U.S. Deoartment 
of Education. room 3127, 400 Maryland 
Avenue SW .. Washington, DC 20202-
4132. A document announcing the 
effective date of the Department of 
Education regulations wtll be published 
in the Federal Register. Institutions 
currently conducting or supporting 
research in accord with Multiple Project 
Assurances of Compliance (MPAs) 
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arypro,·ed by and on Lie in the Office kr 
f'rotectwn rrom Researcn Risks f0PRR1 
in the Deoartment of Health and Human 
Services inav continue to do so in 
accord with "the terms and conditions of 
their MPAs. See Supplementary 
Information for further details. 

FOR FURTHER INFORMATION CONTACT: 
Dr. Joan P. Porter. (301) 496-7005. Office 
for Protection irom Research Risks. 
National Institutes of Health. Building 
31, room 5859. Bethesda. MD 20392. 

SUPPLEMENTARY INFORMATION: 
Paperwork Reduction Act R::!quh·ements: 
Sections .103(a): 
___ ,103(b): .103(b)(4)(i): 
___ .103( b)( ·1 )(iii): 
___ ,103(b)(5): .103(f): 
___ ,109(d): 113; 
___ ,115(a): .116: and 
___ ,117 contain information 
collection requirements subject to 
approval by the Office of Management 
and Budget (OMB) under the Paperwork 
Reduction Act. HHS has submitted the 
request for approvai to o~m on behaif 
of all Departm~mts and Agenc;ies 
governed by this fir!al rule and has 
published elsewhere in this issue of the 
Federai Register a request for Ot-.-18 
expedited review and approval of the 
information collection requirements. 
OMB has assigned OMB control number 
9999-{}()20: however. the information 
coilection rcauirements will not become 
effective untii o~ .. m has approved them. 
Unless a notice is published to the 
contrary, the pubiic may assume that 
o~m has approved the information 
collection requirements during the 6tl­
dJ.y period before the final rule becomes 
(;ffective. 

For furthe:' bfcrmation regarding 
OMB anproval of the information 
coilection. contact Ms. Shannah Koss­
'vtcCallum. OMD. (202) 395-7316. 

Comolianc:e Dates: institutions that 
hold t-.iPAs are permitted and 
encouraged to apply ali provisions of 
\}lis final ru!e as soon as it is feasible to 
do so. Th~y are urged not io wait for the 
negotiation and approval of a revised 
MPA to begin to function in accord with 
this rule. The OPRR. acting on behalf of 
the Secretary, Department of Health and 
Human Services (HHS). will continue to 
renegotiate and approve MPAs in the 
normal pP.riodic cycle of renewal. 

Institutions that are not operating 
under an MPA approved by OPRR wili 
be required to negotiate an Assurance of 
Compliance with the supporting 
Department or Agency, prior to initiating 
research involving human subjects. 

Institutions with MPAs approved by 
and on file with HHS will be allowed a 
"grace period" of sixty days after the 
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submission date for an application 
seP.king HHS support, to provide 
cmtification of Institutional Review 
13oard !iRB) review and approval. 
F_xceptions may occur for reasons of 
Congressional mandq.te or special 
program or review requirements. in such 
cases. institutions will be advised that 
certif1cation must be sent at an earlier 
time. 

Background 

This notice sets forth as a common 
rule requirements for the protection of 
h..iman subjects involved in research 
conducted or funded by the following 
Fede1·al Departments and Agencies: 
United States DeparQTIPnt of 
A!lriculture: Department of K'1er:.~\': 
National Aeronautic$ and Space .. 
Adrmnistration: Oep~rtmr.n: oi 
Commerce: Consum£lr Product Safety 
Commtssion: lnternalional Develooment 
Cooperation Agency; Agency ior 
InternatiOnal Develobment: Deoartment 
oi Housing and Urbain De\·eiaoment: 
Dt•pHrtment of justici!: l.Jepartrnent of 
Ddense: Department of Education: 
Department of Vcterhns Affairs: 
F.n\'ironmental Prot<!ttion i\~encv: 
Natiomtl Science F<Jllndallon: · 
Department of llaa!th and Human 
Servi::es and the Department ol 
T1ansportation. Eacn of these 
Departments and A~encies have 
adopted the comma~ rule as regul1:1.tiP.ns 
to be codified as listed above. 

The Food and Drug Administration 
(FDA} Final Rule to modify current 
reguhitions to confo::m to tfte Federal 
Policy are presented! elsewher<> in. thi3 
issue of thn Federal ~e~ister. Existir.:; 
FDA re3ulations goVierning th~ 
protection of human subjtH:ts share a 
r.ommon core with the Federal Pnlicv 
and implement the fundamental · 
pnnc1pies embodiedi in that policy. The 
agency is committee.\ to bein~ as 
conRistent with !he final Federal Policv 
as it can he. given the unique · 
rtquirements of the Federai Food. DrrH!. 
and Cosmetic Act ultder which FDA ·· 
operates: and the fah that FDA is a 
regulatory agency tJ,at rarely Ruppert~ 
or conducts research under its 
r!'~ulations. · 

Adoption of the c(lmmon Policy ov 
F!>deral Department~ and Agencies in 
r~guiatory form w!ll implement a 
recommendation of :rhe President's 
Commission for the iStudy of Ethical 
Problems in Medicine and Biomedical 
and Behavioral ResE'arch which was 
established on Novembers. 19i8. bv 
Public Law 95-622. One of the cha~es to 
the President's Commission was to. 
report bienmally to ithe President. the 
Congress. and appropriate Federai 
Departments and AMencies on the 

protection of human subjects of 
biomedical and behavioral research. In 
carrym!! out that charge. the President's 
Commi!lsion was directed to conduct a 
review of the adequacy and uniformity 
(1) of the rules, policies. guidelines, and 
:egulations of all Federal Departments 
and Agencies regarding the protection of 
human subjects of biomedical or 
behavioral research which such 
Departments and Agencies conduct or 
support. and (2) of the implementation of 
such rules, policies. guidelines. and 
regulations by sucn Departments and 
Agencies, such review to include 
appropriate recommendations for 
legislation and administrative action. 

!n December 1981 the President's 
Commission issued its First Biennial 
Report on the Adequacy and Ur.iformity 
of Federal Rules aad Policies. and their 
Implementation. for the Protection of 
Human Subjects in Biomedical and 
Behavioral Research. Protr.t:ting Human 
Subjects. 

!:1 accord with Public Law 95-Q22. 
ertch Federal Departm;mt or Agency 
which receives recommendations from 
the President's Commission with respect 
to its rules, policies, guid<!lines or 
re~ulations. must publish the 
t·Pcommendations in the Federal 
Register and pro\'ide an opportunity for 
interested persons to submit written 
data. vtews and arguments with respect 
to adoption of the recommendations. On 
March 29, 1982 (47 FR 13262-13305). the 
Secretary, HHS. published the 
recommendation on behalf of all 
affected Departments and Agencies. 

In May 1982 the Chairman of the 
Federal Coordinating Council for 
Science. Engineering, a!ld Technology 
(FCCSET) appointed an Ad Hoc 
Committee for the .Protection of Human 
Research Subjects under the auspices of 
the FCCSET. The Committee. chaired by 
Dr. Edward N. Brandt. Jr .. Assistant 
Secretary for Health, Health and Human 
Services (HHS). was composed of 
represent<~ lives and ex-officio members 
oi the affected Departments and 
A!lencics. In consuitation with the 
Office of Science and Technology Policy 
(OSTP) and the Office of Management 
and Budget. the Ad Hoc Committee. 
after considering all public comments. 
developed responses to the 
rec1.1mmendations of the President's 
Commission. After furthPr review and 
r~finement. OSTP responded on behalf 
of all the affected Department and 
Agency Heads to the recommendations 
of the President's Commission. including 
the recommendation that: 

Thtl President should. through aopropriate 
action. require that all federal departments 
and agt'm::iP.a adopt as a common core the 

regulations governing r~earch with human 
subjects issued by the Department of ~lealtb 
and Human Services (codified at 45 CVR Part 
~6), as periodically amended or revisl!d. while 
permitting additions needed by any 
department or a!jencv that are not 
inconsistent w1th these core provisions. 

The lid Hoc Committee agreed that 
uniformity is desirable among 
Departments and Agencies to eliminate 
unnecessary regulation and to promote 
incre&sed understanding and ease of 
compliance by institutions that cc!,nduct 
fedP.rally supported or regulated ' 
research involving human subjects. 
Therefore, the Ad Hoc Committee 
developed a Model Federal Policy. 
which applies to research involving 
human subjects conducted. supp~rted or 
regulated by Fed;)rai Department,s and 
Agencies. In accordance with the 
Commission·s recommendation. (he 
Model Federal Policv is based on 
subpart A of the regulations of lil-IS for 
the protection of human research 
subiects (45 CFR part 46). The Pri:Jposed 
Model fedP.ral Policy developed I!Jy the 
Ad Hnc Committee was modifieq by 
OSTP to enhance uniformitv of 
implementation among the affected 
Federal Departments and Agencies and 
to pr\lvide consistency with other 
related policies. The revised Model 
Feder11l Policy was concurred in by all 
affected Federal Departments and 
Agencies in March 1985. 

An Interagency Human SubjeQts 
Coordinating Committee was chartered 
in October 1983 under the auspides of 
FCCSET to provide continued 
interagency cooperation in human 
subject research once the Ad Hoc 
Committee had completed its 
assi11nment. It is chaired bv the .Oirector 
of the Office for Protectiori' from 
Research Risks. HHS. and composed of 
representatives of all Federal 
Departments and Agencies that conduct. 
support or regulate research involving 
human subjects. The Committee is 
advisory to Department and Agqncy 
Heads and. among other respon$ibilities. 
will evaluate the implementation of the 
Federal Policy and recommend 
modification as necessary. 

On June 3. 1966, OSTP published for 
public comment in the FedGral ~agister 
(51 FR 20204) a Proposed Model Federal 
Policy for Protection of Human Subjects 
anti Response to the First Biennial 
Report of the President's Commi.ssion. 
Over 200 written comments were 
received concerning the publication. Th 
Interagency Human Subjects 
Coordinating Committee considered 
these comments in the revision of a 
common Federal Policy propose.:! as a 
common rule on November 10. 1988. for 
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adoption bv each of the Deoartmcnts 
and Agencies listed. Response to the 
more than 60 pt:biic comm~nts. 
discussion of revisions made to mat 
publication and thP. final common rule 
follow. 

Summary oi Public Comments 
Received in Response to the i'<ovember 
10. 1988. Fsderai Re~ister publication (53 
FR 45661) of the <~otice of Pronosed 
Common lhlemaking, Federai Policy for 
the Protection of Haman Subjects for 16 
Federal Departments and Agenctes. 

[n response to the November 10. 19S8. 
publication. 66 commentators responded 
within the comment period. which was 
extended to February 8. 1939. The 
source oi conuner.ts included 
institutional offices of sponsored 
research, departmental deans and chairs 
and other staff of academic institutions. 
institutional review board members and 
staff. principal investigators. and drug 
company representatives. Although 
there were 66 separate commentatom. 
several responses were prepared by 
organizations each representmg a 
consortium of institutions which had 
been polled concerning the notice of 
proposed common rulemakin!l. For 
example, the Council on Governmental 
Relations. the Association of American 
Medical Colleges. Public Responsibility 
for M.:dicine and Research. Association 
of American Universities. the American 
Medical Association a:td the 
Consortium of Social Science 
Associations offered comment on behalf 
of their member institutions. 

rn general. commentators endorsed 
the eiforts of tr.e Office oi Science and 
Technology Po!icv ar1d U·.z Fe~erd 
Departments and A;;;c:tcies to develop a 
Common Rule for the protection of 
human subjects. 

The majority of the comments deait 
with three points in the prcpr,sej 
common rule. as follows: 

s~ction 103(b)(5) concems 
those orccedures set forth L'l Assurances 
of Comoliance for research conducted or 
suppor~ed by a fede~e.l Department or 
Agency. As proposed. th!s section 
required that an Assurance should 
include: 

Wl'itten procedures for ensuring prompt 
reporting to the IRE. appropriate institutional 
ofiicials. and the department or agency head 
(i] any unanticipated problems or scientific 
misconduct involvinl! risks to human subjects 
or others (ii] any instance of serious or 
continuous noncompliance w1th this policy or 
the requirementn of determinations of the IRB 
and (iii) any suspen~wn or termmation of IRB 
approval. 

Some commentators indicated that 
they believed the proposed policy would 
inappropriately require IRBs to notify 
Department and Agency heads of 

sdentific misconduct invoi,:ing risks to 
human subjects and others and that the 
sGientific fraud and misconduct 
regulations !September 19. 1988. 
R;.;spons1bilities of PHS Awardee and 
A[.lplicant Institutions for Deaiing with 
ami Reporting Possible Misconduct in 
Science (53 FR 36344)) create duplicate 
and potentially conflicting requirements. 
Several suggested that the proposed 
rules on misconduct should leave 
undisturbed other existing regulatory 
schemes such as human sui.Jjects 
regulations of the Department of Health 
and Human Services at 45 CFR part 46. 
Other commentators indicated that the 
IRB should not have a "oollce" role and 
that its members are potenti~;~Hy legally 
liable if they did or did not report 
certain mi:;conriuct activities. Concern 
was also noted about additional 
responsibility and work placed on the 
!RB. 

Several commentators requested 
clarification of§ .103fbl(5l(i) in 
the terms "misconduct" and 
"unanticipated" problems. Respondents 
sup.~ested that scientific misconduct 
implies falsification of data. plagiarism. 
abuse of confidentiality, dishonesty in 
presentir:g publications. legal violations 
c.nd a range of other activities which 
should be addressed in a separate policy 
involving broader institutional 
ccnsiderations than those appropriate 
for an IRB. In addition. some 
respondents suggested that actu:~l 
"harm" rather than "possible risk" to 
human subjects be reported to 
Departments and Agencies. 

Concerning 9 .103(b)(5)(ili) 
two commentators suggestetl that lRBs 
would be reluctant to sus"Gemi IRB­
A.pproved research for administrative 
infractions Lsuch as tardiness of 
response to an IRBl if such suspension 
must be reported to an Agency. 0:1e 
comment<.~ tor requested that revisions 
bu made so that only suspensions or 
termmaiwns for serious or continuing 
nonccmpiiance with the policy or -
ciaterm:natiun of the IRE nc:ed be 
reported lo the Department or Agency 
head. In that way, lRBs would use 
suspension or termination as a 
administ:::ative tool and continue to keep 
Departments and Agencies informed of 
sP.rious problems. 

One specific set of comments 
addressed all aspects of this section by 
suggesting deletion of reporting 
requirements to Department and Agency 
Heads a.ltogether. Ruther. reports to 
IRBs and institutional officials would be 
required concerning unanticipated 
problems involving risks to human 
subjects which are substantial: proven 
scientific fraud: instances of substantial 
or continuing noncompliance with the 
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rolicy or the requirements or 
J.ctcrminauon of the IRB: or any 
suspenswn or termination wnich is more 
more ihan minor or temporarv. 

Response 

In view of the comments and the 
policy concerning frnud and rr:isconduct 
that i:; now under deliberation. the 
Interagency Human Subjecis 
CoOi'dinating Committee revised 
§ .103(b)(5l as follows: 

Written procedures for ensuring prompt 
reporting to the I.RB. appropriate institutional 
officiais. and the department or agency head 
of (i] any unanticipated problems mvolving 
risks to suoiects or others or any serious or 
continuing noncompliance with this policy or 
the requirements or determinations of the IRB 
dnd (ii] any suspension or termination of IRB 
approval. 

The President's Commission 
recommended in its 1981 First Biennial 
Report thnt institutional assurances , 
bhould specify how "misconduct" should 
be reported and investigated (pp. ii-B2. 
Recommendations 7 and 8). Since the 
time of the publication of the l!JB1 
repcrt. however. the issue oi 
identification and reoortinll of 
misconduct has been d::!liberated in 
many other contexts and has inr.luded 
consideration of more than "misconduct 
involving risks to human subjects." In 
August 19G9 the Department of Health 
and Human Services published a final 
rule announcing re~ponsibiiities of 
awardee and applicant institutions for 
dealim! with and reporting possible 
misco!:duct in scien-ce [53 CFR 32446j. 
The Committee a;:;recs that in the 
c:..rrent context tne inclusion of the term 
"miscond'Jct" in the Federal Policy is 
confusing and misleading because otl:er 
policy de-velopment efforts giving 
soeCific meaning to scient1iic 
misconduct are ongoing. Therefore. the 
term is daleted from this document. 

The revised language is closer to th~t 
of the original provision in the 
Depart:nei1t o(H~alth and Human 
San ices regulations. The Interagency 
Committee wish.;s to cladfy that it was 
never the intention of the Policy to 
require IREs to report directly to 
Department and Agency Heads. 
Assurances of Compliance are 
negotiated between- Departments or 
Agencies and awardee institutions. 
Assurances allow institutions to specify 
how reporting to Department and 
Agency Heads will take place. Reporting 
is the responsibility of the institutional 
official identified in each Assurance. 

Further. the Committee wishes to 
clarify that "unanticipated problems" in 
this context includes serious and 
unexpected reactions to biologicals. 
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Executive Order 12291 

These regulations have bP.Em reviewed 
in accordance with Executive Order 
2291 .. They are not classified as major 

~ccause they do not meet the criteria for 
major regulations established under the 
Order. 

Regulatory Flexibility Act Certification 

The Secretary certifies that these 
interim final regulations will not have a 
significant economic impact on a 
substantial number of small entities. 

The small entities that are affected by 
these interim final regulation!! are small 
institutions receiving research grants or 
contracts under the programs of the 
National Institute on Disabilitv and 
Rehabilitation Research. How~ver. the 
regulations do not have a significant 
economic impact on the11e entities 
because the regulations do not impose 
excessive regulatory burdens. Thef;e 
regulations impose minimal 
requirements that are necessary to 
ensure the proper treatment of 
handicapped children and mentally 
disabled persons under the programs of 
the National Institute on Disubility and 
Rehabilitation Research. 

lo'\itatloo To Comment 

Interested persons are invited to 
submit comments and recommendations 

~ regarding these interim fmal regulations. 
Comments are specifically invited on 
whether other research programs of the 
Department should have added 
protections for handicapped children 
and mentally disabled persons. 

All comments submitted in response 
to these regulations will be available for 
public inspection. during ami after th£' 
comment period. in room 312i. 400 
Maryland Avenue. SW .. Washington. 
DC between the hours of 9 a.m. and 4:30 
p.m .. Monday through Friday of each 
week except Federal holidays. 

To assist the Department in complying 
with the specific requirements of 
Executive Order 12291 and the 
Paperwork Reduction Act of 1980 and 
their overall requirement of reducng 
regulatory burden. the Secretary invites 
comment on whether there may be 
further opportunities to reduce any 
regulatory burdens found in these 
interim final regulations. 

Assessment o.f Educational impact 

The Secretary has determined that tho 
regulations in this document do not 
require transmission of information that 
is being gathered by or is available from 
any other agency or ~:~uthorlty of the 
United States. 

List of Subjects 

J-1 C.rR Part 350 

Education. Education of the 
handicapped. Educational research. 
Grant programs-education. 

3.J CFR Part 356 

Edur.:ution. Education research. 
Fellowshipa. 
(Catalo11 of Federal Domestic Assistance 
Number does not apply.) 

Dated: June 6. 1991. 
Lamar Alexander, 
Se.:retary ol Education. 

The Secretary amends title 34 of the 
Code of Federal Regulations by 
amending parts 350 and 356 as follows: 

PART 350-DISABILITV AND 
REHABILITATION RESEARCH: 
GENERAL PROVISIONS 

3. The authority citation for pRrt 350 
continues to read as follows: 

Authority: :!9 U.S.C. 700-i6Z. unicss 
otherw1se noted. 

4. Section 350.3 is amended by 
revising paragraph (d) and the authority 
citation at the end of tho section to read 
f\8 follows: 

§ 350.3 What regutatlons apply to these 
programs? 

(d)(1) The regulations in 34 CFR pRrt 
97. PROTECTION OF HUM.A!'\1 
SUBJECTS. except 0 97.107(a). 

(2l Each Institutional Review Board 
(lRB) established under part 97 must 
have at least five members. with varying 
backgrounds to promote complete and 
adequate review of research activities 
commonly conducted by the institution. 
The IRB must be sufficiently qualified 
through the experience and expertise of 
its members. and the diversity of the 
members. including consideration of 
race. gender. and culturai backgrounds. 
and sensitivity to such issues as 
community nttitudes. to promote respect 
for its advice and counsel in 
safeguarding the rights and welfare of 
human subjects. In addition to 
possessing the professional competence 
necessary to review specific research 
activities. the IRB must be able to 
ascertain the acceptability of proposed 
research in terms of institutional 
commitments and regulations. 
applicable law, and standards of 
professional conduct and practice. The 
IRB must therefore include persons 
knowledgeable in these areas. When an 
IRB reviews research that purposefully 
requires inclusion of handicapped 
children or mentally disabled persons as 
research subjects. the IRB must include 

at least one person primArilv cc.ncerned 
with the welfare of these research 
subjects. lf an IRB regularly ~ev1ews 
another vulnerable category of s:Jojects. 
such an non-handicapped children. 
prisoners. pregnant women. or 
handicapped adults. constderation must 
also be given to the inclusion of one or 
more individuals who are 
knowiedgeable about the experieP.ce ir. 
working with these subjects. 
(Authority: .20 U.S.C. ;'61a. 762. 42 U.S.C. 
300V-1(b)) 

PART 356-DISA61LITV AND 
REHABILITATION RESEARCH: 
RESEARCH FELLOWSHIPS 

1. The authority citation for part '356 
continues to read as follows: 

Authority: .29 U.S. C. 7tlla(d), unless 
otherwisA noted. 

2. Section 356.3 is amendeJ by 
revising paragraph (c) and the ;JUtnority 
citation at the end of the section to rend 
as follows: 

§ 356.3 What regulations apply to this 
program? 

(c)l1) The regulations in 34 CFR part 
97. PROTECTION OF HUMAN 
SUBJECTS. except§ 97.107(a). 

(2) Each Institutional Review Board 
(IRB) established under part 97 must 
have at least five members. with varying 
backgrounds to promote complete and 
adequate review of research activities 
commonlv conducted bv the institution. 
The IRB must be sufficiimtly qualified 
through the experience and expertise of 
its members. ar.d the chversity of the 
members. including consideration of 
race. gender. and cultural back~rounds. 
and sensitivitv to such issues tiS 

commumty attitudes. to promote respect 
for its advice and counsel in 
safeguarding the ri[lllts and welfare of 
human subjects. In additton to 
possessing the professional competence 
necessarv to review soecific research 
activities. the IRB must be able to 
ascertain the acceptability of proposed 
research in terms of institutional 
commitments and regulations. 
applicable law. and standards of 
professional conduct and practice. The 
IRB must therefore include persons 
knowledgeable in these areas. When an 
IRB reviews research that purposefully 
requires inclusion of handicapped 
children or mentally disabled persons as 
research subjects. the IRB must include 
at least one person primariiy concerned 
with the welfare of these research 
subjects. If an IRB regularly review~ 
another vulnerable cate~ory of subJects. 
such a!l non-handicapped childrc~. 
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drugs. or medical devic::es. institutions 
have flexibility to establish channels of 
reporting to meet repo~tting requirements 
1Jf Departments and Agencies. ln 
addition. the Committee believes it is 
:mportant that suspena10n or 
termination. for whatever reason. be 
reported to the Department and Agency 
Heads. 

The Sixty Day "Grace'" Period 

Comment 

The section of the pmposed Policy 
and Final Rule eliciting the most 
comments was 103(f) rE'~ardin~ 
submission of certification. That sect10n 
is as follows: · 

C~rtiiicatiOIIlS requireq \\hen the reStl8rCh 
is supported by a federal: department or 
agency and not other.v1se exempted or 
waived under§§ ---.101 (bl or ii). An 
instit•Jtion with an aopro\·ed assurance shall 
c~rtify rPsearch covered bv th~ aBsurance 
and by ~ ___ ,103 of. this polic\ has been 
tc•;te\;,ed anti approved l;Jj' t.'le iRB. Such 
cNnficat•on m•Jst be .;ulrnit\ed with the 
applir.ation or propo~al or by such l11i~r dat" 
as rna~· be prescnbed by the departr!lent or 
a'!encv to which ihe application or propoqRI 
is .:;ubmitted. Under no condition shall 
rese~rch covered t-y § _;_ ___ 103 of the 
r;olicv be supported pr10t to receipt of (he 
cernficatwn that the res.¢arch has been 
reviewed and 11ppro\·ed br the !RD. 
l!:stitutions wnhout an a'pprove•1 as~urance 
co\'erulg the research shall cemfy Wlthin 30 
doo1ys after receipt of a r~quest fur ~t~ch a 
certiiication from the d<:part~'llE!IIt or a !Ieney. 
that the application or PfOp'l!al has been 
approved bv the IRB. If ihe certification is not 
submitted ~rtnin these r)rue limits. the 
application or pmJlosr~l may be r"turnPd to 
tha insutution. 

~.lo!'t of the commentators ( 'iOI 
<ddressed the need for a ~rac!'l ;:'enotl 
betwHen tht! time oi s'ubmission of an 
applir.atlon for support to a O;;partment 
<trrd A~encv and submission of 
ce•t!lication bv the !RB of review and 
a;Jpr"lval of the proposal. A W-day >(race 
period was allowed in the prc\·iur..;s 
Dt2:i<Jrtmcnt of HealtQ and Human 
S.!n'ices Regulations :for the Protecti:m 
cf Human Subjects. l.:!nder this 
provision. institutions with !\1ultiple 
Project Assurances o'n file wuh HHS 
had sixty days to complete !RB review 
and approval and lo notify HHS. This 
period of time roughly corresponded to 
the time between receiot of the 
application and initi~l sdentific merit 
review. 1he groups evaluatin~ the 
application for scienlific merit need 
certification of the fact that an 
appropriate IRB has lietermir:ed that 
human subject protettions are auequute. 

The commentators cited many 
reasons why a grace' period is important 
for orderly institutional review and for 
protection of human subjects. Many of 

the comments on this section requested 
that the grace period be reinstated in the 
regulations. in brief. respondents noted 
that if the grace period is not allowed. 
investigators would be required to 
submit proposals to lRBs about two 
months earlier than at present. IRBs 
would be convened into emergency 
sessions or required to meet more 
fi·equently. Pressure to grant approval 
would increase. 

Some commentators noted that 
institutions that have no Multiple 
Project Assurance on file with HHS are 
given 30 days to review and certify upon 
HHS request. If Multiple Proiect 
Assurance holders have no grace period, 
they may be at a disadvantage in time 
permitted for preparation and 
mstitutional review of their applications 
as compared to the time permitted 
in3titutions wiihout a Multiple Project 
Assurance. A!so. data for competitive 
renewals is often added just before 
~ubmission to HHS so that the most 
current yrogress under the original 
::ward can be reported. If a grace period 
is not offered. applications may not 
contain information vital for appropriate 
pP.er review. 

Another concern raised was that some 
"'~searchers are required to modify their 
proposais several times before 
.submission. The current 50-day period 
allows the 1RB to review the final 
submission carefully. 

One commentator indicated that the 
proposed provision was acceptable to 
the institt!tion. 

f?espo:me 

\1..tny Federal De:r.artmer;ts and 
.\::;cr:c:es do not nave application review 
schedules <hat corre.:!pond w those of 
HHS. A 60 da~· gracP. period is without 
relevance to their review systems. At 
the time of publication of the proposed 
common rule. the !nterag~ncy 
Committee noted that HI !S intended to 
retam a "grace period" for institutions 
that have Multiple Project Assurances 
and ar .. ,ounce the period through 
ad,.'isories that are routinely received by 
institutio:1s. HliS has carefully 
considered the public comments and 
will ordinarily retain the 60-day grace 
period in its administrative procedures. 
In some programs. such as AIDS-related 
research. HHS has modified the receipt 
and review schedules in accordance 
with n Congressional mandate. 

The Departments and Agencies. other 
than HHS. adopting the common rule 
are aware of the concerns oi the 
institutions and will provide as much 
flexibility to IRBs as possible in the 
orderly processing of applications for 
support. To require a 60-day grace 
period or any standard grace period for 

all Departments and Agencies would 
require far-reaching changes in the 
review and processing systems of these 
organizations. Institutions will be 
advised of Department and Agency 
procedures through routine publications. 
Consequently, the language in the final 
rule remains unchanged. 

Compo:lition of the IRB 

Comments 

Section 107 of the Policy 
deals wilh composition of the IRB. 
Several points made by commentators 
are as follows: 

In § 107(a) there is the 
requirement that if an lRB reguiarly 
reviews research that involves a 
vulnerable category of subjects, St\Ch as 
children. prisoners. pregnant women or 
mentally disabled persons. 
consideration shail be given to the 
inclusion of one or more individua~is 
who are knowledgeabie about and 
experienced in working with thes~ 
subjects. The Hl-iS regulatlons at 45 CFR 
part 46 promulgated in 1981 utilized a 
different standard, i.e., "if an lP.B ; 
regularly reviews research that involves 
a vuineraole category of subjects. 
including but not limited to subjects 
covered by other subparts of (45 CFR 
part 46). the IRB shail include one;or 
more individuals who are primarily 
concerned with the welfare of these 
subjects." The commentator indiq~ted 
that his institution would retain previous 
standards. because advocates for 
special populations have been of great 
benefit in the IRB's dccision-makin!! 
procc3s. 

Another commentator wrote that in 
her institution. full c0mmtttee review is 
required when a vulnerable population 
is involved; all committee members are 
advocut<:s for subjects whether or not 
they themselves are involved in a 
vuinerable population. Adding new 
members would make tl•e commtnee too 
large to be workable. she wrote. 

The majority of the comments on this 
secticn were directed to the depatture 
proposed by the Department of · 
Education at 34 CFR part 97.107(s'). The 
proposed departure was based on a 
concern for protection of men tall¥ 
disauled persons and handicapped 
children. The departure would ha,ve 
provided that, for research conducted o. 
supported by the Department of 
Education." when an lRB review!~ 
research that deals with handicapped 
children or mentally disabled persona, 
the IRB shall include at least one person 
primarily concerned with the welfare of 
the research subject." The remainder of 
the departure reiterated the common 
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rule's pro,·;swn which required 
ins ti tu lions to consider reoresenta tion 
on the lRB of pe;sons who are 
knowledgeable about and experienced 
in 'l':orkin!:! r. :th certain vulnerab!e 
subjects ttthe IRB regularly reviews 
research mvolving L'tose vulnerable 
subjects. Twenty-oM institutions 
commented on this propo!led depart::re. 
The majaritv oi these comments •t.rere 
opposed to the proposed departure. 

Some commentators. while supporting 
the proposed language in § 107. 
stateci thc:r beiief that the departure 
was not necessary because the policy in 
§ .107 already addresses 
representction of t:.e special concerns of 
vulnerabie subjects on the IRB. Tln:s. 
the rights of handicapped children and 
mentallv disabled oerscns shm:id be 
represented on any !RB that regularly 
reviews nroposals invoiving those 
individuals. and there :s no constructive 
advanta~e to emphasizing these two 
categori2s of subjects. Su.ch on emphasis 
was seen as a precedent with the 
potential for discrimination a;pinst 
other cate~wries oi vulnerable subiects. 
When special expertise is required, IRBs 
already have the option and the 
obligation to seek informcri consultants. 
respondents noted. One commentator 
stated. however. "If in future staffing of 
our IRB. someone with expertise in thill 
area is available and willinlZ to serve. 
we wouid be happy to encourage such 
participation." 

Some commentators objected to the 
lack of consistency among Federal 
Departments and Agencies and cited the 
Department of Education's proposed 
departure as being inconsistent with the 
purpose oi the common ruie. 

One commentator ~uggested that only 
when the !RB regularly reviews ref:earch 
that deals with hancicapped children or 
mentaEv ri·sabled oerscns shculu ti·;a 
IRE ;,:c['J,~e at least one person 
pnmuniy concerned with the welfare of 
the research subjects. Otherwise. 
consuiration should take piace when 
appropr:ate. Another suggestion was 
that handicapped children and mentally 
disabled Persons-be added to the list of 
examples. of vulnerable subjects for 
which an IRB that regularly reviews 
research might want to consid~r 
inclusion of oile or more members who 
are knowiedgeable about and 
experienced in working with these 
subjects. 

Response 
The Deoartment of Education has 

considere'd these comments carefully 
and has decided to withdraw the 
departure to the common rule and to 
adopt the common rule as promulgated 
in this document. The Secretary, 

however. continues to believe that there 
is a special need to protect handicapped 
children ami mentally disabled persons. 
Thus. the Secretary strongly urges 
institutions to inciuded at least one 
person who is pnmarily concerned >~.ith 
the welfare of the research subjects 
wh~:mever the research involved 
handicapped children or mentally 
disabled persons. W!J.ile the Secretar? 
agrees to tbt> common n:ie provision 
regaruing !RB representation as a 
general matter. the Secretary has 
decided to address the concerns 
underlined b? the proposed departure 
on a progmmmatic basis under the 
Department of Education's programs of 
~he National Institute on Disability and 
Rehabilitation Research (34 CFR parts 
350 and 356), Accordingly. the Secretary 
amends the program regulations for 
these programs in a docum:mt published 
in another 3ection of thiil Federal 
Register part. 

In light of the concern of the 
Department of Education that these 
groups were not clearly identified as 
vulnerable populations, "handicapped" 
has been added to the iliustrative list in 
§ 107. 

Comments on Other Sections 

Section 101 explains the 
application of the Policy. Section 
---·101(b) desct'ibes categories of 
research that are exempt f:-om the 
Policy. 

Comment 

Several commentators indicated that 
the language and intent of this section 
-.vas helpful. One commentator indicated 
that he believes the section was written 
primarily for meciical and haaith 
research and shouid not apply to 
involvement of human suujects fur 
general business interviev.rs or surve:~'s. 
The commentators recommended the 
exemption of information gathetin~ 
related to business. Further comment 
suggested that ail minimal risk research 
be exempt from the regulations. 

Response 

The Committee believes that the 
exemptions are sufficiently clear so that 
all types of research, not just biomedical 
or health research. may be reviewed 
using the specified criteria. In eddition. 
the Committee has indicated that the 
exemptions of§ .101(b) of the 
Policy provides for the exemption of 
certain research including much of the 
research used by business (e.g., survey 
research) in which there is little or no 
risk. 
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Scctioa ___ 1Dl(b)(21 

Comment 

Section .101(b)(2) is an 
exemption for research involdng the use 
cf educational tests. survey procedums 
or observation of public behavior. To 
naranhrase. this tvpe oi research is 
~xempt unless information is recorded 
in a manner such that subjects can be 
idtmtified and disclosure of the 
re:~oomes outside the research could 
place the subjects at risk of criminal or 
civii liability or be damaging to the 
s':lbjects' financial standing. 
emolovability, or rep~ltation. Three 
commEmtators exoresGed concern that 
the additional subparts B. C. and 0 of 
the HHS regulations for the protection of 
human subjects are not part of the 
Federal policy. They noted that 
institutions wtth assurances with HHS 
will be requi.red to aJ::piy provisions of 
those sui:Jparts in research they support 
or conLi<;ct. while other Federally­
supported research would not be subject 
to the s11bpart reqUirements. 

Othe~s commenting on 
§ .101(b)f2) indicated that 
research that coc:ld involve sensitive 
data could place the subjects at risk, 
even if information ;s not recorded in 
such a manner that human subjects can 
be identified and should not be exempt 
from provisions of the Policy. One 
respondent noted that one IRB reviews 
this type of research even if an 
exemption is permitted by the 
regulations. Another indicated that this 
section wiil exciude from normally 
exemot educational. survey. interview 
or ob~ervational re~earch any instances 
wherein disclosure of subjects 
responses couid he damaging to the 
subject's repuwtion. Because reputation 
is a subjective term that is difficult to 
ddine ooerationaiiv. the commentator 
suggested that the wording be changed 
to limit excepti::ms to specific risks of 
"professional and socwlcgical damage." 

Response 

The Intera2encv Commtttee may at a 
later date wish to. consider incorporation 
or provisions of the other subparts of the 
HHS regulations into federal policy. 
However. such considerations should 
not delay publkation of basic 
~~otections for all human subjects. At 
this time. institutions sponsoring 
research under HHS-approved 
assurances will adhere to provisions of 
all the subparts of 45 CFR part 46. A 
footnote has been added to 
§ .101(b) indicating that 

Institutions with HHS-approved 
assurances on file will abide by provrsions cf 
o/5 CF!l -16 subparts A-D, Some of the other 
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Dvoarcment::; and Agencies have 
incorporated all pro\·isio1s of.:J5 CFR 
4.6.101(b) into their pohc.es and procedures 
as well. However. the exemptions at 45 CFR 
4t3.101{b) do not appiJ,' to research involving 
prisoners. fetuses. pregnant women. or 
human in vitro fertilization. subparts 8 and 
C. The exemption at 45CFR 48.101(b}{2) for 
research involving surv:ey or interview 
procedures or observation of public behavior. 
does not apply to research with children. 
subpart D. except for research involving 
observation of public beha\•ior when the 
investigator(s} do not participate in the 
acti\·ities being observed. 

A Notice to amem,t subpart D. 45 CFR 
40.40l(a)(2)(b) to renumber exemptions 
to permitted and not permitted to 
conform the subpart' D reference to the 
renumbered exemp~ons in the Common 
Rule is published ell!ewhere in this issue 
of the Federal Register. 

Under this footnote, for research 
involving children, institutions that have 
multiple project ass"\lrances on file with 
OPRR will not be able to use all 
provisions in the ex~mption in 
§ --101(b)(2); However. the 
educational tests basis for the 
exemption containe~ in 
§ 10l{b)(2) will still be 
available to institutions conducting 
research involving children. In 
developing the common rule. a number 
of HHS exemptionsiwere consolidated. 
including the HHS ~ducational tests 
exemption. The educational tests 
exemption has been available for use 
under subpart D of ~e HHS regulations. 
Additional Protections Involving 
Children. Thus. the ,footnote to the 
common rule continues the provision 
that existed under the previous 
regulations. 

Some institutions do not choose to 
permit exemptions ~ven if they are 
permitted by the pqlicy. This is their 
prerogative. and asl!urances of 
compliance incorporate provisions for 
utilizing exemptions. 

Section ___ lfJ1(b)(3) 

Comment 

Section .101(b)(3) described 
an exemption for rl!search involving the 
use of educational ltests. survey 
procedures, interview procedures. or 
observation of public behavior that is 
not exempt under (he exemption in 
§ 101(b)(Z) if human subjects 
are elected or appointed public officiAls 
or candidates for public office or if 
Federal statute(s) require(s) without 
exception that the confidentiality of the 
personally identifiable information will 
be maintained throughout the research 
and thereafter. Two commentators 
recommended deletion of this exemption 
because confidentiality considerations 

are not the only purpose of IRB review. 
Other human subjects protections issues 
might need to be considered in research 
that is not exempt by the criteria 
described in § 101(b)(2). 
Furthermore. the commentators 
explained that IRBs and institutions will 
not know that Federal statutes afford 
these protections. and inconsistency and 
confusion is likely. 

Response 

At present the only statutes that meet 
the criteria in § 101(b )(3)(ii) of 
which the Committee is aware are those 
for research conducted or supported by 
the Department of Justice under 42 
U.S.C. 3789g. and certain research 
conducted or supported by the National 
Center for Education Statistics of the 
Department of Education under 20 
U.S.C. 12.."1e-l. The Department of 
Justice's Office of Justice Programs (OJP) 
has several constituent offices that 
conduct research that would fall under 
§ 101(b)(3). The law governing 
OJP research activities. 42 U.S.C. 
:l789g(a}. provides that 

Except as provided by Federal law other 
than this chapter. no officer or employee of 
the Federal Government. and no recipient of 
assistance under the provisions of thia 
chapter shall use or reveal any research or 
statistical information furnished under this 
chapter by any person and identifiable to any 
specific private person for any purpose other 
than the purpose for which it was obtained in 
accordance with this chapter. Such 
information and copies thereof shall bo 
i.'IlDlune from legal process. and shall not. 
without the consent of the person fumishiru; 
such information. be admitted as evidence or 
used for any purpose in any action. suit. or 
other judicial, legislative. or administrative 
proceedings. 

The law governing research 
conducted by the National Center fur 
Education Statistics under 20 U.S.C. 
1Z21e-1 provides that data collected by 
the National Center for Education 
Statistics may not be used for any 
purpose other than the statistical 
purpose for which the data were 
collected and establishes further 
protections regarding that data, 
i:tcluding a provision that they 

shall be immune from legal process. and 
shall not. without the consent of the 
individual concerned. be admitted as 
evidence or used for any purpose in any 
action. suit. or other judicial or administrative 
proceeding. 20 U.S.C. 12.21e-1(d)(4)[B). 

It Is the responsibility of a Federal 
Department or Agency to assist the 
institutions proposing to conduct a 
research project which it supports in 
detennining if the research is subject to 
the provisions of the Federal statutes 

meeting the criteria in 
§ 101(b)(3){ii). 

Section 101(h} 

Comment 

Section lOl(h) discusses 
research that takes place in foreign 
countries covered by the policy. One 
respondent endorsed this section. 
Another found the provision somewhat 
ambiguous and suggested that it be 
made clear that a researcher ma)' either 
comply with the policy provisioq or may 
substitute the foreign procedure in lieu 
of the policy only following a . 
determination by the Department or 
Agency Head that the foreign 1 

procedures are at least equivalent to 
those required in the policy. Another 
comment reflected that it may b~ 
difficult at the time of submitti~ a 
research proposal to a suppo~ 
Department or Agency ~o know ~ a 
foreign country's guidehncs provt~e 
protections which are at least eqmv~lent 
to the policy; the Interagency Comuuttee 
or Department or Agency Head!! should 
publish regulations or advisorie$ 
indicating which are considered! 
"equivalent." 

Response 

The Interagency Committee c~mcurs 
that evaluation of other countryra 
protection requirements in: com~arison 
with the policy will be an 101pol!tant 
Committee initiative and it will

1

consider 
publication of notices that reflCft the 
decisions of Department and Agency 
Heads. 

Also in § 101(h), reference to 
Helsinki as amended in 1983 is now 
changed to Helsinki as amendea in 1969. 

Section 102 Definition(/ 

Comment 

Section 102 include~ the 
definition section in the Federa~ Polic:y. 
In this section. one commentatqr asked 
for a definition of "principal · 
investigator," since that indi~idual bears 
responsibility for human sub)e~t 
protection. Another commentat.or 
suggested adding a definition of 
"scientific fraud." 

Another suggestion was to take into 
account First Amendment con~ems 
involving freedom of speech in· 
situations where social scientists 
Interview foreign and domestic 
government and private individuals to 
obtain information. Another ' 
commentator suggested that the 
definition of human subject in 
§ t02(f) should make clear that 
with, respect to interview rese,rch. a 
distinction should be made between 
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informatiOn provided b:: a person which 
relates to past or present events or the 
actions of others, as opposed to the 
attitudes or actions of the interviewees 
themselves: orJv in the latter case 
should the interViewee constitute a 
human subiect. Also. an.oLher letter 
explained that in some cuirurcs, 
ancestral research would r.ot come 
under the definition of "human subject" 
because individuals were deceased. 
However, this type of research might be 
distressing to living family members. 

Section 10Z(b) includes the 
definition of "institution." One 
commentator proposed that the 
definition of "private entity" should also 
be included. 

Section · 1C2(h) includes the 
definition of "ffiB approvdl." Three 
commentators suggested that the term 
"at the institution" was not appropriate 
in the definition of approval as "* • • 
determinaiicn of the lRB that the 
research has been reviewed and may be 
conducted at an institution within the 
constraints set forth. by the IRB and by 
other institutional and federal 
requirements." Much of L~e research of 
an institution is off-site and thus s:Jemed 
to be in technical violation under the 
proposed language. 

Response 
The Interagency Committee agrees 

that the principal investigator is a key 
person for protection of human subjects 
and bears a broad responsibility for 
implementation of the requirements. The 
term "investigator" Is used in the policy, 
but not "principal investigator" and no 
definition is provided because the 
responsibility for protecting human 
subjects is shared by the entire research 
team. No definition of scientific fraud 
has been included. and the term has 
been deleted from§ 103(b)(5), 
as described previously. 

The Committee believes that the 
comment on § 102(f), definition 
of "human subject," about interview 
content is addressed through application 
of exemption criteria in 
§ 101(b)(2) as well as in the 
precise wording of the definition itself. 

In response to the comments about the 
phrase "at the institution" in the 
definition of IRB approval in 
§ lOZ(h), the Interagency 
Committee responds that there are 
instances in which the IRB has approval 
authority where the research is not 
conducted at the institutional site. The 
policy at § 114. Cooperative 
Research, is an important cross­
reference. 

Establishment and approval of other 
off-site IRBs may be required in some 
circumstances in which another 

institution is involved in research. The 
Department or Agency Heads reserve 
the authority to approve cooperative 
a:rangements. The phrase ··at the 
institution" in the definition of iRB 
Ap;Jronl should be interpreted to mean 
field sites and other off-site facilities 
over which an institution has 
jurisdiction. 

Section ___ 103 Assurances 

Comment 

Section 103 explains how 
compiiance is assured under this Policy 
in research conducted or supported by a 
federal Depal·tment or Agency. Most of 
L~a comments on this section concerned 
reporting and misconduct issues in 
§ 103(b)(5) or the "grace 
period" or timing of certification in 
§ 103(f), discussed previously. 
Several other comments are as follows: 
Three respondents asked for 
clarification of the rationale for 
r::portir:g requirements in 
§ 103(a). This sectio::J. reamres 
that when the existence of an HHS­
approved assurance is accepted in iieu 
of requiring submission of a new 
assurance, reports required by the 
Policy are to be made to the Department 
and Agency Heads. Reports (with the 
exception of certification) are also to be 
made to OPRR. 

Another comment was prompted by 
review of§ 103(b}(1) which 
requires inclusion in the assurance of 
principles governing the institution in 
protection of human subjects, such as a 
statement of ethical principles or 
existing codes. The commentator 
suggested that a statement as to the 
purpose of having regulations which 
create an IRB structure should be 
explicitly included in the regulations. 

A comment concerning 
§ 103(f) requests clarification 
on what type of certification 
documentation will be acceptable. 

Response 

In consideration of these comments, 
the Interagency Committee offers the 
following information. In 
§ 103(a) the only reports 
required to be made to both the head of 
the Department or Agency supporting 
the research and the OPRR when the 
1-IHS assurance is utilized are those 
required under § 103(b)(5). The 
head of the Department or Agency 
supporting a research project must have 
Information concerning conduct of that 
research including instances of 
unanticipated problems or serious or 
continuing noncompliance with the 
Policy or the requirements or 
determinations of the IRB and any 
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susoension or termination of IRB 
approval. OPRR requires this 
information to ensW"e that human 
subjects protections under the Policy 
and under the HHS-approved Assurance 
::1re being properly implemented and that 
institutions have fulfilled their 
requirements in an appropriate and 
timely manner. 

With rqard to the comment 
concerning certification requirements in 
§ 103(tl. standardized language 
for the certification wiil be developed. 
Certification now used by HHS has been 
suggested as a basis for development of 
the language. 

Section ___ 107 IRB Membership 

Comment 

Most of the commentators on 
§ '107 address the proposed 
departure on IRB membership for the 
Department of Education L~at has been 
discussed abova [ § 107(a)]. 
Other comments received were as 
fJ!lows: Reference is made in the Policy 
in several places to vulnerable subject 
populations. One commentator 
indicated that all subject populations 
are vulnerable and that the term 
"exceptionally vulnerable" would be 
better phraseology for those instances 
fCJr which additional safeguards are 
urged or required. 

Section 107(b) requires that 
every reasonable nondiscriminatory 
effort be made to ensW"e that no IRB 
consists entirely of men or entirely of 
women, including the institution's 
consideration of qualified persons of 
both sexes. One respondent indicated 
that the HHS standard in the regulations 
published in 1981 requiring that no IRB 
shall be constituted entirely of men or 
entirely of women should be retained. A 
further requirement of§ .107(b) 
is that no IRB may consist entirely of 
members of one profession. Another 
respondent suggested that the word 
"discipline" be substituted for 
"profession." 

Response 
The Committee did not believe that 

the suggested language changes would 
significantly improve the understanding 
or implementation of the sections. It 
expects that institutions will use good 
judgment and diligence in selecting 
persons as lRB members who can fulfiil 
the requirements of§ 107 (a) 
and (b) so that persons of both genders 
and persons with varying backgrounds 
will promote responsible review of the 
research activities. In approving 
Assurances, the Federal Departments 
and Agencies that conduct. support or 
regulate research will review IRB 
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composition to ensure that the 
membership is appropriate for the 
research. and may re~uest that 
membership be supp\emented if 
complete and adequ*e review of the 
research does not appear possible. 

As regards the gen4er consideration 
in IRB composition the Committee notes 
that in seeking diverse membership on 
the IRB. the institution must consider 
both men and women who can 
contribute to the role of the lRB. 

Section ---110 Expedited Review 
..,rocedures 

Comment 

This section sets fprth expedited 
review procedures fljlr certain kinds of 
research involving np more than 
minimal risk and for minor changes in 
approved research. Section 
___ llO(b) indicates that an IRB 
may use the expedited review procedum 
under certain specified circumstances 
with the approval of Department or 
Agency heads. Four:respondents noted 
that confusion may result in institutions 
if Departments or Agencies have 
different requirements. Furthermore, it 
may be burdcnsom~ to IRBs and 
institutions to seek Department and 
Agency approval for use of expedited 
review. One respondent recommended 
that the phrase "with the approval of 
department or agency heads" In 
§ 110(b} b~ deleted because it 
will result In bureaucratic delays In 
approval to use the authority. 
Furthermore. the authority to restrict use 
of expedited review is fow1d in 
§ --llO(d) whereby the 
Department or Agency head may 
restrict. suspend, terminate or choose 
not to authorize th~ use of the expedited 
review procedure. · 

llesponse 

The Committee agreed that the phrase 
in§ llO(b) "with the approval 
of department or agency heads," should 
be deleted because:§ 110(d) 
accomplished the i~tention of the 
Committee. As an ~xample of 
Department and A~ency use of this 
authority, note that HHS does not permit 
expedited review fpr institutions that do 
not hold Multiple Project Assurances of 
Compliance. Note also that some 
Institutions which have authority to use 
expedited procedures choose to use full 
IRB review instead. 

Note that parentheses have been 
added to the word'"reviewer(s)" in 
§ llO(b)(~} to clarify that one 
or more reviewers imay carry out the 
expedited review procedures in 
accordance with § llO(b). 

SHction 111 Criteria for IRB 
Approval of Research , 

Comment 

Three commentators requested 
deletion of the term "economically or 
educationally disadvantaged" in the 
examples of those who are vulnerable 
subjects because of lack of clarity of the 
term. difficulty in determining if some 
subjects were in this category and 
possible exclusion from beneficial 
research protocols of those deemed to 
be included in this category. 

Response 

The Committee believes that the 
criteria for participation and the 
potential vulnerability of some research 
subjects are still a very important 
consideration far IRBs. In exercising 
their responsibilities, IRBs are charged 
with evaluating the benefits and the 
burdens of the research so that unjust 
social patterns do not appear in the 
overall distribution of the burdens and 
benefits of research. The 1979 Belmont 
Report outlining ethical principles and 
guidelines for the protection of human 
subjects of research written by the 
National Commission for the Protection 
of Human Subjects of Biomedical and 
Behavioral Research makes special note 
that some populations are burdened in 
many ways by their social 
circumstances and environments. 

• • • when research is proposed that 
involves risks and docs not include a 
therapeutic component. other less burdened 
classes of persona should be called on fust to 
accept these riska of research. except where 
research is directly related to the specific 
conditions of the class involved. 

• • • certain groups, such as racial 
minorities, the economically disadvantaged, 
the very sick. and the institutionalized may 
continually be sought as research subjects, 
owing to their ready availability in settings 
where research is conducted. Gh·en their 
dependent statue and their frequently 
compromised capacity for free consent. they 
should be protected against the danger of 
being involved In research solely for 
administrative convenience, or because they 
are easy to manipulate as a result of their 
Illness or socioeconomic condition. 

The Committee expects that in its 
review of equitable treatment and 
review of benefits and burdens. the 
educationally or economically 
disadvantaged will not be excluded 
from potentially beneficial research to 
individuals or to those persons as a 
class. 

Section 113 Suspension or 
Te!'mination of IRB Approval of 
Reseurch 

Comment 

One comment was oiiered suggesting 
that institutions. not lRBs. should report 
to Department and Agency Heads. 
Another response recommended .that 
OPRR be designated as the central 
coordinating office to which such 
notification should be sent. Desi!Plation 
of OPRR as the single reporting qhannel 
would ensure prompt requisite r~portin~ 
to the Government. the commentator 
noted. 

Response 

This section does not require t,hat the 
IRB report to the Department or ~gency 
head. The responsibility for rep~rting is 
specified in the institution's ass4rance. 

OPRR will receive reports if · 
institutions have an assurance op file 
with the HHS which covers the ~esearch 
in question and will be notified i;n 
accordance with I 103(b)(3}. 
OPRR cannot act as a central · 
information office for other Deptrtn!-ents 
and Agencies in receiving repor~ of this 
nature because of insufficient re.snurces 
and regulatory jurisdictional 
considerations. 

Section ___ 114 Cooperati~e 
Research 

Comment 

Confusion may result for insti1tutions if 
Departments and Agencies hav(? 
differing requirements. 

Response 

The Committee will attempt to advise 
Departments and Agencies so that 
procedural requirements will be 
consistent. 

Section ---115IRB Records 

Comment 

Modified language for this s~bon 
was suggested to assure that 
confidentiality will be maintain.ed to the 
greatest extent possible. 

Response 

Tho Committee agreed that 
confidentiality considerations l!,re most 
important for IRB records. Whi~e it 
rejected the detailed language ~uggested 
by the commentator. it acknow,edged 
the importance of maintaining • 
confidcntiality.It believes that 1thc 
proposed language is adequate, 

Approved For Release 2000/08/08 CIA-RDP96-00789R003300220001-1 



i 
1 
l 
l 
' 

'-""" 

Section 116 General 
Requirements for ln.formed Consent: and 

Section 117 Documentation of 
Informed Consent · 

Comment 

One respondent wrote that the 
differences b~;tween § 116 (c) 
and (d) and § .117(c) were 
confusing. 

Resp::mse 

Section 116(c) specifies that 
an IRB may approve a consent 
procedure which alters some or all of 
the reqmred elements of informed 
consent or waives the requirement to 
obtain informed consent in research or 
demonstration projects which are 
subject to approval of state and local 
authorities and which meet certain other 
requirements. Section .115(d) 
speciiies that an IRE mav, under limited 
circumstances [other tha"n those of 
§ 115fc)J approve a consent 
procedure which alters some or aU uf 
the elements of informed com:ent or 
waive the requirements to obtain 
informed consent for certain types of 
research. Section 117(c) 
specifies conditions under which an IRB 
may waive the requirement for the 
investigator to obtain a signed consent 
document for some or all subjects in the 
research. 

Section ---123 Early Termination 
of Research 

Comment 

Two commentators expressed concern 
!he establishment of this section tmoiies 
that a "blacklist" composed of · 
individuals and institutions that, in the 
judgment of Department and Agency 
Heads, h:1ve failed to discharge properly 
their responsibilities for the protection 
of human subjects. Serious breaches of 
confidentiality and due process couid be 
implied. The inclusion of the 
parenthetical phrase "(whether or not 
the research was subiect to federal 
regulations)" was als~ of concern 
becaust: it implies that information 
gathering may lead to violations of 
confidentiality. 

Response 

The Committee is aware of concerns 
about the need for confidentiality and 
due process considerations. The 
Committee notes that other federal 
regulations deal with the suspension 
and termination of funding. These 
regulations provide the requisite due 
process. Sources of information and 
aiteria to be used by Department and 
A3ency Heads for making decisions are 

addressed with more speci:!city in those 
regulations. The federal government 
does maintain information that is 
pertinent to the exercise of the 
discretionarv authoritv to award 
funding. Appropriate confidentiality 
protections apply to that information. 

Section ---124 Conditions 
Comment 

A suggestion was made that 
additional considerations of the 
Department or Agency head noted in 
this section should be limited to those 
required by statute. 

Response 

The Committee, in its ongoing 
deliberations, will attAmpt to maintain 
consistency and minimize blU'dens to 
institutions. 

Department and Agency-Specific 
Comments 

Dcpartrecnt of Education 

The 34 CFR 97.107(a) departure on 
composition of the iRB ~as c.liscussed 
earlier in this preamble. 

The Depmtment of Education 
proposed to amend § 101(b}(3), 
To what does this policy apply, by 
revising p'l.ragraph (b)(3)(ii) to exempt 
educational tests and surveys, 
interviews, or certain observations from 
coverage of the regulations if the 
re~earch is conducted under a program 
subject to the protections of the General 
Education Provisions Act (GEPA). This 
departure would have expanded upon 
an exception contained in the common 
rule that exempted research conducted 
under a statute that requires that the 
confidentiality of the personally 
identifiable information be maintained, 
without exception. L!-):-oughout the 
research and ther-:Jafter. 

Much of the research that would have 
been covered by the GEPA exception is 
conducted bv the National Center for 
Education Statistics (NCES). Since 
publication of the NPIU-A for the 
common rule. the Department has 
developed procedures implementing 
new authority under GEPA that 
establish abs-olute confidentiality for 
Individuals who are the subjects of the 
NCES research which is subject to the 
confidentiality requirements of section 
406(d)(4) of GEPA. Thus. NCES resP.arch 
covered by the GEPA confidentiality 
requirements now falls within the 
exception in the common rule that 
excludes from coverage of the 
regulations research under a statute that 
provides for absolute confidentiality 
[ § 101(b )(3)(iil) and an 
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expanded exception fur th3t research is 
unnccessarJ. 

The Secretary has decided to 
withdraw the GEPA deoarture as bein~ 
inconsistent w:th the Department's 
overall objective of ensuring that 
research conducted or sponsored by the 
Department contain the greatest 
possible protections consistent with the 
common rule. Research of the 
Department other than that conducted 
under the NCES statute will be covered 
by the common rule. 

Comment 
Four comments were received 

regarding the exception from the 
common rule requirements for program1.1 
c:overed bv CEPA. Three of the 
commentators were concerned that the 
proposed departure removed safeguards 
or did. not provide additional safeguards 
for the protechon of research subiP.cts. 
whi!e possibly increasin~ administrati\'e 
burden on Hills. One of these three 
commcnrntors was concerned that the 
proposed departure might prohibit 
certoin research procedures as applied 
to educational practices or programs. 
One commentator indicated that the 
proposed departure would not pose any 
problems. 

Response 
The departure to 

§ .101(b)(3)(ii) was based on 
statutes applicable to the Department 
that provide protection for subjects of 
the Deoartment's education-related tests 
and sui-veys, interview procedures, and 
observation of public behavior. The 
protections are found in the GEPA at 
section 4UOA (control of paperwork! {20 
U.S.C. 1221-3); section 406(d)(4) 
(confidentiality of National Center for 
Education Statistics data) (20 U.S.C. 
12::1e-1); section 438 (Family 
Educational Rights and Frivacy Act) (lO 
U.S.C. 12:32g); and section 439 
(Protection of Pupil Rights Amendment I 
(20 U.S.C. 1232h). The departure was not 
intended to create additional burdens 
for IRDs but to eliminate the need for 
IRB approval of research in those cases 
where the research was subject to the 
GEPA. The Secretary has withdrawn the 
proposed departure because it is 
inconsistent with ensuring the greatest 
protection under the programs 
administered by the Department. 

!3acause the departure is being 
withdrawn, there is no need to explain 
how the proposed departure would have 
affected research practices. 
Department of Veterans Affairs (VA) 

Concern was expressed that 
§ __ ,l11(a)(4) and§ __ .116 of 
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rhc Federal Policy would supersede the 
\'eterans Administra!ion Department of 
Medicine and Surgery (VA DM&S) 
Circular lo-88-50 woich allows next oi 
kin to grant consent ~or incompetent 
relatives under specific conditions. 

The VA respondeq. however. that 
Federal Policy mandates informed 
consent by the subjept. or the subject's 
'·legally authorized representative." 
"Legally authorized representative" is 
defined to include "individualrs) • • • 
authorized under applicable law • • • 
to consent on behalfof <1 prospective 
subject • • • ." Thu!l. the proposed 
consent does not preclude next of kin 
consent so long as such consent is 
"authorized under applicable law." 

38 U.S.C. 4131. and VA polides 
promulgated thereunder. do authorize 
next of kin consent. Accordinj;l;y, the 
Common Federal Policy and c-~.;rrent VA 
policies are consistent. 

Dep:ut.-nent of Justi(1o 

The Department of Jusiice intends to 
retain special protections for prison 
popuiations ir. research it supports or 
conducts in accordance with 28 CFR 
parts 22 and 512. 

Dep3rtment of Defeuse 
Comment 

One response requested clarification 
of how the Federal Policy will extend to 
DOD research. Numerous questions 
concerning applicability to military and 
non-military person~el. voluntary versu!s 
mandated pJrticipation situations. 
identH1able data anrl the broud range of 
DOD-sponsored rcs,earch were posm.l. 
The respondent indicated that 
formulating guidelines for informed 
consent is particula'rl~· imporl.mt in the 
::~ililary context. 

f!esponse 

Q'.lestions raised regarding 
;,pplication of the proposed re~ulation:; 
to DOD-supported research are 
reasonable and appropriate but a1·e 
regarded as agency specific. DOD plans 
to address these particular issues 
throu~h revision o(DOD Directive 32-
16.2. Protection of Human Subjects in 
DOD-supported Research. 

The text of the common rule is 
adopted by the following Department 
und Agencies as s(jt forth below: 

Text of tho Common Rule 

The text of the Common Rule a!l 
ariopted by the Department nnd 
Agencies in this document appenrs 
below: 

__ CFR Part __ -Protection of 
Human Subjects 

Sec. 
_,101 To what does this policy apply? 
--102 Definitions. 
.-103 Assuring compliance wtth this 

policy-research conducted or supported 
by any federal department or agency. 

__ lQ.4--. __ l06(Reserved] 
_,107 IRB membership. 
--108 IRB functions and operations. 
__ .109 IRB review of research. 
_,110 Expedited review procedures for 

certain kinds of research L-wolvinl! no 
more than minimal risk. and for minor 
changes in approved research. 

_.111 CriteMa for IRB approval of 
research. 

-112 Review by instituthm. 
__ .113 Suspension or termination of IRB 

approval of research. 
·----114 Cooperati.\'e research. 
__ 115 IRB records. 
__ .116 General rcquirement11 for infurml'd 

consent. 
___ .117 Documentation nf info~med 

consent. 
___ 1111 Applications and pr!llJORHi& iackin!l 

Jefinite plans fur in\'olvP.ment uf human 
subjects. 

_.119 P.e9earch undertaken without tho 
:ntention of invol\ing human subjects. 

_,lZO Evaluation and dlsoosltlon of 
applications and proposals for researr.h 
to be conducted or supported by a 
federal department or agency. 

-121 [Reserved) 
-122 Use of federal funds. 
.-123 Eaily termination oi research 

support: e\'aluation of applications and 
proposals. 

-124 Conditions. 

§ -101 To what does this policy apply? 

("') Except as provided in paragraph 
(b) of thi.i! section. this policy applie!:l to 
all research involving human subjects 
conducteu. supported or otherwise 
subject to regulation by any federal 
department or agency which takes 
appropriate administra~ive action to 
make the policy applicable to such 
research. This includes research 
conducted by federal civilian employees 
or military personnel, except that each 
department or agency head may adopt 
such procedural modifications as may 
be appropriate from an administrative 
standpoint. It also includes resettrch 
conducted. supported. or otherwise 
subject to regulation by the federal 
government outside the United States. 

(1) Research that is conducted or 
supported by a iederal department or 
agency, whether or not it is regulated as 
defined in § __ l02(e), must comply 
with all sections of this policy. 

(Z) Research that is neither conducted 
nor supported by a federal department 
or agency but is subject to regulution as 
defined in§ --102(e) must be 
reviewed and approved, in compliancll 

with § -101. § -102. and 
§ _107 through § --117 of this 
policy. by an institutional review board 
(IRBl that operates in accordance with 
the pertinent requirements of this policy. 

(b) Unless otherwise required by 
department or agency heads. research 
activities in which the only involvement 
of human subjects will be in one or more 
of the following categories are exempt 
from this policy: 

(1) Research conducted in established 
or commonly accepted educatior).al 
settings. involving normal educational 
practices, such as (i) research on regular 
and special education instructional 
strategies, or (ii) research on the 
effectiveness of or the comparison 
among instructional techniques. · 
curricula. or classroom management 
methods. 1 

(2) Research involving the use!of 
educational tests (cognitive. diagnostic. 
aptitude. achievement). survey · 
procedures. interview procedur!ls or 
observation of public behavior. ~uiess: 

(i) Information obtained is recbrded in 
sucn a manner that human subj~cts can 
be identified, directly or throug~ 
identifiers linked to the subjects; and (ii) 
any disclosure of the human sutljects' 
responses outside the research ~ould 
reasonably place the subjects a~ risk of 
criminal or chi! liability or be damaging 
to the subjects' financial standirtg. 
P.mployability. or reputation. 

(3) Research involving the use of 
educational tests (cognitive. diagnostic. 
aptitudP., achievement). survey 
oroceuures. interview Procedures. or 
~bservation of public behavior that is 
not exempt llnder paragraph (b)i(2) of 
tbis section, if: 

(i) The human subjects are elected or 
appointed public :Jfficials or caJ1ldidates 
for public office: or (ii) federal ~tatute(s) 
require(s) without exception th~t the 
confidentiality of the personal!~ 
identifiable infonnation w1ll be! 
maintained throu~hout the reseflrch and 
thereafter. -

(4) ReRearch. involving the c~llection 
or study of existing data. documents. 
records. pathological !!pecimtm$. or 
dia!Znostic specimens. if thesP. sources 
are publicly available or if the 
information is recorded by the , 
investigator in such a mttnner t\lat 
subjects cannot be identified, directly or 
through identifiers iinked to thQ 
subjects. 

(5) Research and demonstration 
projects which are conducted QY or 
subject to the approval of department of 
agency heads. and which are de11igned 
to study. evaluate. or otherwise 
examine: 
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(i] Public benefit or service programs: 
(:i) procedures for obtaining ben~fits or 
services under those programs: (iii) 
possible changes in or al:emativ~~ to 
those programs or procedures: or (iv) 
possible changes in methods or leveis of 
payment for benefits or services under 
those programs. 

(6) Taste and food quali<y evaluation 
and consumer acceptance studies. (i) if 
wholesome foods without additives are 
consumed or (ii) if a food is consumed 
that contains a faod ingredient at or 
below the level and for a use found to 
be safe. or a'lrtcultural chemical o:­
environmental contaminant at or below 
l!la lev~! fou:1d to be safe. by the Food 
and Dr:1s Administration or approved by 
the Environmental Protection Agency or 
the Food Safety and Inspection Service 
of the U.S. Department of Agriculture. 

(c) Department or agency heads retain 
t1nal judgment as to whether a particular 
&ctivity is covered by this policy. 

(d) Department or agency heads may 
require ihat specific r"search activities 
or classes of research activities 
conducted. supported. or othen'\dse 
subject to regulation by the department 
or agencv but not otherw1se covered by 
lhis poiicy, ccmpiy with some or all of 
the requirements of this policy. 

(e) Compiianca wHh this poiicy 
requires compliance with pertinent 
federal laws or regulations which 
rrovide additional protections for 
human subjects. 

(f) This policy does not affect any 
<>tate or local laws or reJ'!lations \-.hich 
may otherv,;ise be applicable and which 
provide additional protections for 
human su~iects. 

(g) Th!s policy does not affect any 
foreign laws or regulations which may 
otherwise be appiicable and which 
provide additional protections to huma::t 
subjects oi research. 

(h) Vvhen research covered bv this 
policy takes piace in foreign coUntries. 
orocedures nor:nailv followed in the 
farei:n countries to.orote::;t human 
subj~-cts may differ from those set fo!'th 
in this policy. lAn example is a ioreign 
institution which comviies with 
guidelines consistent \vith the Worid 
Medical Asstmblv Declaration 
(Declaration of Heleinki amended 1:.189) 
issued either by sovereign states or by 
an organization \'v'hose function for the 
protection of human research subjects is 
internationally recognized.] In these 
circumstances. if a department or 
agency head determines that the 
p~ocedures prescr;bed by the institution 
afford protections that are at least 
equivalent to those provided in this 
policy, the department or agency head 
may approve the substitution of the 
foreign procedures in lieu of the 

-_,_., 
procedural requirements provided in 
t::.is policy. E.xcept when olherwise 
1-2quired by statute. Executive Order. or 
:r..e department or a~ency heari. notices 
',[ tbae actions as they occur will be 
published in the Federal Register ur \'\ iil 
be otherwise published as provided in 
department or agency procedures. 

[i) Unless otherwise required by law. 
department or agency heads may waive 
the applicability of some or all of the 
provisions oi this policy to specific 
research activities or classes of research 
flctivities otherwise covered by this 
policy. Except when mherw1se required 
by statute or Rxecutive Order. the 
:.!epartment or agency head shall 
forward advance notices of these 
actions to the Office for Protection from 
Research Risks, Department of Health 
and Human Services (HHS). and shall 
llbo publish them in the Federal Register 
or in such ether manner as provided in 
tleparm:.::nt or agency procedures. • 

§ --102 Definitions. 

(.;) Dupartment or agency head m8ans 
t=:e head of anv federal deoartment or 
a6sncy and any other oificer or 
employee of any department or agency 
to whom authority has been delegated. 

(b) f.')stitution means any public or 
private entity or agency (including 
federal, state, and ot.1er agencies). 

(c) Legally authorized representative 
m2ans an individual or judicial or other 
body authorized under applicable law to 
consent on behalf of a prospecth·a 
S•.ii>ject to the subject's participation in 
the procedu!'e(s) involved in the 
rnsearch. 

[d) Research in.C<l.>IS a systemati:; 
i::wes<igc:!ion. induding rcseareh 
deveiopment. testing and e\·aluation. 
dasigned to develop or contribute to 
generalizable know!ed;;e. Activities 
which meet t!lis definition constitute 
research for purposes of this poiicy. 
whether or not they are conducted or 
supported under a program which is 
r:onsiderr:d research for other purposes. 
For examnle. some der.wnstration and 
service pr.c,grams may include reeearch 
uciivit;es. 

1 lnstiluiions with HHS-ae>proved assurance~ on 
m~ will abide by prOVISions 01 title 45 CFR part 46 
suuparts A··D. Some of the olher Depanments and 
.-\gencics have incorporated all pro,·isions of title 45 
CFR part 46 Into their policies and pro~edures as 
well. However. the exemptions at 45 CFR part 
4tl.101tb) do not apply to research involving 
prisoners. fttuses. prP.gnant women. or human m 
vitro fertilization. subparts B and C. The exemption 
at45 CFR part 46.101ib)(2). for research im·olvmg 
R:1rvey or mtervtew procoaures or observation of 
public bahavior, does not apply to research with 
thi!drcn. subpart D. except io~ research involvin~ 
observations of public behavior when the 
im·eetigator(s) do not participate in thE activities 
being observed. 
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(e) Research subfect to reguiation. 
and slw.ilar terms are ir:tended to 
encompass those research activities ior 
·,vhich a federal department or agency 
has soecific responsibility for reguiating 
:1s a ~esearch activity, (for example, 
Investigational New Drug requirements 
administered by the Food and Drug 
Adm:nistrJt!on). It does not include 
rcse<:.rch activities which are 
incidentaily regulated by a federal 
dcoanment or agencv soielv as part of 
the department's or agency;s broader 
responsibility to regulate certain types 
of activities whether research or non­
research in nature (for example. Wage 
and Hour reouirements administered by 
the Department of Labor). 

(f) Human subject means a living 
individual about whom an investigator 
[whether professional or student) 
conducting research obtains 

(1) data throu~h intervention or 
imeracticn with the individual. or 

(2] ide>-ttifiable private information. 
in!e!'renzion includes both physical 
procedures by which data are gathered 
(for exampie. venipuncture) and 
nanioulalions of the subject or the 
subjt:icfs environment that are 
performed for research purposes. 
Interaction includas communication or 
interpersonal contact between 
investigator and subject. "P!'ivate 
information" includes information about 
behavior that occurs in a context in 
whi:::h an individual can reasonably 
e.xpect that no observation or recording 
is taking place, a::~d information witich 
has been provided for specific purposes 
by an individual and whjch the 
individual can rea:;onably expect will 
not be mr.:de pubiic (for exampie, a 
medrcal :"::ore). Private information 
r:~ust be inii\'icaally idcntif::!ble (i.e .. 
the ide:1titv of the subiect is or r.1av 
reauiiv be ~ascei·tained by the . 
invebligator or aesocialed with the 
inhrmationl in order for cbt;Jining t!:e 
iaforma tion tc constitute research 
invoh·ir.g h~unan subjects. 

(g) /RB means an institutional review 
board establish2d in accord with and for 
the purposes expressed in this policy. 

(h) /RB approval means the 
determination of the IRB that the 
research has been reviewed and may be 
cc!1d:.Jcted at an institution within the 
constraints set forth by the iRB and by 
other institutional and federal 
req~irements. 

[i) Minimal risk means that the 
probability and magnitude of harm or 
discomfort anticipated in the research 
are not greater in and of themselves 
than those ordinarily encountered in 
daily life or during the perfarmance of 

Approved For Release 2000/08/08 CIA-RDP96-00789R003300220001-1 



.!8014 

I 

routine physical or osycho!u~ical 
examinations or tP.sts. 

(j) Certification means the official 
notification bv the institution to the 
supporting department or a~ency, in 
accordance wilh the requirements of 
this policy, that a res~arch proJect or 
activity in-;nlvin~ hu~an subjects has 
been reviewed and approved by an IRE 
in accordance with an approved 
2ssurance. 

§ __ 103 Assuring compliance with this 
policy-research conductad or supported 
by any federal dapar~e!lt or agency. 

[J.) Each institution engaged in 
research which is covered by this policy 
and which is conducted or supported by 
8 iederal departm:mt or agency shall 
orovide written assurance satisfacturv 
to t:ne department or agency head that it 
wiil comply with the1reuuirements set 
fcrth ln :his policy. l:;J lieu of ~eq:.aring 
submission of an as~>un:mcc. incii ·•:JL~:ll 
.ieoartment or a~enrv f-r.ROS shall 
.JC~cpt the exisrencecf:! c-...: rent 
_tssurance, a:mroorl'1l·~ for the reseHrch 
in qLtestion. o~ id.r. \•.HJ t!'!r. Office f·Jr 
Protection froTTI ResR:lfch Ri~ks. HHS. 
J:ld approved for feqeralwide use by 
that office. When the existence r.:f an 
HHS-approvect assurancP. is '!ccepted in 
iieu oi requiring subrr.J!:sion of an 
assurance. reoort:; td,·c~pt cel't:fica,wnl 
required by th:s poli~y to be marie tn 
department and agenC': heads shali also 
be maue to the Office im Prorection 
from Research Risks. HHS. 

(hl Dcpanmer.ts ~nd agcnci~s Wlil 
conduct or surrort r~scnrch co•;r.red bv 
:his policy onlv if thr. ir:sli:utio!'l b.s.~ :~n 
.:1ssurance app:o,:~d, liS ~:o•:ir.ed in t~is 
;ectlfm, and or.:v if t•w insr::u ~ion r.as 
L·~rtllied to the departr:::m: or a:rc:.r:y 
~.c<:d that the resor~n has l!een 
~8\'i·~wed and a::Jo~o\'r.o Lv en iRJ 
provided for ii. if~ ~ssu:a·i~;.2. c:nd \v:\1 
be subj\.~ct tc conti:-.. Gi;"~~ revie".v by t!1~ 
:RB. Assurances appilcable to :ede~al!y 
sc:ooorted .:;r cnndt:ctr.d r%earc;; sh?.li itt 
,] m;nir.,um i!:c!:..:.de: I 

[1) A statement o( prmcipif:<s 
ga\·erning the institl)ticn in the disch:~r~:~~ 
of its responsibilities ior pr-Jtccting tr.d 
dghts and we!fare c'f ll'Jman subJects of 
research conducted 'at or sponsored b~· 
the institution. re~ardless of whether thH 
research is subjef.t t:o federul regulation. 
This may include an appropMate 
ex1sting code. declaration. or s:atement 
of ethical principles~ or a statement 
iormulated bv the iristitutinn itself. T\;is 
requirement does not preempt 
provisions of this p·)licy appli<;able to 
department- or agency-supported or 
rdgulated research and need not be 
t~pplicable to any research exempted 01 

waived under § __:_.101 (b) or (i) 

(2) Desi~nation oi one or more iRBs t Jlepartment or agency a~d su~h experts 
established in accordance wnh the VA>r consultants engaged !or th1s purpose 
r<:!quirements of this policy. and for as the department or agency head 
which provisions are made for meeting determines to be appropnate. The 
space and sufficient stuff to support the department or agency head's evaluation 
lRB's re••iew and recordkeeping duties. will take into consideration the 

(3) A list of IRB members identified by t~dequacy of the proposed IRB in light of 
name: earned d~grees: representative the anticipated scope of the institution's 
capacity: indications of expr.rience such :-E:search activities and the types of 
as board certifications. licenses. etc.. subject populations iikely to be . 
sufficient to describe each member's involved, the appropriateness of the 
chief anticipated contributions to IRB proposed initial and contmuing revi~w 
deliberations: and any em?loyment or procedures in light of the probable nsks, 
other relationship between each and the size and complexity of the 
member and the institution: for exumple: institution. 
full-time employee. part-time employee. {e) On the basis of this evaluatjon. the 
member of governing panel ur board. department or agency head mny 
stockholder, paid or Ur!paid consultant. approve or disapprove the assur~nce. or 
Changes in IRB membership shall be enter into negotiations to deveicp an 
reported to the department or agency aoorovable one. The department.or 
head. unless in accord with § __ ,103( n I agency head may limit the period during 
of this policy, ihe existence of an HHS- which any particular approved 
approved assurance is accepted. In this Jssurance or class of approved 
case. change in IRB membersiup shall be assurances shall remain effectivq or 
reported to the O:'ficc f:Jr Protr:ction r~herwise condllion or restrict approval. 
from Research Risks. 1-U IS. 1 !j Cet tificutior: is required wMn the 

(4) Written procedures which the i!\!1 ~esearch is supported by a feder~l 
will follow 1i) for condur.ting 1ts initial deoanment or ao::;cncy and not otherwise 
and continuing review of research and exempterl or waived under § ___...101 (b) 
for reporting its findings and aGtions to or li). t".n mstituti•Jn wtth an approved 
the investigator and the institution; (ii) assurance shall certify that each' 
for determming which projects Tt'Guire application or proposai fJr research 
review more often than annually and covered by the assura!"ce a::d b~ 
which projects need verification from ~ __ .. 03 of this Policy has been ; 
sources other than the investigators that reviewed and anproved by the l!}B. Such 
no material ch!m'les have occmred s;:J.ce conificaticn must be submitted \Yith the 
previous IRB review: and fiii) for 11 oolication or proposal or by sudh later 
ensuring prompt raportir:g to the !1\.B cf Jate HS may be prescribed bv thq 
proposed change:> in a rPsearch :::clivi: :r. de';)artment or agency to which tf.e 
itnd for ensuring that such chanf!es in applicrtion or proposal is submi~ted. 
approved research. duril'~ the pcr:r;d hr L' nder no condition snr.il research 
;\ hich IRB approval has already bdt)n covered by~ __ .103 of the Poh-:y be 
?,i;·en. may not be initiated without tlUJ .-,upported prior to receipt oi the 
review and approval except when cert!ficat'bn that the re5earch ho.,s bt'en 
necessc.ry to eliminate a!:'parent reviewed c:nd approved by ti:e rRB. 
immediate hazaras to the subject. ;.~sututwn:> without an arprovr.J 

~5) Writtr.n procedures ior P.r.surin:.J assurance covering the research 'shall 
p:-ompt reporting t'J the 1RR apN0pr!ute cerHfy within ZO days aiter recPipt of a 
i;Jsti:utional officials. and the reauest for such a certification f~om the 
departme!'lt or agency head of (i) !l:Jy department or agency, that the , 
unanticipated problems in.,.oiving ris~" c:pplication or proposal has been 
to subjects or others or anv senous or approvP.d by the 1RB. If the certification 
continuing noncompliance wi(h this is not submitted \':i:hin these tiJT!e limits. 
policy or the requiremr:nts or the application or proposal may pe 
dctermin:1tior:s of the IRB and (li) any returned to the institution. (Approved by 
suspenJion or termination oi Ifill the Office of Management and B;udget 
approval. under Control Number 9999-002Q.) 

(c) The assurance shall be executed 
by an individual authorized to act for 
the institution and to assume on behali 
of the institution the oblil!:~tions 

§ _.104 (Reserved! 

§ --105 [Reserved! 

imposed by this policy a:1d shaH be filed § __ 1C6 [Reserved! 
in such form and manner as the 
department or agency head prescribes. 

(d) The department or agency head 
will evaluate all assurances submitted 
in accordance with this policy throm;h 
such officers and employees of the 

§ --107 IRB membership. 

(a) Each IRB shall have at lea$! five 
members, with varying backgr01.jnds to 
promote complete and adequate! review 
of research activities commonly 
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conducted bv the institution. The IRB 
shall be sufficiently qualified through 
the expenence and expertise of its 
:nembers. and the divnrstty of the 
memoers. mcluding constderallon oi 
~3ce. gender. and cuilurai backgrounds 
and sensttivliy to such issues as 
community attitudes, to promote respect 
for its advice and counsel in 
aafeguarcii;tg t:1e rights and welfare of 
human subjects. In addition to 
possessir;g the professional competence 
r.ecessarr to review specific research 
activities. tb.e IRB shall be a bie to 
ascertain the acceptability of proposed 
research in terms of institutionai 
commitments and regulations, 
applicable law, and standards of 
professional conduct and practice. The 
IRB shaH therefore include persons 
knowledgeable in these areas. If an iRil 
regularly revtews research that involves 
a vulnerable category of subjects. such 
3.S children. prisoners, pregnant women. 
or handtcapped or mentally disabled 
persons. consideration shall be gi·:en to 
t}Je inciusion of one or more individuals 
who are Knowledgeable about and 
experienced in working with these 
subjects. 

(b) Every nondiscriminatory e!fort will 
be made to ensure that no iRB comiists 
entirely of men or entirely of women, 
iP.cluding the institution's consideration 
of qualified persons of both sexes, so 
long as no selection is made to th0 lRB 
on the basis of gender. No IRB may 
consist entirely of members of one 
profession. 

(c) Each IRB shall include at least one 
memb:!r whose primary concerns are in 
scientific a~eas and at ieast one rnrmber 
whose primary concerns are in 
nonscientific areas. 

(d) Each IRB shaH include at least one 
memoer who is 11ot othervm:e affiliated 
>vith the institution and who is not part 
of the immediate iamily of a person who 
i~ afilliatd wiih the institution. 

(e) ~:o IRB may have a member 
parttci::Jate in the IRB's initial or 
continuing review of any project in 
which t!"!c member has a conilicting 
lntereet. except to provide information 
mquested by the IRB. 

(f) An IRB may. in its discretion, invite 
individ<.tals with competence in special 
areas to assiat in the review of issues 
which require expertise beyond or in 
addition to that available on the lRB. 
These individuals may not vote with the 
!I{B. 

§ __ 108 lAB functions and operations. 

In order to fulfill the requirements of 
this policy each IRB shall: 

(a) Follow written procedures in the 
same detail as described in 

§ __ ,lC3fb)(4) and. to the extent 
rcquucci by, § _.103(b)(5). 

[b) Except when an expedited rev1ew 
proced~.:re is used (see § __ .llC). 
rt!view !)reposed research at convened 
r::eetin;s at which a majority of the 
;;~embers of the IRB are preser:.t. 
including at les.st one member whose 
primary concerns are in nonscientific 
areas. In order for the research to be 
approved. it shall receive the approval 
of a m.aiorttv of these members orescnt 
at the meeting. . 

§ __ 109 IRB Review of Research. 

(a) An IRB shall review and have 
authority to approve, require 
modifi::::u.tions in (to secure approval). or 
riisapprove all research activities 
covered b:1 this policy. 

(b) An IRB shall require that 
information given to subjects as part of 
iuformed consent is in accordance with 
§ __ ,113. The IRB may require that 
informatio:i, in addition to that 
soecificail•; mentioned in § --116. be 
given to ;he subJects when in the IRE's 
jnrigment the inforrr:ation would 
meaningfully add to the protection of the 
rights and welfare of subjects. 

(c) An IRB shall require 
documentation of informed conser;t or 
m:~y waive documentation in 
accordance with § -117. 

(d) An IRB shall notify investigators 
nnd the institution in writing of its 
decision to approve or disap;::>rove the 
p~oposed research activity, or of 
modifications reouired to secl!re IRB 
aoproval of the research activity. If the 
!~B decides to disapprove a research 
activity. it shall include in its written 
notification a statement of the reascr.s 
for its docieion and give the in'.'estigBtor 
an opportunity to respond in pers:::.n or 
in \'.'iiting. 

(r~) An -IRE shail conduct co::tinuiq 
review oi" research covered cv this 
poiicy at iniervals appropri;;te to the 
degr~e of risk. but not less than ouce per 
year, and shall have authority to 
observe or have a third party oiJserve 
the consent process and the research. 
(Approved by the Office of Mana~ement and 
Budget under Control Number 9999-0020.) 

§ --110 Expedited review procedures 
for certain kinds of research lnv"Jivlng no 
more than mtnimal risk, and for rr.inor 
changes In approved research. 

(a) The Secretary, HHS. has 
established. and published as a Notice 
in the Ftlderal Register. a list of 
categories of research that may be 
reviewed by the IRB through an 
expedited review procedure. The list 
will be amended. as appropriate after 
consultation with other departments and 
agencies. through periodic republication 
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bv the Secretarv. HHS. in t!le Federal 
R.qisrer. A copy oi the ilst is available 
from rhc Office ror P;:'Jtection from 
Research Risks. National Institutes of 
Heaith. HHS. Bethesda. Maryland 20892. 

(b) An IRE may use the expedited 
review procedure to review either or 
buth of the following: 

(1) Some or ail of the research 
appearing on the list and found by the 
rcviewer(s) to involve no more than 
r.1inimal risk. 

l2J Minor changes in previously 
approved research during the period (of 
one year or less) for which approval is 
authorized. 

Under an expedited review procedure. 
the review may be carried out by the 
IRB chairperson or by one or more 
experienced reviewers designated by 
t~1.: chairperson from among members of 
the IRB. In reviewing thG research. the 
reviewers mav exercise all of the 
authorities of tr.e !f<.B except that the 
reviewers rna·; net disanorove th~ 
n:;search. A research aci{vitv mav be 
disapproved only after review in. 
accordance with the non-expedited 
procedure set forth in § __ .108(b). 

(c) Each IRB which uses an expedited 
review procedure shall adopt a method 
for keeping all members advised of 
research proposals which have been 
approved under the pracedure. 

(d) The dtlparl'l~ent or agency hoad 
may rnstrict. suspend, terminate, or 
chllose not to authorize an institution's 
or IRB's nse of the expedited review 
procedure. 

§ --~11 Criteria for tRB approv:l! of 
research. 

(a) In order to aporo\'e research 
covered by this policy t~e IRB shall 
determine that all of the ioiiowing 
roquirements are satisfied: 

(1) Risks to subjects are minimized: (i) 
By usin:; procedures which are 
consistent w1th sound research design 
and •,.;~ich do not ~nnecessarily expos:J 
subjectg to ri~k. and (H) whenever 
approprit:te, by using procedures 
;;lreac.iy being periormed on the subjects 
for diagnostic cr treatment purposes. 

(2) Risks to subjects are reasonable in 
relation to anticip:1ied benefits. if any, to 
subjects. and the imvortance of the 
knowledge that may reasonably be 
expected. to result. In evaluating risks 
and benefits, the IRB should consider 
only those risks ar.d benefits that may 
result from the research (as 
distinguished from risks and benefits of 
therapies subjects would receive even if 
not participating in the research). The 
IRB should not cor.sider possible long­
range effects of applying knowledge 
gained in the research (for example, the 
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possible effects of th:e research on public 
policy) as among thdse research risks 
that fall within L'le purview of its 
responsibility. 

{3) Selection of subjects is equitable. 
In making this asses!lment the IRB 
should take into accbunt the purposes of 
the research and the1 setting in which the 
research will be conducted and should 
be particularly cognizant of the special 
problems of researc~ involving 
vulnerable populations. such as 
children. prisoners. pregnant women. 
mentally disabled persons. or 
economically or educationally 
disadvantaged persons. 

(4) Informed consent will be sought 
from each prospective subject or the 
subject's legally authorized 
representative. in accordance with, and 
to the extent requirad by§ __ ,116. 

(5) lnfonned consent will be 
appropriately documented. in 
accordance with. arid to the extent 
required by§ --1'17. 

[6) When approptliate. the research 
plan makes adequa~e provision for 
monitoring the data: collected to ensure 
the safety of subjects. 

(7) When appropnate, there are 
adequate provision~ to protect the 
privacy of subjects and to maintain the 
confidentiality of data. 

(b) When some o~ all of the subjects 
are likely to be vuh~erable to coercion or 
undue influence. su~h as children, · 
prisoners. pregnanti women. mentally 
disabled persons. 6r economically or 
educationally disadvantaged persons. 
additional safegua~ds have been 
included in the stu<,fy to protect the 
rights and welfare pf these subjects. 

§ __ 112 Review tJy Institution. 

Research covered by this policy that 
has been approves by an IRD may be 
subject to further n:ppropriate review 
and approval or d!~approval by officials 
of the institution. ryowever. those 
officials may not approve the research if 
it has not been appro\·ed by an ffiB. 

§ -~ 113 Suspe.,.lon or termination of 
tRB approval of rea.arcn. 

An lRB shall have authority to 
suspend or tennin!ilte approval of 
research that is no't being conducted in 
accordance with the IRB's requirements 
or that has been a~sociated with 
unexpected seriou~ hann to subjects. 
Any suspension o~ tennination of 
approval shall include a statement of the 
reasons for the IR~'s action and shall be 
reported promptly to the investigator. 
appropriate institutional officials. and 
the department oriagency head. 

I 

(Approved by the Office of Mnnagement 1md 
Budget under Contn~l Number 9999-00ZO.I 

§ --1 t4 Cooperative research. 
Cooperative research projects are 

those projects covered by this policy 
which involve more than one institution. 
In the conduct of cooperative research 
projects. each institution is responsible 
for safeguarding the rights and welfare 
of human subjects and for complying 
with this policy. With the approval of 
the department or agency head. an 
institution participating in a cooperative 
project may enter into a joint review 
arrangement. rely upon the review of 
another qualified IRB, or make similar 
arrangements for avoiding duplication of 
effort. 

§~115 IRBrecorda. 
(a) An institution. or when 

appropriate an IRB. shall prepare and 
maintain adequate documentation of 
IRB activities. including the following: 

(1) Copies of all research proposals 
reviewed, scientific evaluations, if any. 
that accompany the proposals. approved 
sample consent documents. progress 
reports submitted by investigators. and 
reports of injuries to subjects. 

(2) Minutes of IRB meetings which 
shall be in sufficient detail to show 
attendance at the meetings; actions 
taken by the lRB; the vote on these 
actions including the number of 
members voting for, against. and 
abstaining: the basis for requiring 
changes in or disapproving research: 
and a \\'l'itten summary of the discussion 
of controverted issues and their 
resolution. 

(3) Records of continuing review 
activities. 

(4) Copies of all correspondence 
between the IRB and the investigators. 

(5) A list of IRB members in the same 
detail as described is§ -103(b)(3). 

(6) Written procedures for the IRB in 
the same detail as described in 
§ ~103(b)(4) and§ _.103(b)(5). 

(7).Statements of significant new 
findings provided to subjects. as 
required by § --116(b)(5). 

(b) The records required by this policy 
shall be retained for at least 3 years. and 
records relating to research which is 
conducted shall be retained for at least 3 
years after completion of the research. 
All records shall be accessible for 
inspection and copying by authorized 
representatives of the department or 
agency at reasonable times and in a 
reasonable manner. (Approved by the 
Office of Management and Budget under 
Control Number 9999-0020.) 

§ --116 General requirements for 
Informed consent. 

Except as provided elsewhere in this 
policy, no investigator may involve a 
human being as a subject in research 

covered by this policy unless tho 
investigator has obtained the legally 
effective informed consent of the subject 
or the subject's legally authorized 
representative. An investigator !lhall 
s11ek such consent only under 
circumstances that provide the 
prospective subject or the representative 
sufficient opportunity to consider 
whether or not to participate and that 
minimize the possibility of coercion or 
undue influence. The information that is 
given to the subject or the 
representative shall be in language 
understandable to the subject o~ the 
representative. No informed consent. 
whether oral or written. may include 
any exculpatory language through which 
the subject or the representative is made 
to waive or appear to waive any of the 
subject's legal rights. or release8 or 
appears to release the investiga~or. thP 
sponsor. the institution or its agents 
from liability for negligence. 

(a) Basic elements of infonned 
consent. Except as provided in 
paragraph (c) or (d) of this secti~n. in 
seeking informed consent the fdllowing 
infonnation shall be provided t~ each 
subject: 

(1) A statement that the study 
involves research, an explanatipn of the 
purposes of the research and th~ 
expected duration of the subject's 
participation, a description of ~e 
procedures to be followed. and 
identification of any procedures which 
are experimental: 

(2) A description of any reas?nably 
foreseeable risks or discomforts to the 
subject: ' 

(3) A description of any ben~fits to the 
subject or to others which may 
reasonably be expected from tile 
research: 

(4) A disclosure of appropriate 
alternative procedures or courses of 
treatment, if any, that might be 
advanta!leous to the subject: 

(5) A statement describing ~e extent. 
if any, to which corJidentiality'of 
records identifying the subject will be 
maintained: 

(6) For research involving more than 
minimal risk, an explanation a~ to 
whether any compensation and an 
explanation as to whether any medical 
treatments are available if injury occurs 
and. if so. what they consis of, or where 
further infonnation may be :>b~ained; 

(7) An explanation of whom ito contact 
for answers to pertinent questi:ons about 
the research and research subj,ects' 
rights, and whom to contact in the event 
of a research-related injury to the 
subject: and 

(8) A statement that participation is 
voluntary. refusal to participate will 
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.nvoivP no penalty or ioss of beneiits ::) 
which the subject is otherwise entitled. 

.. 1nd the subject may discontinue 
participation at any time ·without 
venalty or loss of benefits to which the 
Gubject is otherwise entitled. 

(b) Additional elements of informed 
r::onse'lt. When appropriate. one or more 
of the foilowmg elements of information 
··:~all also be provided to each subject: 

(1) A statement that the particular 
treatment or procedure may involve 
risks to the subject (or to the embryo or 
fetus. if the subject is or may become 
pregnant) which are currentlv 
unforeseeable: · 

[2) Anticipated circumstances under 
which the subject's participation may be 
terminated by the investigator without 
regard to the subject's consent: 

{3) Any additional costs to the subject 
that may result from participation in thn 
research: 

(4)The consequences oi a s:1bject's 
Jecision to withdraw from the research 
<md procedures for orderlv termination 
of participation by the subject: 

(5) A statement that significant new 
findings developed during the course of 
the research which may relate to the 
subject's willingness to continue 
participation will be provided to the 
subject; and 

(6) The approximate number of 
subjects involved in the study. 

(c) An lRB may approve a consent 
procedure which does not include. or 
which alters. some or all of the elements 
of informed consent set forth above. or 
waive the requirement to obtain 
informed consent provided the IRB finds 
nnd documents that: 

(1} The research or demonstration 
project is to be conducted by or subject 
to the approval of state or local 
government officials and is designed to 
studv. evaluate. or otherwise examine: 
(i) P~blic benefit of service programs: (ii) 
procedures for obtaining benefits or 
services under those programs: (iii) 
possible changes in or alternatives to 
those programs or procedures: or (iv) 
possible changes in methods or levels of 
payment for benefits or services under 
those programs: and 

(2) The research could not practicably 
be carried out without the waiver or 
alteration. 

(d) An IRB may approve a consent 
procedure which does not include. or 
which alters. some or all of the element8 
of informed consent set forth in this 
section, or waive the requirements to 
obtain informed consent pro\;ded the 
IRD finds c:nd documents that: 

(1) Th& research involves no more 
thar> minimal risk to the subjects: 

(2) The waiver or alteration Wlil not 
adversely affect the rights and welfare 
of the subjects: 

(3) The research could not pructicably 
be earned out without the wa1vm or 
alteration: and 

(4) Whenever appropriate. the 
subjects will be provided with 
additional pertinent information after 
participation. 

(e) The informed consent 
requirements in this policy are not 
intended to preempt any applicable 
federal. state. or local laws which 
require additional information to be 
disclosed in order for infm::med consent 
to he legally effective. 

(f) Nothing in this policy is intended to 
limit the authority of a physician to 
provide emergency medical care. to the 
extent the physician is permitted to do 
so under applicable federal. state, or 
local law. (Approved by the Office of 
Management and Budget under Control 
l'lumber 9999-0020.) 

§ __ 117 Documentation of Informed 
consent. 

(a) Except as provided in paragraph 
(c) of this section, informed consent 
shall be documented by the use of a 
written consent form approved by the 
lRB nnd signed by the subject or the 
subject's legally authorized 
representative. A copy shall be given to 
the person signing the form. 

(b) Except as provided in paragraph 
(c) of this section, the consent form may 
be either of the following: 

(1) A written consent document that 
embodies the elements of informed 
consent required by § --116. This 
form may be read to the subject or the 
subject's legally authorized 
representative, but in any event. the 
investigator shull give either the subject 
or the representative adequate 
opportunity to read it before it is signed: 
or 

(2) A short form written consent 
document stating that the elements of 
informed consent required by § __ .116 
have been presented orally to the 
subject or the subject' II legally 
authorized representative. When this 
method is used. there shall be a witness 
to the oral presentation. Also. the IRB 
shall approve a written summary of 
what is to be said to the subject or the 
representative. Only the short form itself 
is to be signed by the subject or the 
representative. However. the witness 
shall sign both the short fom1 and a copy 
of the summary, and the person actually 
obtaining consent shall sign a copy of 
the summary. A copy of the summary 
shall be given to the subject or the 
representative. in addition to a copy of 
the short form. 

28017 

[c) AnlRB may waive the requ1rcmr>nr 
for the investigator to obtain a signed 
consent form for some or all subjects if 
:\ finds either: 

(l) That the only record li:1king the 
subiect and the research would be the 
consent document and the prmcipal risk 
would be ootential harm resulting from 
a breach of confidentialitv. Each subject 
will be asked whether the subject wants 
documentation linking the subject with 
the research. and the subject's wishes 
will govern: or 

(2) That the research presents no more 
than minimal risk of harm to subjects 
and involves no orocedures for which 
written consent i·s normally required 
outside of the research context. 

In cases in which the documentation 
requirement is waived. the IRB may 
require the investigator to provide 
subjects with a written statement 
regarding the research. (Approved by 
the Office of Muna~ement and Budg~t 
under Control Number 999!HXl20.) 

§ --118 Applications and proposals 
lacking definite plans for Involvement of 
human subjects. 

Certain types of applications for 
grants, cooperative agreements, or 
contracts are submitted to departments 
or agencies with the knowledge that 
subjects may be involved within the 
period of support. but definite plans 
would not normally be set forth in the 
application or proposal. These include 
activities such as institutional type 
;;rants when selection of specific 
projects is the institution's 
responsibility: research training grants 
in which the activities involving subjects 
remain to be selected: and projer:ts in 
which human subject's involvement will 
depend upon completion of instruments. 
prior animal studies. or purification of 
compounds. These applications need not 
be reviewed by an IRB before an award 
may be made. However. except for 
research exempted or waived under 
§ --101 (b) or (i). no human subjects 
may be involved in any project 
supported by these awards until the 
project has been reviewed and approved 
'by the IRB. as provided in this policy. 
and certification submitted. by the 
institution, to the department or agency. 

§ --119 Research undertaken without 
the Intention of Involving human subjects. 

In the event research is undertaken 
without the intention of involving human 
subjects. but it is later proposed to 
involve human subjects in the resedrch. 
the research shall first be reviewed and 
approved by an IRB. as provided in this 
pnlicy. a certification submitted. Ly the 
institution. to the department or r.gency. 
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and final approval given to the proposed 
change by the department or agency. 

§ _ 120 Evaluation and disposition of 
applications and proposals for 'research to 
be conducted or supported by :a federal 
department or agency. 

The department or agency1head will 
evaluate all applications amj. proposals 
involving human subjects submitted to 
the department or agency thtough such 
officers and employees of th~ 
department or agency and s1,1ch experts 
and consultants as the department or 
agency head determines to qe 
appropriate. This evaiuatioq will take 
into consideration the risks ~o the 
subjects. the adequacy of p~otection 
against these risks. the pote;ttial 
benefits of the research to the subjects 
and others, and the importance of the 
knowledge gained or to be gained. 

(b) On the basis of this e'laluation. the 
department or agency head,may 
approve or disapprove the application or 
proposal. or enter into negotiations to 
develop an approvable one. 

§-121 (Reserved) 

§ -122 Use of federal funds. 

Federal funds administered by a 
department or agency may not be 
expended for research invqlving human 
subjects unless the requirements of this 
policy have been satisfied.' 

§ -123 Earty terminatiorl of research 
support; evaluation of applications and 
proposals. ' 

(a) The department or agency head 
may require that department or agency 
support for any project be ;terminated or 
suspended in the manner prescribed in 
applicable program requirements, when 
the department or agency pead finds an 
institution has materially ~ailed to 
comply with the terms of this policy. 

(b) In making decisions .~bout 
supporting or approving applications or 
proposals covered by this,policy the 
department or agency head may take 
into account. in addition to all other 
eligibility requirements and program 
criteria. factors such as whether the 
applicant has been subje~;t to a 
termination or suspension. under 
paragarph (a) of this section and 
whether the applicant or the person or 
persons who would direct or has have 
directed the scientific and technical 
aspects of an activity has have. in the 
judgment of the departm~nt or agency 
head. materially failed tof discharge 
responsibility for the pro~ection of the 
rights and welfare of human subjects 

(whether or not the research was subject 
to federal regulation). 
§ -· 124 Conditions. 

With respect to any research project 
or any class of research projects the 
department or agency head may impose 
additional conditions prior to or at the 
time of approval when in the judgment 
of the department or agency head 
additional conditions are necessary for 
the protection of human subjects. 

DEPARTMENT OF AGRICULTURE 

7 CFR Part 1c 

RIN 0518-AAOO 

List of Subjects in 7 CFR Part lc 

Human subjects. Research. Reporting 
and record keeping requirements. Title 7 
of the Code of Federal Regulations is 
amended by adding part tc as set forth 
at the end of this document. 

PAI~T 1c PROTECTION OF HUMAN 
SUBJECTS 

Sec. 
lc.lOl To what does this policy apply? 
1c.102 Definitions. 
1c.103 Assuring compliance with this 

policy-research conducted or supported 
by any Federal Department or Agency. 

1c.104 [Reserved] 
1c.l.05 [Reserved! 
1c.106 [Reserved! 
1c.107 IRB Membership. 
1c.ll08 IRB functions and operations. 
1c.109 IRB review of research. 
1c.110 Expedited review procedures for 

certain kinds of research involving no 
more than minimal risk. and for minor 
changes in approved research. 

lc.lll Criteria for IRB approval of research. 
lc.112 Review by institution. 
1c.113 Suspension or termination of 1RB 

approval of research. 
1c.l14 Cooperative research. 
1c.115 lRB records. 
1c.116 General requirements for informed 

consent. 
1c.117 Documentation of informed consent. 
1c.ll8 Applications and proposals lacking 

definite plans for involvement of human 
subjects. 

1c.ll9 Research undertaken without the 
intention of involving human subjects. 

1c.120 Evaluation and disposition of 
applications and proposals for research 
to be conducted or supported by a 
Federal Department or Agency. 

1<:.121 [Reserved! 
1<:.122 Use of Federal funds. 
1<:.123 Early termination of research 

support: Evaluation of applications and 
proposals. 

lc.124 Conditions. 
Au~·'lori.ty: 5 U.S.C. 301: 42 U.S.C. 300v-l(b] 

Dated: December 13, 1990. 
Charles E. Hess. 

ilssistant Secretary, Science & Education. 

DEPARTMENT OF ENERGY 

10 CFR Part 745 

RIN 1901-AA13 

Ust of Subjec:ts intO CFR Part 745 

Human subjects. Research. reporting, 
and Record-keeping requirements. Title 
10 of the Code of Federal Regulations is 
amended by revising part 745 as set 
forth at the end of this docunlE'nt 

PART 745 PROTECTION OF HUMAN 
SUBJECTS 

Sec. 
745.101 To what does this policy apply? 
745.102 Definitions. 
745.103 Assuring compliance with this 

policy-research conducted or supporte;i 
by any Federal Department or Agency. ' 

745.104 (Reserved) 
745.105 [Reserved! 
745.106 [Reserved] 
/'45.107 IRB Membership. 
745.108 IRB functions and operations. 
745.109 lRB review of research. 
745.110 Expedited review procedures for 

certain kinds of research involving no 
more than minimal risk. and for minor 
changes in approved research. 

745.111 Criteria for lRB approval of 
research. 

745.112 Review by institution. 
745.113 Suspension or termination of lRB 

approval of research. 
745.114 Cooperating research. 
745.115 IRB records. 
745.116 General requirements for iniormed 

consent. 
745.117 Documentation of informed consent. 
745.118 .A.pplications and proposals lacking 

definite plans for involvement of human 
subjects. 

745.119 Research undertaken without the 
Intention of involving human subjects. 

745.120 Evaluation and disposition of 
applications and proposals for research 
to be conducted or supported by a 
Federal Department or Agency. 

745.121 [Reserved) 
745.122 Use of Federal funds. 
745.123 Early termination of research 

support: Evaluation of applications and 
proposals. 

745.124 Conditions. 

Authority: 5 U.S.C. 301; 42 U.S.C. 7254; 42 
u.s.c. 300v-1(b). 
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:; "tell: December 21.. t!I!JO. 

james D. Watkins. 

..;, .ere wry of Ene.!!.\'. 

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

14 CFR Part 1230 

RIN 2700-AA76 

List of Subjects in 1,1 CFR Part 1230 

Human subjects. Research. Reportm-: 
and Record-keepmg requiremen:s. Title 
l-l of the Code of Federal Regulations is 
d:-r.nnded by adding part 1230 as set 
iurth at the end cf this document. 

PART 1230 PROTECTION Of HUMAN 
SUBJECTS 

t:J0.101 To what d,1e~ thi•. p·)~n app;y·! 
t:J:J.102 Definitions. 
\~30.103 A;surin)2 compiianr.u wnh th::; 

ooticy-rese:::rcn .:onducted or sunport,,d 
\. y any Fcderai 0Pnertrnrnt or /\Qt'nr.~·· 

i~:U.UI'l [Reser\'ed! 
:::J0.105 [Reserved! 
! 230.106 [ Reservea 1 
; :.30.107 !RB Mcmbershtp. 
12:~0.108 !RB functions and oper;;wms. 
L:JO.I09 !RB rc\'lew of research. 
1 Z:J0.\10 Expedited l'e\'icw procedures for 

c.,r:ain kinds of research involvinl! no 
more thnn minirr.al risk. and for :n·:,IDr 
:;hanges m approved r~;;earch. 

1230.111 Criteria for f.RB approv:1l of 
~Psearch. 

\~00.112 Review b~· institution. 
!:~0.113 Su~pension or termi::at•on of iRD 

JDproval of research. 
::.::.::1.11~ Cnopera<:•;e re~"nrch. 
·.::~0.\15 fRB re8orda. 
::..:11.11FJ Gt'nerul re(~u:~ .. cnu:.11J f~:r \;:!·:.~;-nt~'d 

.·o::~ent. 

~ 2::~}.117 Dur.tunPn~t~ nun r•1 infc:-:--:H'ri 
. ·.J::sent. 

~.:·;·1.118 Applica!!or.s R:--.d pi~Jp:Jsdl~ l;.~r:: .... n~ 
c'.efioite plans for ir.volvP.ment c.i ;l<~m<m 
<ubjects. 

l..:.;t.} 119 P~es~arch l!rtdcr~:lk!-:!n \\ i !hL)Ul ·.ht~ 

:ntention of invoi·;ing human subjects. 
1::3~.!:!0 Evaluation Hr:.d d;sposiL.Jn oi 

~ppiications and proposals for research 
!IJ be conducted or supported hy a 
Federal Department or t\g:mcy. 

t.:J0.121 fReserverij 
1~30.122 Use of Ft!ceral funds. 
1:!30.123 Eurly terminauon of researdt 

support: Evaluation of appljcations ami 
propos all!. 

\.:30.124 Condition~. 

A.uthority: 5 'J.S.C. 301: 42 U.S.C. JGOv-l(l,j. 

lJ·Jterl: january 21. ".~J\Jl. 

Richard H. Trulv 

Administrator. 

DEPARTMENT OF COMMERCE 

15 CFR Part 27 

RiN 0690-AA17 

List of Subjects in 15 CFR Part 27 

i iuman subjects. Research. Reportmg 
d nd recordkeepiug requirements. Title 
15 of the Code of Federai R~gulations is 
"mended by addin~ part 27 dS set forth 
;~ t the end of this document. 

PART 27 PROTECTION OF HUMAN 
SIJBJECTS 

·:;t:C. 

27.:01 Tn v;hat do.-s 1nis poli.:v Hpply' 
_::--.102 Defir.i!,ons. 
~~ HB .'\ssunn~ comouam:e w11h th:s 

puiicy-researcn conducwd or supported 
by any Federal Ot!p~rtment or AgPncv. 

~7.HH [Reserved! 
~7.105 [Reserved! 
27.1013 [Reserved! 
27.107 mn Membership. 
27.108 ma rur.:tions and o~erattons. 
27.109 IRB review of resaarch. 
2:'.110 Experiited review procP.dul'eS for 

r.erta•n kinds o! !'!Search invnl'.'tn>: no 
:nore than mmimai risk. and fvr mmor 
chanlles m approved research. 

!7.111 Criteria for JRB approvtd of r~s<,mch. 
~:-.: 12 ~· .. ,view by in~t:tu!ion. 
~7.113 ~.,spenslOn or termination of fRH 

:Jp;:~O\'Hl of research. 
~~.]~~ c,.operative re~earch. 

~:- .1"..0 Cenf'rtd reou:rements for in 1(1!'med 
consc':"':t. 

:.:~.11i Documentotlon oi 1niorn1eJ consent . 
~-.1111 ·"'-ppltcatio'ls and pr::Jposals lackm~ 

definite pl<.~ns ior in\'olvement of human 
subjects. 

27.119 R•.~search um!ertaken wllhout the 
'nten!lon of invotvin~; human subjer.ts. 

~7.1::0 Evaluation a!'!d disposttion of 
appHcation11 and proposals for researr.h 
to be conducted or supported by a 
Feder11l Department or Agem:y. 

27.1:!1 [Rll~erved] 

2i.122 t:se of Federal funds. 
c7.!23 E·.irly termma:ion of research 

support: Evnluauon of applications and 
proposais. 

:::7.124 Conditions. 

r\ulhority: 5 U.S.C. JOl: 42 U.S.C. 30!h'-1ilJ). 

D;;ted: Dr,cember 21. 1'190. 

Robert Mo~baci:,lr. 

Secrcwry or' Commerce. 

CONSUMER PRODUCT SAFETY 
COMMISSlON 

16 CFR Part 1028 

RIN 3041-AA95 

230} 

Ust of Subjects ir 16 CFR Part 1026 

Human suhiects. Resnarch. Reporting 
and rccordkeeping requirements. Title 
Hi of the Cuc..le of Fecleral Regulations if 

Jtnended b~· rcvisins;: part 1023 as set 
forth at the end of this docu.'Dent. 

PART 102S PROTECTlON Of HUMAi 
SUBJECTS 

lll~il. !01 T.; wh:.~t du~s ::11.; pniir.y app!v? 

~O::!B.lll2 D ,f:nittor!g, 
10~8.1o:J f,,•;urm\i COIT:Pili1[1Ce W''h :J::-; 

n1)!icv-r~qeArc~ conducted or 3iiDiJI'Jr~r 
L~· (i~Y F;~·J~rai a~~rHrtmr!"lt or /\{~~'!ley. 

I <:::IJ.tt>l I i\~~f'rvPd I 
!0:!8.105 !P"servedl 
:0:!8.10fl W•'servedJ 
10.::8.107 !F.!l Ml'mberohip. 
1028.108 JP.il fur~c.uons and operations. 
:u2B.tO!J [fJ3 re•·iew of ;·esearch. 
10:!8.110 Ex;:edited review procedures fur 

c"r\ain kinds of re5earr.h invol\·inl! no 
:nor:; tl-,:~n min! mill :isk. and for :!lt!lr.r 
changes in ~pprtJ\·P.d research. 

\028.1Jl ~r::P.riil fnr JRB approval of 
research. 

iU20.11Z Revte;\' by institution. 
10:.:8.11:1 Sc~snP.r:sion or term ina tier. oi !:Ul 

cppro·.:.;.: :;[ ~P.searc.h. 
1J28.1'!·1 Cu.!~~rC:ttive rescnrch. 

cons~:nt. 

:.:.23. ili. D::.'cL·1~P.r;tatior. n{ i:;forn:Pd 
conr;Pnt. 

:.o:~a.t·ls A;'p!icatiu:lS and Ol'(•tJcsals !;n:Ln 
definite pi~nS lOr innJlVP01COt Of n:mmn 
subh~c..:~:J. 

11'28.119 R~e~earr.h undertaker. wHhout rhe 
ie1tentwr. ot im·otvlr.~ h:;man subiects. 

!<!2!1.120 Eva!t.aJtion and di3DO~ition of 
applications and proposals for re~Par··h 
to be conducted or st.:pported b~· a 
federal DepartmP.nt or .'\!!enrv 

lt!::!8.121 tf:eservedj 
1020.122 Use of Federal funds. 
ID~8.123 Emly termination of research 

wpport: Evaluacion of apolications .;nd 
proposals. 

1028.1:!4 Cenditions. 

o\ulhority: 5l' S C. 301:42 U.S.C. :JOOv-l(h). 
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Dated: January 11. 19911. 
Sheldon D. Butts, 
Acting Secretary. 

INTERNATIONAL DEVELOPMENT 
COOPERATION AGENCY, AGENCY 
FOR INTERNATIONAL DEVELOPMENT 

22 CFR Part 225 

RIN 0412-AA17 

List of Subjects in 22 CFR Part 225 

Human subjects. Research, Reporting 
and record-keeping re~uirements. Title 
ZZ of the Cede of Federal Regulations is 
amended by adding p~rt 225 at set forth 
at the end of this document. 

PART 225 PROTECTION OF HUMAN 
SUBJECTS 

Sec. 
225.101 To what does t~is policy apply? 
225.102 Definitions. 
225.103 Assuring compliance with this 

policy-research conducted or supported 
by any Federal Dep~rtment or Agency. 

22.5.104 [Reserved) 
22.5.105 [Reserved) 
22.5.106 [Reserved) 
225.107 IRB Membership. 
225.108 IRB functions and operations. 
225.109 IRB review of research. 
225.110 Expedited revi~w procedures for 

certain kinds of research involvin~ no 
more than minimal r\sk, and for m"inor 
changes in approve4 research. 

225.111 Criteria for IRBiapproval of 
research. 

225.112 Review by instHution. 
225.113 Suspennion or termination of IRB 

approval of research. 
225.114 Cooperative researr.h. 
225.115 lRB records. 
225.116 General requirements for informed 

consent. 
225.117 Documentation' of informed consent. 
225.118 Applications al)d proposals lacking 

definite plans for involvement of human 
subjects. 

225.119 Research undertaken without the 
intention of involving human subjects. 

225.120 Evaluation and! disposition of 
applications and prqposals for research 
to be conducted or supported by a 
Federal Department' or Agency. 

225.121 [Reserved) 
225.122. Use of Federal funds. 
225.123 Earlv termination of research 

support: E\•aluation of applications and 
proposals. 

225.124 Conditions. 

Authority: 5 U.S.C. ~01: 42 U.S.C. 300v-l(b). 

Dated: December 13, 1990. 

Richard E. Bissell, 
Assistant Administrator .for Science and 
Technology. 

Department of Housing and Urban 
Development 

24 CFR Part 60 

RIN 2501-AA 15 

List of Subjects in 24 CFR Part 60 

Human subjects, Research, Reporting 
and record-keeping requirements. Title 
24 of the Code of Federal Regulations is 
amended by adding part 60 as set forth 
at the end of this document. 

PART 60 FROTECTICN OF HUMAN 
SUBJECTS 

Sec. 
60.101 To what does this policy apply? 
60.102 Defmitions. 
60.103 Assuring compliance with this 

policy-research conducted or supported 
by any Federal Department or Agency. 

60.104 [Reserved) 
60.105 [Reserved) 
60.106 {Reserved) 
60.107 IRB Membership. 
60.108 IRB functions and operations. 
60.109 IRB review of research. 
60.110 Expedited review procedures for 

certain kinds of research involving no 
more than minimal risk. and for minor 
changes in approved research. 

60.111 Criteria for IRB approval of research. 
60.112 Review by institution. 
60.113 Suspension or termination of IRB 

approval of research. 
60.114 Cooperative research. 
60.115 IRB records. 
60.116 General requirements for informed 

consent. 
60.117 Documentation of informed consent. 
60.118 Applications and proposals lacking 

definite plans for involvement of human 
subjects. 

60.119 Research undertaken without the 
intention of involving human subjects. 

60.120 Evaluation and disposition of 
applications and proposals for research 
to be conducted or supported by a 
Federal Department or Agency. 

60.121 [Reserved) 
60.122 Use of Federal funds. 
60.123 Early termination of research 

support: Evaluation of applications and 
proposals. 

60.124 Conditions. 

Authority: 5 U.S.C. 301:42 U.S.C. 300v-l(b). 

Dated: january 16. 1991. 

Jack Kemp, 
Secretarv. U.S. Department of Housing and 
Urban D~veiopment. 

DEPARTMENT OF JUSTICE 

28 CFR Part 46 

RIN 1105-AA13 

Ust of Subjects in 28 CFR Part 46 

Human subjects, Research. Reporting 
and record-keeping requirements. 

Title 26 of the Code of Federal 
Regulations is amended by adding part 
46 as set forth at the end of this 
document. 

PART 46-PROTECTION OF HUMAN 
SUBJECTS 

Sec. 
46.101 To what does this policy apply? 
46.102 Definitions. 
46.103 A~suring compliance with this 

policy-research conducted or sugported 
by any Federal Department or Ag~ncy. 

46.104 [Reserved] 
46.1G5 [Reserved) 
46.106 [Reserved) 
46.107 IRB Membership. 
40.108 IRB functions and operations. 
46.109 IRB review of research. 
46.110 Expedited review procedures for 

certain kinds of research involvin$ no 
more than minimal risk. and for minor 
changes in approved research. 

46.111 Criteria for IRB approval of re$earch. 
46.112 Review by institution. 
46.113 Suspension or termination oC ~RB 

approval of research. 
46.114 Cooperative research. 
46.115 IP..B records. 
46.116 General requirements for informed 

consent. 
46.117 Documentation of informed consent. 
46.118 Applications and proposals lacking 

definite plans for involvement of ~uman 
subjects. 

46.119 Research undertaken without the 
intention of involving human suuj~cts. 

46.120 Evaluation and disposition of 
applications and proposals for research 
to be conducted or supported by a 
Federal Department or Agency. 

46.121 [Reserved) 
46.122 Use of Federal funds. 
46.123 Early termination of research 

support: Evaluation of applications and 
proposals. 

46.124 Conditions. 
Authority: 5 U.S.C. 301: 28 U.S.C. 509-510: 

42 u.s.c. 300V-1(b). 
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Dated: December ~4. 1~1. 

Dick Thornburgh, 

Attorney General. 

DEPARTMENT OF DEFENSE 

32 CfR Part ~19 

RIN 0790-ACSO 

List of Subjects in 32 CFR Part 219 

Human subjects. Research, Reporting 
and record-keeping requirements. 

Title 32 of the Code of Federal 
Regulations is amended by revising part 
219 as set forth at the end of this 
document. 

PART 219-PROTECTION OF HUMAN 
SUBJECTS 

Sec. 
:!19.101 Tv what doe~ this poi1q· <l!J[Jiy? 
::!19.102 Definitions. 
:.:19.103 Assuring compliance with this 

policy-research conducted or supporterl 
by any Federal Departmnr.t nr A!;ency. 

2J9.104 [Reserved! 
:!19.105 {Reserved! 
Z19.106 [Reserved! 
219.107 IRB MembPrship. 
219.106 IP.B function~ and operu•iuns. 
219.109 IRB review of rP.se11rch. 
219.110 Expedited review procedure~ fur 

certain kinds of research involving no 
more than minimal risk. and for minar 
r.hanges in approved rPsearch. 

:!19.111 Criteria for JRB u~proval of n·~ear.:h 
?.19.112 Review by instituhc.n. 
L19.113 Suspension or terminHtion of IRD 

approval of research. 
:19.114 Cooperative resear.:h. 
219.115 IRB records. 
21!1.116 General rcqcJrements for tn!ormcJ 

consent. 
:!19.117 Documentation of informed cunstJnt. 
219.118 Applications and propos~•ts lacking 

definite pions for involvPmP.nt of humnn 
subjects. 

~19.119 Research undertuken lvirh.,ut the 
intention of involving bumun subjects. 

:i9.120 Evaluation and disposition of 
appiic11tlons and proposlils for resP.arr:h 
to be conducted or supp.med by a 
Federal Departmr.nt or Af1enp~·. 

219.121 [Reserved! 
219.122 Use of Fed,:rullundti. 
:!19.123 Early termination of research 

~upport: Evalu~<lion of applications and 
proposals. 

.:19.124 Conditioo5. 

Authorit~·: s u.r .. c. 301:-1:.: u.s.c. aoov­
l(b).-

Outed: j<muary 9. 1!-191. 

Linda M. ~ynum. 

.-1/I.:Jrnate OSD Federal Fley.'sl<'r Lwiso11 
Officer. Dt:partment of Defer sA. 

DEPARTMENT OF EDUCATION 

34 CFR Part 97 

RIN 1875-AA07 

List of SubjP.Cts in 34 CFR Part 97 

Human subjects, Research. Reporting 
and record-keeping requirements. 

Title 34 ()(the Code of Federal 
Regulations is amended by adding part 
97 as set forth at the end of this 
document. 

PART 97-PROTECTION OF HUMAN 
SUBJECTS 

Set:. 
97.101 To what does this pc:\icv Apply? 
Yi .102 Definition~. 

97.103 Assuring comoiiance with this 
policy-research conducted or supported 
hy any Federal Department or A~ency. 

!l7.104 [Rest!r:edJ 
97.10:i jRHservedJ 
07.106 IRtlservedj 
97.107 IRB Membership. 
97.108 IRD functions and opern1ions. 
97.109 IRB review of research. 
97.110 E:-~:pedlted review procedures for 

r.P.rtoin kinds of research involving no 
T.ore than minim;:! risk. ana for minor 
changes in approvf!d rnsearch. 

97.111 C:·iteria for IRD approval of research. 
!r:''.112 Rf,view hy institution. 
97.113 Suspension or termination of WIJ 

approval of rcseurch. 
97.1 14 Cooper!! ti <•e •esetu.:h. 
9~.115 1RB rectJrds. 
!l,".116 Ceneral requtremcnts for iu!t•rmed 

consent. 
87.117 Documentation of informed consent. 
97.116 Applications and proposals lackin~ 

definitr pl<~ns tor involvt>ment of lournan 
3ubjects. 

\l7.119 Reso,;,rch undertaken without the 
intention of involving human aubi£!C:ts. 

97.120 Fvnlui!tion 'lnci disposition of 
Hpplications and proposals ior rese!trch 
to he t:onducted ur supported by a 
Federa! Department or Agency. 

97.121 [Reserved! 
9:".122 Use of Federal funds. 
1'•7.1 Z3 F.arl}' termination of reRE'arch 

support: Evaluation of applir.Mions and 
proposals . 

97.124 Conditions. 

,\uthoritr: 5 !.I. S.C. ~>:11: 4~ U.S.C. JOOv-!(b). 

Oslted· june l:l, 1991. 

Lamar Alexander. 

U.S. S~tcretcry o{Educ01ion. 

DEPARTMENT OF VETERANS 
AFFAIRS 

38 Cf'R Part 16 

AIN 290G-AE29 

List of Subjects in 38 CFR Part 16 

Human subjects. Research. Reportmg 
and record-keeping requirements. 

Title 38 of the Code of Federal 
Reguiations is amended by adding part 
16 as set forth at the end of thls 
document 

PART ~6-PROTECTION OF HUMAN 
SUBJECTS 

Set:. 
16.101 I'o what doE's this policy Hf!ply? 
16.102 Definitions. 
10.103 Assuring complisnce with this policy· 

research conducted or supported by any 
Federal Department or Agency. 

111.104 [Reserved! 
!6.1G5 JResen·edj 
18.106 {Reserved! 
16.107 IRB Membership. 
16.106 IRB functions and operations. 
\6.109 IRB review of research. 
16.110 E.xpedited re\·iew procedures for 

certain kinds of research involvin.~ r.o 
n:ore than minimal risk. and for mmor 
changes in approved research. 

16.111 Criteria for IRB approval of resPareh. 
16.112 Re\'iew hy institution. 
16.11:1 Susoensmn or termmatmn of IHB 

approv~l of reseun:h. 
!fi.l1·l roopcrarive research. 
; G.ll :i !F..D records. 
16.1Hi GenerAin~quirPmer.t~ tor mformcd 

COnll~nt. 

ltl.U:" Documentution uf ir:formeJ cnnsPnt. 
15.116 Applications !tnd proposals ladiql 

definite plans tor involvfornenl of human 
suhjects. 

!13.119 Research tmdertaken without the 
intention oi invoh·ing human suojects. 

l6.120 Evaluation and disposition ot 
a~plications and proposals for research 
to be conducted or supported by a 
Federal Deoartment or A$!ency 

1ti.121 [Reservedf 
16.122 t:se oi Federal funds. 
16.12:1 Earlv termination oi research 

s:.tpport:.Evaluation of applir.otions and 
proposals. 

:6.124 Conditions. 
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Authority: 5 U.S.C. 301: 38 U.S.C. 210[c](1). 
4131. 4134: 42 u.s.c. 300V-1( b). 

Dated: February 19. 1991. 
Edward). Derwinski 
Secretary of \'eterans Affab·s. 

ENVIRONMENTAL PRQTECTION 
AGENCY 

40 CFR Part 26 

RJN 208G-AA04 

List of Subjects in 40 CFR Part 26 

Human subjects. Re~earch, Reporting 
and record-keeping requirements. 

Title 40 of the Code of Federal 
Regulations is amendea by adding part 
Z6 as set forth at the e~d of this 
document. 

PART 26-FROTECTION OF HUMAN 
SUBJECTS 

Sec. 
26.101 To what does this policy apply? 
26.102 Definitions. 
26.103 Assuring compli11nce with this 

policy-research conducted or suoported 
by any Federal Department or Agency. 

26.104 [Reserved! 
26.105 [Reserved) 
26.106 [Reserved) 
26.107 IRB Membership. 
26.108 IRB functions ar\d operations. 
26.109 IRB review of re~earch. 
26.110 Expedited review procedures for 

certain kinds of research involving no 
more than minimal ~isk, and for minor 
changes in approve~ research. 

26.111 Criteria for IRB ~pproval of research. 
26.112 Review by institution. 
26.113 Suspension or tl!rmination of IRB 

approval of research. 
26.114 Cooperative res,earch. 
26.115 IRB records. 
26.116 General require,ments for informed 

consent. 
2!1.117 Documentationiof informed consent. 
26.116 Applications and proposals lacking 

definite pians for i!).volvement of human 
subjects. 

21l.111l Research undertaken without the 
intention of involving human subjects. 

26.120 Evaluation and disposition of 
applications and proposals for research 
to be conducted or/ supported by a 
Federal Department or Agency. 

26.121 (Reserved) 
26.122 Use of Federalifunds. 
26.12.1 Early terminat\on of research 

support: Evaluation of applications and 
proposals. 

26.124 Conditions. 
Authority: 5 U.S.C. 301: 42 U.S.C. 300v-1(b). 

Dated: January 28. 1931. 

William K. Reilly, 
Administrator. 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

45 CFR Part 46 

RIN 0991-AA71 

List of Subjects in 45 CFR Part 46 

Human subjects. Research. Reporting 
and record-keeping requirements. 

Title 45 of the Code of Federal 
Regulations part 46 is amended, as 
follows: 

1. An authority citation for subpart A 
is added to read as follows: 

Authority: 5 U.S.C. 301: 42 U.S.C. 239. 42 
U.S.C. :JOOV-1(b). 

2. Subpart A is revised to read as set 
forth at the end of this document. 

PART 46-FROTECTION OF HUMAN 
SUBJECTS 

Subpart A-Basic HHS Polley for Protection 
of Human Research Subjects 

Sec. 
46.101 To what does this policy apply? 
46.102 Defmitiona. 
46.103 Assuring compliance with this 

policy-research conducted or supported 
by any Federal Department or Agency. 

46.104 [Reserved! 
46.105 (Reserved] 
46.106 [Reserved] 
46.107 IRB Membership. 
46.106 IRB functions and operations. 
46.109 IRB review of research. 
46.110 Expedited review procedures for 

certain kinds of research involving no 
more than minimal risk. and for minor 
changes in approved research. 

46.111 Criteria for 1RB approval of research. 
46.112 Review by institution. 
46.113 Suspension or termination of IRB 

approval of research. 
46.114 Cooperative research. 
46.115 IRB records. 
4e.116 General requirements for informed 

consent. 
46.117 Documentation of informed consent. 
46.118 Applications and proposals lacking 

definite plans for involvement of human 
subjects. 

46.119 Research undertaken without the 
Intention of involving human subjects. 

46.120 Evaluation and disposition of 
applications and proposals for research 
to be.conducted or supported by a 
Federal Department or Agency. 

46.121 [Reserved] 
46.122 Use of Federal funds. 
46.123 Early termination of research 

~upport: Evaluation of applications and 
proposals. 

46.124 Conditions. 
Dated: 1\-brch 29. 1991. 

Louis W. Sullivan, 
Secretar'J' of Health and Human Services. 

NATIONAL SCIENCE FOUNDATION 

45 CFR Part 690 

RIN 3145-AA18 

List of Subjects in 45 CFR Part 690 

Human subjects, Research, Reporting 
and record-keeping requirements. 

Title 45 of the Code of Federal 
Regulations is amended by adding• part 
690 as set forth at the end of this 
document. 

PART 690-PROTECT:ON OF HUMAN 
SUBJECTS 
Sec. 
690.101 To what does this poiicy apply? 
690.102 Definitions. 
690.103 Assuring compliance with this 

policy-research conducted or supported 
by any Federal Department or Agency. 

600.104 [Reserved) 
690.105 [Reserved! 
890.106 (Reserved) 
690.107 IRB Membership. 
600.108 IRB functions and operation~. 
690.109 IRB review of research. 
690.110 Expedited review procedure~ for 

certain kinds of research involving no 
more than minimal risk. and for minor 
changes in approved research. 

690.111 Criteria for IRB approval of 
reoearch. · 

690.112 Review by institution. 
690.113 Susoension or termination of IRB 

approvai of research. 
690.114 Cooperative research. 
690.115 IRB records. 
690.116 General requirements for iruormed 

consent. 
690.117 Documentation of informed ,consent 
690.118 Applications and proposals lacking 

definite plans for involvement of 1human 
subjects. • 

690.119 Research undertaken without the 
Intention of involving human su~jects. 

690.120 Evaluation and disposition of 
applications and proposals for r!lsearch 
to be conducted or supported by a 
Federal Department or Agency. · 

690.121 [Reserved! 
690.122 Use of Federal funds. 
690.123 Early termination of resear<;h 

support: Evaluation of applica1ldns and 
proposals. 

690.124 Conditions. 
Dated: December 17, 1990. 
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Authority: 5 U.S.C. 301; 42 U.S.C. 300v-1(b). 

frederick M. Bemthal, 
tlctir.J;~ Director. 

DEPARTMENT OF TRANSPORTATION 

49 CFR Part 11 

RIN 2105-AB74 

List of Subjects in 49 CFR Part 11 

Human subjects, Research. Reporting 
and record-keeping requirements. 

Title 49 of the Code of Federal 
Regulations is amended by adding part 
11 as set forth at the need of this 
document. 

PART 11-PROTECTlON OF HUMAN 
SUBJECTS 

5Pc. 
11.101 To what dO!lb this poliq· apply? 
11.102 Definitions. 
11.103 Assuring compliance with this 

pnlicy-research conducted or supported 
by any Federal Department or A~ency. 

11.104 [Reserved) 
11.105 [Reserved) 
11.106 [Reserved! 
11.107 IRB Membership. 
11.108 lRB (unctions and operations. 
11 .1 09 IRB review of research. 
11.110 Expedited review procedures for 

certain kinds of research Involving no 
more than minimal risk. and for minor 
changes in approved research. 

11.111 Cdteria for IRB approval ofrcsearch. 
11.112 Review by institution. 
11.113 Suspension 01' tf!rmination of IRB 

approvalofresearch. 
11.114 Cooperative research. 
11.115 IRB records. 

Sec. 
11.116 General rP.quircments for informed 

consent. 
11.11i Oocumentation of informed con~~ent. 
11.116 Applications and proposals lacking 

definite plans for involvement of human 
subjects. 

11.119 Research undertaken without the 
intf!ntion oi involvin!J human subjects. 

11.1::0 E~·aluation and disposition of 
applications and proposals for research 
to be conducted or supported by a 
Federal Department or Agency. 

11.121 [P.escrved) 
11.122 Use of Federal funds. 
11.123 Earlv termination of research 

support:. E\·alua lion of applications and 
proposals. 

11.124 Conditions. 
Authority: 5 u.s.c. 301: 42 u.s.c. 300v-11u). 

Dated: February 4, 1991. 

Samuel K. Skinner, 
Secretary of Transportation. 
[FR Doc. 91-14256 Filed 6-17-91: 8·45 am) 
BILLIHQ CODE 4140..01-M 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES ' 

Public Health Service 

Agency Forms SYbm!tted to the Office 
of Management and f;Judget for 
Clearance 

The following requQst has been 
submitted to the Office of Management 
and Budget (OMB) fa~ clearance in 
compliance with the Paperwork 
Reduction Act (44 U.S.C. chapter 35). 
Expedited review by OMB has been 
requested as describ~d below. 

(Call PHS Reports Clearance Officer 
on 202-245-2100 for cppies of 
submission) 

Federal Policy for the Protection of 
Human S•Jbjects-New-This 
submissi.Jn is for approval of the 
information requirmn:ents associated 
with the ccr.1mon rule for the protection 
of hmr.an subjects of:research 
conducted. supported or regulated by 
the foilowing Federal departments and 
agencies: Department of Agriculture, 
Department of Energy, National 
Aeronautics and Space Administration, 
Department of Commerce, Consumer 
Product Safety Colllillission, Agency for 
International Development, Department 
of Housing and Urb~n Development. 
Department of Jus tic~. Department of 
Defense. Department of Education, 
Department of Vete~ans' Affairs, 
Environmental Prote;ction Agency, 
Department of Transportation, Central 
Intelligence Agency./ and Department of 
Health and Human Services. 

Adoption of the cqmmon Federal 
policy by these departments and 
agencies will imple~ent a 
recommendation of the President's 
Commission for the Study of Ethical 
Problems in Medicine and Biomedical 
and Behavioral Res~arch. The Office of 
Science and Techndlogy Policy 

established an Interagency Human 
Subjects Coordinating Committee under 
the Federal Coordinating Council for 
Science Engineering and Technology. 
This group prepared a proposed Model 
Federal Policy for the Protection of 
Human Subjects that was published as a 
proposed policy in 1986 and again as a 
proposed common rule on November 10, 
1988. After revision of the proposed 
common rule in response to public 
comments. the final common rule is 
being published elsewhere in this issue 
of the Federal Register. The common 
rule is based on Department of Health 
and Human Services (DHHS) 
regulations (45 CFR part 4.6, subpart A), 
the basic HHS Policy for the Protection 
of Human Subjects. 

Respondents: Individuals or 
households, State or local governments, 
businesses or other for-profit. Federal 
agencies or employees, non-profit 
institutions. small businesses or 
organizations. 

The total number of respondents 
affected by these information 
requirements is estimated at 3,831. The 
total annual response burden for these 
requirements including all Federal 
departments and agencies subject to the 
common rule. is estimated at 187,408 
hours divided as follows: 22,982 hours 
for recordkeeping requirements and 
164.426 hours for reporting and 
disclosure requirements. 

Additional Information: 
DHHS has submitted this request for 

approval to OMB on behalf of all 
Departments and Agencies governed by 
this final rule. It is critical to receive 
OMB review and approval for the 
information requirements so that the 
common rule for the Protection of 
Human Subjects may be effective 60 
days after publication. Federal 
Departments and Agencies have 
ongoing research programs to which the 

common rule wiil apply, and they are 
seeking the most expeditious time frame 
in which to begin protection of human 
subject policies and procedures. In 
addition. institutions supported or 
regulated by the involved Departments 
and Agencies have requested 
implementation of the final rule as soon 
as possible to lessen burden of . 
compliance with numerous. somet:mus 
inconsistent. procedures for the 
protection of human subjects required 
by the various Federal Departments and 
Agencies. 

OMB has been requested to review 
and approve the information 
requirements in the common rule on an 
expedited basis no later than August 2, 
1901. In keeping with the requirements 
for expedited review, we are publishing 
this announcement in the same issue as 
the proposed final rule. The information 
requirements are separately identified in 
the preamble to the rule, printed 
elsewhere in this issue. There are no 
separate forms or instructions for whkh 
approval is being sought. 

OMB Desk Office!': Shannah Kess­
McCallum. 

Because of the time frame in which 
OMB has been asked to act on this 
request, any comments and 
recommendations for the proposed 
information collection should be 
provided directly to the OMB Desk 
Officer designated above by telephone 
at (Z02) 395-7316 or by express mail at 
the following address: Human Resources 
and Housing Branch, New Executive 
Office Building. room 3002. Washington, 
DC 20503. 

Dated: May 31. 1991. 
Sandra K. Mahkom, 
I Deputy Assistant Secretary far Public 
Health Policy. 
[FR Doc. 91-14259 Filed 6-11-91; 8:45am) 
BIWNG CODE 4140-41·M 
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:JEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

2 j CFR Parts 50 and 56 

1 Docket No. 67N-t:l032J 

RIN 0905-ACS2 

Protection ot Human Subjects; 
Informed Consent; Standards for 
Institutional Review Boards for CUnlcaJ 
I nvestlgations 

AuENCY: Food and Drug Administration. 
Hl-!S. 
ACTION: Final rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is amending its 
regulations on institutional review 
boards (IRE's) and on informed consent 
to conform them to the "Federal Policy 
for the Protet:tion of Human Research 
Subjects" (Federal Policy) published 
elsewhere m this issue of the Federal 
Register. Existing FDA regulations 
governing the protection of human 
subjects share a common core with the 
Federal Policy and implement the 
fundamental principles embodied in that 
policy. 
EFFECTIVE DATE: August 19, 1991. 
FOR FURTHER INFORMATION CONTACT: 
Richard M. Klein, Office of Health 
Affairs (HFY-20). Food and Drug 
Administration, 5600 Fishers Lane. 
Rockville, MD 20357, 301-443-1382. 
SUPPLEMENTARY INFORMATION: 

I. Background 

FDA is charged by statute with 
ensuring the protection of the ris.;hts. 
safety. and welfare of human subjects 
who participate in clinical investigations 
involving arucles subject to section 
5U5(i), 507(d), or 520(g) of the Federal 
Food, Drug. and Cosmetic Act (the act) 
(21 U.S.C. 355(i). 357(d), or 360j(g)). as 
well RS clinical investigations that 
support applications for research or 
marketing permits for products regulated 
by FDA, including food and color 
additives. drugs for human use, medical 
devices for human use, bioloqical 
products for human use. and electronic 
nroducts. 

ln the Federal Register of January 27. 
1981, FDA adopted regulations 
governing informed consent of humhn 
subjects (21 CFR part 50; 46 FR 8942) 
and regulations establishing standartis 
for the composition. operation. and 
responsibilities of IRB's that review 
clinical investigations involving human 
subjec:ts (21 CFR part 56: 46 FR 8958). At 
the same time. the Department of Health 
;md I Iuman Services (HHS) adopted 

regulations on the protect;on of hur:um 
research 5Ubjects HS CFR p;;rt 4fl; 46 FR 
8:;66). The FDA and HHS re~ulations 
share a common framework. 

~n December 1981. the President's 
CGmmisf:ion for the sturlv of Ethlcal 
Problems m tvtedicine and Biomedical 
<.md Behavioral Research (t!'Je 
commission) issued its "First Biennial 
Report on the Adequacy and Uniformity 
of Federal Rules and Policies. and their 
Implementation, for the Protection of 
Human Subjects in Biomedical and 
Behavioral Research. Protecting Human 
Subjects." The commission 
recommended that all Federal 
departments and agencies adopt the 
HHS regulations (45 CFR part 4ti). 

In May 1982. the President's Science 
Advisor. Office of Science and 
Technology Policy (OSTP), appointed an 
ad hoc Committee for the Protection of 
Human Research Subjects (the 
committee). under the auspices of the 
Federal Coordinating Council for 
Science. Engineering. and Technology 
(FCCSE'Il, to respond to the 
recommendations of the commission. 
The committee. composed of 
representatives and ex officio members 
from departments and agencies that 
conduct, support, or regulate research 
involving human subjects. developed 
responses to the commission in 
consultation with OSTP and the Office 
of Management and Budget (OMB). 

The committee agreed that uniformity 
of Federal regulations on human subject 
protection is desirable to eliminate 
unnecessary regulations and to promote 
increased understanding by-institutions 
that conduct federally-supported or 
regulated research. The committee 
developed a model policy which OSTP 
\ater modified and. with the concurrence 
of all affected FerlP.ral departments and 
agencies. published as a proposal in the 
Federal Register of June 3. 1986 (51 FR 
20204). More than 200 comments were 
submitted in response to the proposal. 
Published elsewhere in this issue of the 
Federal Register is the final rule on the 
Federal Policv. 

FDA concurs in that final rule. In the 
Federal Register of November 10. 1988 
(53 FR 45678), the agency proposed to 
umend its regollations in 21 CFR parts sa 
and 56 to conform them to the Federal 
Policy to the extent permitted by the act. 
The agency ia committed to being as 
consistent with the final Federal Policv 
as it can be, given the unique · 
requirements of the act and the fact that 
FDA is a regulatory agency that rarely 
supports or conducts research under its 
regulations. However. as explained in 
the proposed rule. FDA must divP.rge 
from § § --lOl(h) and -~116(d) 
of the Federull'olic:y. 

2002f: 

FDA received 22 comments on the 
e~roposP.d rule from sponsora of 
reguiated resP.arch. institutional review 
uoard members and staff. academic 
institutions. medical societies. and 
lawvers. Several comrr,cr:ts were 
prepared by organi:::ntwns. each 
representing a consort:a of institutions 
that had been pollerl c::::::cming thr 
proposed rule. 

.4. General Comments 

1. The majority of comments 
supported tho agency's efforts to 
conform to the Federal Policy. 

2. The majority of comments received 
concerned the proposal I<> amend 
§ 56.108(b) to require that IRB's follow 
written guidelines for ensuring the 
reporting of scientific misconduct and of 
unanticipated problems to the IRB. 
institutional officials, and FDA. Two 
comments noted that this provision 
would make the IRB the institutional 
body that investigate.:l Hlleged frau~ 
severely damaging the IRB/investig:~tor 
relationship and possibly diminishing 
the effectiveness of the IRB in protecting 
human stJbjects. Several comments 
noted that the proposed additional 
reporting requirements would d.•plica e 
investigator and sponsor reporting 
requirements and would be difficult fm 
the IRB to enforce. One comment said 
that this section may adversely affect 
the IRE/institution relationship and 
asked how FDA intended to ensure that 
reporting occurred. One comment 
interpreted the provision as applicable 
to animal studies and wondered 
whether IRB's would be responsible wr 
contacting sponsors. One comment 
expressed concern thut the workload of 
the IRB would increase and adveraely 
affect the recruitment of new members. 
One comment sought to exclude 
Adverse Drug Reaction reports. One 
comment argued that the reporting 
requirement was unauthorized by law. 

Two comments from sponsors 
requested that sponsor notification be 
added under proposed § 56.108(b ), 
noting that an investigator engaged in 
misconduct is w1likely to report that 
misconduct to the IRB. and that the 
sponsor is the entity that frequently 
detects misconduct throt1gh its extensive 
monitoring practices. Ir. addition. these 
comments requested clarification of the 
office in FDA to which scientific 
misconduct should be re?orted. Several 
comments requested that FDA define or 
clarify ·•scientific misconduct" and 
"unanticipated problems." 

Since the proposed model policy wa11 
published. the Public Health Serrice 
published a final rule concerning fraud 
Hnd misconduct in science (ft4 FR 32446. 
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August 8, 1989). Becau~e that rule directs 
institutions to establish provisions fo•· 
t!!e investigation of all~ged scientific 
fraud and misconduct, I the mention of 
"scientific misccnduct'' has been 
deleted. as unnecessary. from the model 
policy. Because FDA dnly proposed lo 
require that lRB's repqrt scientific 
misconduct to be cons~stent with the 
mode! policy, it has d~leted this 
requirement f;cm its flnal rule. This 
acuon should allay m~ny of the 
concerns expressed in the comments. 

Moreover. FDA beli!;!ves that the 
comments misconstrued the intent of 
~ 56.10B(b). This section requires simply 
that an IRB ha\·e procedures by which it 
checks to ensure in reykwing each 
study presented. that provision has been 
made in the study to flOtify the IRE. 
appropriate institutiol}al officials, and 
FDA in the specified dircumstancc&. 
Section 56.108(b} does not require that 
the IRB itstlf provide ~he notification to 
eithc: the institu~ion dr to FDA, unless 
such reporting would hot otherNiss 
occur. Altnough FDA's regulations 
include reJ:orting req4irements for 
certain types of inves~igational articles 
I see. e.g .. .21 CFR part~ 312 
(investigational drugs) and 812 
(investigational devices)), there are no 
such provisions for othe:- &.rticles that 
may be tr.e subject of/ an investigation 
[e.g. food additives). ~ecause all 
regulated research to!be conducted at an 
institution will come before the IRB. 
FDA finds that the IRl3 is tb 
uppropriate entity to pharge with the 
resoonsibility for ens~ring that reporting 
of the specified probl~ms to the L;TJ.B, the 
il~stitution. and the ager:~v will occur. 

3. One comment urged FDA to mnve 
toward the adoption of an assurance 
svstem as establlshe¢ for the other 
Agencies w1thin HHS to guarantee 
compliance with regulations for the 
protectiun cf human ~ubjects. 

FDA continues to beiieve that it 
would be inappropriate for it to adopt 
this mechanism. As ~tated in the final 
ruie in the Federal Rhister of January 
2.7, 19d1 (46 FR 8959. ~omment 2). the 
benefits of assurance from IRB's that are 
wbject to FDA jurisdiction, but not 
otherwise to HHS jurisdiction. do not 
justify the increased administrative 
burdens thut would tesult from an 
assurance system. FpA rehes on its 
Bioresearch Monitoring Program. along 
with it~ educational ~fforts. to assure 
compliance with the~e regulations. 

4. One comment e)<pressed concern 
ovet FDA's propose~ divergences from 
sections lOl(h) and 116(di of the Federal 
Policv. The comment contended that it is 
scmetimes Jmpossib~e to obtain 
informed consent. a$ defined by FDA's 
l'egu.lations. in foreign clinical trials. 

As stated in the proposed rule (53 FR 
45679), FDA does not have the authority 
to accept the procedures followed in a 
foreign country in lieu of informed 
consent as required by the act for 
studies that are conducted under a 
research permit that it granta. The 
comment did not provide any 
infmmation that would compel a 
different conclusion. 

B. Comments on Definitions 

5. One comment suggested that the 
word "discomfort" used in proposed 
§ § 50.3(i) and 56.102(i) is difficult to 
define and is subjective. 

FDA believes that the meaning of 
"discomfort" is sufficiently ciear. FDA 
interprets this term to have its ord.inarv 
meaning: that is, to mean the extent to' 
which a subject may be made 
uncomfortable by the article that is the 
subject of the research. 

6. One comment asserted that 
proposed § 56.102(m), the definition of 
"IRB approval," suggests an mtent to 
change the procedural requirements of 
IRB approval. 

FDA proposed to add this definitwn to 
make the regulations conform to the 
Federal Policy and to clarify the 
meaning of the phrase "IRB approval" 
under this rule. The addition of this 
definition is not intended to effect a 
substantive change in part 56. In the 
preamble to its AugoJ.st 8, 1978 proposal 
of the IRB regulation (43 FR 35186 at 
35197), FDA presented a thorough 
discussion of 1ts authority to require IRB 
review. 

7. One comment stated that the 
reference to "other institutional and 
Federal requirements•· in oroposed 
§ 56.102fm) goes beyond FDA's ability to 
determme other institutional 
requirements and may be 
counterproductive where there is 
conflict between the institutional 
requirements and FDA or HHS 
requirements. The suggestion is maue to 
delete "and other instituhonal • • • 
requirements." 

This definition is intended to make 
dear that IRB approval is to be based on 
a determination that the proposed 
research is acceptabie under any 
applicable institutional requirements, 
applicable law. and standards of 
professional conduct and oractice. If 
there are conflicts between the 
institutional requirements and Federal 
law, those conflicts obviouslv must be 
resolved in favor of the Federal law. 
However, institutional requirements 
often address matters not addressed by 
Federal law. Therefore. FDA finds it 
appropriate to mention both institutional 
and Federal requirements in this 
definition. 

8. One comment suggested 
substituting "clinical investigation" for 
the word "research" in§ 56.102(m)i. 

FDA rejects the suggestion. FDA has 
defined "clinical investigation'' in 
§ 56.102(c) to be synon~mous with 
"research" ('i6 FR 8976). Because f]DA 
deeires to conform to tte Federal Policy 
ar.d in the absence of a compellinl! 
argume1'lt to diverge fror.1 it, FDA fs 
using the word used in the Federal 
Policy. 

9. Several comments suggested 
deletin~ "at an institution" from 
§ 56.102(m), contending that this phrase 
may confuse the original intent of ithe 
meaning of IRB approval. Anotheit 
comment noted that much research 
today is conducted outside the 
institutional setting. 

FDA reiects the comments. In 1pn. 
when FDA adopted the IRS regulations. 
FDA intentionally defined "instittitio::" 
broadly to include "any public Gr private 
entity or agency'' {§ 56.'!C2ff): 46 f1R 
8963, comment 27). 1i:us, § 56.102(m) is 
consistent with the ori~inal iPt2r:t of the 
IRB regulations. - , 

10. One comment su~l!ested re·~i3i:u:: 
§ 56.1G2(m) to read "IF.B approval means 
• • • that the research has been 
reviewed for undue risk to the sul:>ject 
and may be conducted • • • ." : 

FDA rejects the suggestion. Th~ 
suggested chan!!e does not adequately 
describe the role of the IRB. The IRB's 
review of studies and informed cqnsent 
documents in:ludes numerous 
considerations in addition to whethP.r 
the study nres~nts undue risks to the 
human subjects im·oived. 

C. Commer.ts on Exemprions Frorr. JRB 
Requiremer:ts ' 

11. One comment reques!ed th~t no 
exemptions from IRE requiremen~s be 
granted fa:: those populations alr~ad~· 
identified as vulnerable. · 

FDA did not propose LIJ.at studies 
involving vulnerable populations! be 
exempt tram IRB reviev.r. The on~y 
exemptions from the IRB review 
requirements were established in the 
1981 final rule (46 FR 8942: 21 CFR 
56.104). The use of an investigational 
article is excmot from IRB review if th!' 
investigation started before july ~7. 
1931, before the requirement of IRB 
review was in effect. or if it involves an 
emergency use of the test article) in 
which case there is not time for lRB 
review before the article is used./ The 
agency found that in these 
circumstances, the considerations that 
support granting an exemption outweigh 
those that would support denying it (46 
FR 8965. comment 413). The comment did 
not provide an:v basis for reconsidering 
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• or revising this judgment. The agency include as nwmb,;rs individuais who are FDA disas:rees with the comment. 

;JOints out that the latter COTiilideration primarily concerned w:th the weifare of Expedited review procedures may only 
'emergency use), which is the only basis vuineraule subjects. Revised§ 56.107(a) be used to review research that involvr 
on which a new study would be exempt. !istt~ categories ot subjec~s who are minimal risk as defined in s 56.102(i) 01 

a;-;pii:?s only to particular uses of an considered vulnerable and rer.ulres that to review minor chan!!eS in previously 
c1rticle and would not provide the basis the institution, or other author.itv. appro\'£~d reseurch {§ 56.1101b)). The 
for an exemption for the use of an article consider including individuals · determmution that such com!itions 
in a particular population. Therefore. knowledgeable and experienced in apply must be m1de by the ch.uirpersUJ 
?DA finds that this comment providus working with these trpes of subjects as of the IRB. or oy one or more 
::J basis for modifying its regulation!!. -.·oti:1t::~ members on the JRB. This experienced mE'mbers of the IRD 

:2. One comment suggested that FDA r8vls(on is not intended to le3sen in anv designated by the chairperson. Thus. 
completely exempt "minimal risk" v:ay the protections for vulnerable · research invoiving \"J~!lerable 
studies from IRD review. popula:ions under FDA's regu_lations. As populations will not be '!ubject to 

FDA rejects the comment. The explained in the proposal (53 FR 45679). expedited review unless a :n.ember of 
determmation of minimal risk can be FDA is makim: this ch<:nge only to the 1R3 has affirmatively determined 
:nade only by members of the !RB. not conform to the la:::guege of the Fedf!ral that the subjects will net be e>'r'f'sed tl 
'he investiSa(or or the sponsor. T!la Pul;cy. any greater risk of harm than tf.:: ',' 
L:urden of an expedited review of a FDA en its own initiative is addir.g encu'Jnter in d:.dlv life or duri:r:~ routim 
~rotocol to determine if it presents parenthpsj'3 to lhe word "reviewers" in physi<;al Or psychoJO;jicai exnrrir.ation 
"':nimal risk is not su great as to justify ~ 56.11\.lfb li.·l) to !fermi! a continnance of or tests. or that a change in research 
t!:.e requested exemption. · , .. , d h · b · d b th h 1 extstlr.g .l"'.B rt>view proce ures. t at nas cen rcv1cwe ·y "! w o e 
D. Comments on JRB Membership· 1 IRB is minor. Obviously, in makir.g the 

E. Comments on !R.B Fi..:nctfonc. en< dt;termmations. the lRR member must 
13. Th:ee comment;; suggested thuc 

FDA d.:Jfi:1e in ~ 56.107 the spocific 
::H:mbers to he included on 8n lRB. 
s~ver3l comments SHilgested that FDA 
i.:fine. in new ~ 56.107\( ). "nun­
sdent.i~!c'' and ""scientific." Two 
comments suggested t.l-tat the IRB 
>~r.luJo "one mzmber wl:o has an 
c:.nnerstanding of the medical risks 
involved."' Another comment suggested 
that § 56.107(c) be ciarified to include n 
statement requir~n'1 that at least one 
memiJer of the IlU3 have an 
understanding oi the scient:!"ic method. 

FUA rejecte t.l-:ese cnmment:l. FDA iw3 
chosen not to pre~<r::rihe profe~s!or.ul 
r:1embership requir2ments for IRB 
f"!'.embers. The rermlations R !low for 
i"icxibility in the makeup of r::e IRE (st.:<! 
::a FR fl9Go, comr.".f!r:t 05). They require. 
!<oweve~. that then: be at it!ast one 
::1emoer whose concerns are in 
:wnscience areas and one member wf-to 
' • .;.s the professional comp8r.:!ncy to 
"eview the propa.>ed ~esenrch. su.:h <.:s a 
;:>hysicmn. FDA interprets ·comnetencv·· 
:n this context to ir.dude the abtlity to­
unuerst~md the scier.tific method. The 
J~;,encv beEeves th[H the me~nbership 
r3'.11liremeni.s thnt it has adonted a:e 
,;tleqt:ate to ensure that an lrtB will he 
al:lis to fully consiper the issues 
presented by a study. 

H. One comment suggested that the 
p~oposed change in § 56.10/(a). ailowin~ 
lRB's that regularly review studies that­
involve vulnerable categories of subjects 
:o consider includin~ as a member an 
individual knowledgeable about, and 
experienced in, working with vulnerable 
populations, will afford less human 
s:.~bject protection than the current 
regulation. 

'rhe current regulation states that an 
IRB that regularly reviews research 
:nvolving vulnerable populations should 

Operctior?.<; consider the nature oi the ~ubt~ct 
l~. StJvm·ai comc:<'nts S:)ught po;:ntiation. i>~..Jrf'twer. if expedited 

c ~:lrificatior: of new * Sfl.1~:'; t. )\:) With rev1ew is undertnken. the rc·;tewer mil 
:~sw.rd to the defir:ition and P.xercise ull the authoriiV oi thn IRA. 
:.1(rJrpretation of "any unaniicipated includi:;g the authority ~nJt!r 
;;r'Ju!ems invoi\"in~ risks to ;lllman 3 56.111(::.~)(3) io ensure thac an:; sped: 
s;•oiects and other~" and the level of probic:ns of vulnerable pr.ptllations 
risk to be reported. hc!Vi! cl'en addressed. Thus. FDA 

FDA interpret£ this phrase to me:1n an bdieves chat vulnerable populations 
unexp~cted adverse ex:Jerience that i~ will not be invo!l:ed in r€searci that h. 
r.ot listed in the labeling for the test been subject to expl:ldited review 
article. Such experience incluri~s an procedures without full c:msideration 
event 1hat m11y be symptomatically and •vhether such :csearch should btl sui.lj1 
p<lthophysiologir.ally rP!ated to an eve!lt to expedited review at all and. if so. o• 
l:st~d in the labelin~ b'.!t that d\ffers their ir:terests. Therefore, FDA does n< 
f;·om the e\'e~t b~ca.use of l!"~ater agree wnh the corr:::ncnt. 
s7er.ificity or se\'erity. T:H? .... ,, •. 'n"d · f'qfJ · h 1 1 . f d G. C:;.r.ment!l L'i1 Crfi.Rrio jn: t • 
··,~t.~en" as n:e\'iC'.!~ •. v Jc>en m:.il"'.r: us · ,. a 1.. 

t- • .:i np.-o~·cf c_; J.tosP.arc .. ~ 
i-i-Jrsar~s \vho Ci!'~ pRrt;~~:;r. ~h~? in :!inicul 
trial!; u.1ci.er th'l same or s:sih~ 
pruiocols o: wbo may be ilff~ct;.~d by 
;:roducts or proct>dures denc'J!JCd ir. 
tnose trials (see 53 FR -Euol. -t5ti65: 
.'··o,.·en::.~t::r 10, 198£"\,L 

F. Cammrmts on Hxpedi'<::J /:",:: .r"-f1· 

Procedure~· 

15. 0:-!e comment re<ld ;h~ 
;HHenthetica.l cbang':l in§ 8c.11J:.b) ... ...,; 
one year or io!:s," dS affectir.g a change 
fr."Jr:l the ~.:urrent :s;.!ulatior:s. 

FDA dl~agrees \•;Hh the comment. 
Under current regulations. the lRD m'ly 
rtpprove a study that wili continue 
beyond 1 year. such as a longitudinal 
followup study. The IRB is obligated. 
however, under§ 50.109(e) (21 CFR 
56.109(8)), to conduct continuing revi<Jw 
cf the research at intervals appropriate 
to the degree of risk that it presents but 
not less than once a year. 

17. One comment stated thut 
exredited review procedures should 
never be used in research that involves 
vulnerable populations. 

1!.1. On,; commPnt sug!Zest"c..illeh)t:n[ 
"'• · · et:onomically or eclucanonaliy 
diEat.l,:a!1!R'!ed persons • • ,., from m 
~ 55.11H;l112l. str.ting rhui it would be 
iml)o~smle ior the !RB or the ciinic<:l 
\11~e~tigator to make that dDterminatir 

FDA disagrees with the com:nent. P 
stated in§ 5u.111(b), FD,\ exp;cts the 
!F..E to m~ke sure tl:at udequate 
protections are inc!ut.!ed in those clini 
investi~ations in which vulneruble 
subjec;s wiil be participating. There is 
no requirem~nt for the IRB to ::n&ke a 
determin~tt!on that individual subject~ 
are disadvantaged. However, the IRB 
requ.ired to determine whether it is 
likely that vulnerable individuals will 
invol\"ed in the study, and. if so. whet1 
adequate safeguards have been indue 
to protect the study subjects or wheth 
additional safeguards are nece~sary. 

II. Em•ironmental Impact 

The agency has determined under 2 
CFR 25.24(a)(B) that this action is of 11 

type that doe!l not individually or 
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cumulatively have a signi~icant effect on 
the human environment. ~herefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required. 

1!1. Economic and Regulatory 
Assessments 

FDA has examined the economic 
consequences of the final,amendments 
to its regulations pertaini~g to IP.B's and 
to informed consent in acpordance with 
the criteria in section 1(b), of Executive 
Order 12291 and found that these 
amendinents would not be a major rule 
under the Executive Order. The agency 
also has considered the efiect that thg 
final rule would have on $mall entities 
including smell businesses in 
accordance with L~e Reg~latcry 
Flexibility Act (Pub. L. 96+-354). The 
agency certifies that there will not be a 
significant economic impact on a 
substanlio.1i number of small entities. 
rDA exoiained the basis fur these 
c•Jnclusions in the proposal (53 FR 
45531). Tice ag!!ncy did not receive any 
commenl11 that suggest ccntrary 
concluswm. This final rule contains 
information collections subject to the 
Panerv.'ork Reriuction Act of 1930. These 
informc.ticn collections have been 
approved under 0!\.ffi contrc! number 
0910-{)13l). 

List of S:.tbjects in 

21 CFR Part 50 

Prisoners. Reporting aijci 
reo::ordkccpii"g requirements. Research. 
Safety. 

::z CFR Part 5fi 

Report:~g and Hecordi.,:eping 
requirements. R::Jsearch. Safety. 

Therefore. under the Federal food, 
Dra~. and Cosmetic Act and the Public 
Health Serv1ce Act. 21 CfR parts 50 and 
56 are amended as follm.:vs: 

PART 5o-PROTECTION OF HUMAN 
SUBJECTS 

1. The au:horitv citatior: br 21 CFR 
part 50 continues to read es fuliows: 

Authority: S<Jcs. 201. 40~. 406. 409, &o;•. 503, 
5C5.50B.507.510.513-516.51B-5~0.701.iOG. 
B01 of the Federal Food. Drog. and Cosmeti.., 
Act (:!1 U.S.C. 321. 34<1. 34fla. 343. :15:!. 3:i3, 
355. 356. 35:", 350, 3GOc-3Wf. 36011-300j. 371. 
376. 381): sees. 215. 301. 351, 3ih-3oOF oi the 
Pubiic Health St:rvic.e Acl (42 U.5.C. 216. 2-il. 
202. 263b-·2.63n l. 

Z. Section 50.3 is amended by revising 
paragraph (lj to read as follows: 

§ 50.3 Deflnlticns. 

(I) Mmimal ris.~ means that lhe 
probability and magnitude of harm or 

discomfort anticipated in the research 
are not greater in and of themselves 
than those ordinarily encountered in 
daily life or during the performance of 
routine physical or psychological 
examinations or tests. 

PART 56-INSTITUTIONAL REVIEW 
BOARDS 

3. The authority citation for 21 CFR 
part 56 continues to read as follows: 

Authority: Sees. 201. 406. 408. 409. 501. 502. 
503, sos. soa. sa:. 510. 513-516. 518-520. 701, 
706. 801 of the Federal Food. Dru~. and 
Cosmetic Act (21 U S.C. 321. 340. 34Ga. 3-1!1, 
351,352,3~3.355.356.357,3C0,360~1b0f, 
:JGOh-36\li. 371. 376. 3511: sees. 215, 301, 351. 
354-360F of the Public Health Service Act (4Z 
U.5.C. 216. 241. :oz. 2G:>:r-263u). 

4. Section 56.102 is amended by 
revisir.g paragraph (i) and by adding 
new paragraph (rr.) to rtlaJ as follows: 

§ 56.102 Definitions. 

(i) Minimal ris.ir means thnt the 
probability and ma~nitude of har:n or 
discomfort anticipated in the research 
al'e not greater in and of themselves. 
than those orc!inerilv encountered in 
d.aily life or during the performance of 
routine ph~·sical or paychological 
examinations or tests. 

(m) JRB approval means the 
d's termination of the IRB that the clinical 
investigation has been reviewed and 
may be conducted at an institution 
within the constraints set f\lrth bv th? 
Hill and by other institutional and 
FeJeral requirements. 

5. Section 56.104 is amended by 
adding nmN paragraph (d) to read as 
follows: 

§ ~&.104 Exemptions trom IRB 
requlremll!nt. 

(d) Tast(:l and food quality tJ"I:d}uatiuns 
and co:1sumer acceptance studies. \f 
wholesome foods without addltivt!s are 
consumed or if a food is consumed that 
contains a food ingredient at or below 
tL~ ievel and for a m:a found to be sufc:. 
or a~ricultural. chemica!. or 
environmental contaminant at or Lelow 
the level found to be safe. by the Food 
and Dru~ Administration or approved by 
the Environmental Protection Agenc:y or 
the Food Safety and lcspection Service 
of the U.S. Department of Agriculture. 

6. Section 56.107 is arnenc!ed bv 
revising paragraphs (a), (b J, and (c) tl' 
read as follows: 

§ 56.107 IRB membership. 
(a) Each IRB shall have at least five 

members, with \·a::·ying backgrounds to 

promote complete and adequate review • 
of research activities commonly 
conducted by the institution. The IRB 
shall be sufficiently qualified through 
the experience and expertise of its 
members. and the diversity of the 
members, including consideration of 
race, gender. cultural backgroucds. and 
sensitivity to such issues as community 
attitudes, to promote respect for its 
advice and counsel in safeguarding the 
rights and welfare of human subjects. In 
addition to possessing the professional 
competence necessary to review the 
s~ecific research activities. the IRB shall 
be able to ascertain the accentabilitv cf 
proposed research in terms cif · 
institutior.al commitments and 
regulations, applicable law. and 
standards or professional conduct and 
practice. The IRB shall therefore include 
nersons knowledgeable in these areas. If 
im IRB regularly reviews research that 
involves a vulnerable catgory cf 
subjects. such as children. prisoners, 
pregnant women. or handicapped o~ 
mentally disabled persons. 
consideration shall be given to the 
indusion of one or more individual~ 
who arc knowledgeable about the 
experie~c.;d in working with fuosa 
subjects. 

(b) Every nondiscriminatory effort will 
be made to ensure that no lRB consists 
entirely of men or entirely of women, 
including the instituton's consideration 
c·f qualified persons of both sexes, so 
long as no selection is made to the IRB 
on the basis of gender. No IP..B may 
consist entirely cf members of o:-:e 
prciession. 

(c) Each IRB shall inclde al iaast one 
member whose prtmary concerns are in 
the scientific area and at least on;;! 
member whose primary concems are in 
nonscientific areas. 

7. Section 56.108 is amended by 
,evising paragraph (a), by removmg 
paragraph (c), by redesignating 
paragraph (bj as paragraph (c), by 
adding a new paragraph (b). and by 
adding a parentheticai statement to the 
end of lhe section to read as fo;]o,\·s: 

§ 56.105 lAB functions ancl op~rations. 

(a) Foiiow written procedures: (1) For 
conauctin.g its initial and continuing 
review of research and for reporting its 
findings and actions to the invesugator 
and the institution; (2) for determining 
whic.h projects require review more 
ofteu than annualiy and which projects 
need verification from sources oti:er 
than the investigator that no material 
changes have occurred since previous 
IRB review: (3) for ensuring prompt 
reporting to the IRB of changes in 
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·r,search activity: and (4} for ensuring 
thJt ch::mgos in approved research. 
.jl::inR the per1od for which IRB 
approval has a!rP.ady been given. may 
:1ot be initiated without 1RB rev1ew and 
·J pproval except where necessarv to 
eliminate apparent immediate hazards 
to the human subiects. 

(b) Follow writien procedures for 
ensuring prompt reporting to the iRB. 
C!ppropriate institutwnal otficials. and 
the Food and Drug Administration of: (1) 
Any unanticipated problems involvinq 
risks to human subjects or others: (21 
any instance of serious or continuing 
nuncompliance with these regulations or 
the requirements or determinations of 
the IKB: or (3) any suspen!lion or 
tot ruination of IRB approwll. 

(information collection requirements in this 
section were approved by the Office of 
~fana<;1ement and Budj;wt (OMDl and ass1~ned 
o~.m crmtrol number Wl(}...{J130) 

il. Section 55.110 is amended bv 
revising paragraph (b) to rP.ad as· 
follows: 

§ 55.110 Expeaited revisw procedure~ tor 
certain kinds of reBearch Involving no more 
than minimal rtsk, and for min"lr changes In 
approved research. 

(h) An IRB may use the expedited 
review procedure to review either or 
both of the following: (1) Some or all of 
the research appearing on the list and 
found by the revir:wer(s) to involve no 
more than minimal risk. (2) minor 
changes in previously approved 
research du:-ing the period (of 1 year or 
tess) for which approval is authorized. 
Under an expedited rP.view procedure. 
the review may b>: carried out by the 
lRB chairperson or by one or more 
~xperienced reviewers designated by 
the IRB chairpP.rson from amo!lg the 
members of the IRB. In reviewing the 
~esearch. the reviewers mav exercise all 
of the authorities of the IRri except that 
the reviewers may not disapprove the 
research. A research activity may be 
disapproved only after review in 
accordance with the nonexpedited 
~r:view procedure Ret forth in § !'i6.108{r.). 

9. Section 56.111 is amended bv 
rvvising paragraphs (a)(:l) and (bl to 
read as follows: 

§ 56.111 Criteria for IRS approval of 
research. 

(a) • • • 
[3) Selection of suujects is e4uitaole. 

In making this assessment the IRB 
ohould take into account the purposes of 
the research and the setting in whic:h the 
research will be conducted and should 
'1e particularly co~niznnt of the special 

problems of research im'C·lving 
vuberable po;mL.ltions. s-uch us 
c:1ildren. pri~oncrs. pregnant womc:1. 
1<mdic<J.pped. or mentally disc:blr.d 
persons. or economically cr 
educatic:-.aily disadvantHr;zPd p~!rsons. 

(b) When sume or all uf tho ~uiJjects. 
such as r.hildren, prisoners. pre~nant 
women. r.andicapped. or menially 
disabled persons. o;: econom1cai!~· or 
educationally disadvanmged persons. 
are iikeiy to be ~·uir.erable to coercion o: 
undue iniiuence additionai safe"'uords 
have bPF!ll inducied in the studv" to 
protect the rights and we: fare {~f thesP. 
subjects. 

10. Section 56.115 is amended by 
revising parngraph (a)(6) and by adding 
a oarenthetiCal statement to the end of 
the section to read as follows: 

~ '56.115 me rl!cords. 
(~} • tr • 

:51 \\'ritt~cm procedures lor t!1e IRB as 
r2quircd by ~ 58.108 (a) and (b). 

(lniofmatiun ~;uile~,;tion requirum~:nc; Ul this 
sP.ction wore P.pproved by th?. Office of 
\ianB'!tJnH•nt and Bud~et tO~Uo) and assigned 
O:vffi control m1mber 0910-lll:JOJ 

D<.ted: March .29. 1991. 
David A. Kessler, 
Commi.~.~ianer o; Food und Dr;;);s. 
Louis W. Sullivan. 

S"c:-e:ary o,f.Heallh and Human Surnces. 
[FR Doc. 91-14::00 Filed 6-17-0t: 8:15 ami 
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DEPARTMENT OF EDUCATION 

J4 CFR Parts 350 and 356 

Protection Of Human Subjects­
Disability .and Rehabilitation F.esearc.'l: 
General Provisions, Disability and 
RehaDilitatlon Research: Research 
Fellowships 

AGENCY: Depnrtm~nt of Educ~. :wn. 
ACTION: Interim final regulations with an 
opportuniiy to c:omn:ent. 

SUMMAR't': The Secremrv amends 
program rPg'..l!ations for,!hP. Nation:1l 
Institute on Disability and 
Rehabilitation Research to add certain 
protections for handicapped children 
and mentally disabled persons who ar~ 
the subjGcts of research conducted or 
sponsored by those programs. 
Specifically. the program regulations 
would require that when an institutional 
review board (IRD) reviews research 
involving the!!e research pubjects. the 
!RB must include at least one person 
who is primanly concerned with the 
1\'P.Ifare Clf the rP.~earch subjPct~. Thn 
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regulations are ncccssi!ry as the rrsult 
of the Dennrt:r.ent of Education's 
(DepRrtm.cnt) withdrawal of a departurlc! 
from the common re;:;ulations for the 
protection of human researc!l suojects. 

DATES: Comments ntUst be received on 
or before August 2. 1991. These 
re:;ulations take eifect either August 19. 
1991, or later if the Congress takes 
certain adjou!'I1ments. if you wnnt to 
know 1!Le effective date of these 
regulations. cnil or "''rite the DepartmP.nt 
of Education contact person. A 
d[)cumcr!.t announcing the effecti\'e date 
will l:>e n:~:-,iished in the Federal 
Register. 

ADDIUlSSES: A:J comments cuncermmz 
these interim final re~ulations should--be 
addressed to Mr. Edward Glassman: 
Office of Planning. Budget and 
Evaluation; U.S. Department oi 
Euuc::~tion. Federai Building ~u. room 
3127. 400 Maryland Avenue SW .. 
i\'cishington. DC ::0202-4132. 

FOR FURTHER INFORMATION CONTACT: 
Edward B. Glassman. Teiephone: {2021 
401-3132. Deaf and haaring irnpatred 
individuals may call the Federal Dual 
Farly Relay ServH.:e at 1-80~77-13339 
(In the Washington DC area. 20:: 708-
93001 between 8 a.m. and 7 p.m. Eastern 
Time. 
SUPPLEMENTARY INFORMATION: The 
Office of Science and Techno!o~ 
Policy. Executive Office of the President 
(OSTPJ, published a "Proposed Model 
Policy for the Protection of Human 
Subjects" in the Federal Re~ister on jum 
3. 1986 (51 FR ::!O::o.;). OSTP adopted a 
final policy for the protection nf human 
research subjer.ts on November 10. 19iUI 
(5~ FR 45660). The Final Policy '!doptcd 
by OSTP was included in proposed 
common regulations published in the 
federnl Register on November 10. 193H 
{53 CFR 45561) by sixteen dP.p:lrtments 
and a~enciP.s in the Executive Branch of 
the Federal Government. ir.cluding the 
Department of Educatiur.. Th£> final 
common regulations are publi~hed in 
another section of this Federal Register 
part. 

The notice of proposed rulem11king 
(NPR~) for the common regulations 
spec;fic~:lly asked for comments 
addressmg what effe;:;t promulgation of 
the ModP.t Policv would havP. on each of 
the agencies invoiveci in the proposed 
rulemaking. The Secretary proposed a 
dP.parture from the common regulations 
that would require represP.ntation on an 
!nstitutiomd Re\•iew Board (IRB) of at 
least one person pri:r.arily concerned 
with the welfare of the research subjer.tr 
whenever the research involves 
handicapped children or mnntally 
disabled pP.rRons. As disr.ussl!d helow. 
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the Sccretarv has decided :to withcira•w 
this across-the-board dc:Jarture in favor 
of program-specific regubtions under 
those programs of the Dep~rtment that 
are likely to support ccver~d research 
that involve$ these research subjects. 

Composition of ilie IRB 

Comment 

The Departm~nt proposed a departure 
to § __ ,l07(a) of the common 
regulations that wouid have required 
that, for ali programs of the Department. 
"when an IRB rGviews research that 
deals with ha01dicapped childr9n or 
mentallv disabled oersons. the IRB shall 
include 'at least one person primaril!' 
concerned with the welfare of the 
research subjects." The refainder of the 
departure reiterated the cqmmon rule's 
provision, which required institutions to 
consider renresentation on the lRB of 
persons wh·o are knowledgeable about 
and experienced in worki~g with certain 
vulnerable subjects if the ~RB re~~U!arly 
reviews research invoivin~ those 
vulnerable subjects. Twenty-one 
institutions focused on this proposed 
departure in the!r comments. The 
majority of these comments were 
opposed to the proposed departure. 

Some commenters. while supporting 
the proposed gcnerallunguage in 
§ -107, stated their belief that the 
departure was not necessary because 
the policy in § __ 107 al~eady 
addresses representation of the special 
concerns of vulnerable subjects on the 
IRB. Thus, the rights of handicapped 
chiidren and mentally disabled persons 
should be represented en 11ny IRB that 
regularly reviews propos~ls involving 
those individuals and the~e is nothing to 
be gained by emphasizing: these two 
categories of subjects. Such an emphasis 
was seen as a precedent with the 
potential for discrimination against 
other categones of vulnerable subjects. 
When special expertise is: required, IRBs 
already have the option. and, they 
believed. the obligation to seek informed 
consultamR. However. one commenter 
stdted "If in future staffing of our IRB, 
someone with exoertise in this area is 
available and willing to s~rve, we would 
be happy to encourage subh 
participation." • 

One commenter suggested that only 
when an IRB regularly reviews research 
that deals with handicap~ed chiidren or 
mentally disabled persons should the 
lRD include at least one person 
primarily concerned with

1

the welfare of 
the research subjects. Otherwise, 
consultation should take place when 
appropriate. Another suggestion wws 
that handicapped children be added to 
the list of examples of vulnerable 

subjects for which an IRB that regularly 
reviews research might want to consider 
inclusion of one or more members who 
arll knowledgeable about and 
experienced in working with these 
subjects. 

Some commenters objected to the lack 
of consistency among Federal agencies 
and cited the Department of Education's 
proposed departure as inconsistent with 
thll pu."Pose of the common rule. One 
commenter indicated that the dep<irture 
would not pose any problem. 

Response 

The language of the proposed 
departure was rooted in the Secretery's 
concern that the welfare of research 
subjects who are handicappsd children 
or mentally disabled persons be 
adequately protected because of the 
diminished capacity of such persons to 
protect their own interests and their 
corresponding greater potential fer 
harm. It shculd be noted that, while the 
common rule does. in general, protect 
the interests of vulnerable populations. 
it does not specifically comman:i 
representation of their interests in all 
cases. For example. the conunon rule 
only requires that when an IRB regularly 
reviews research involving ,,.-ulnerable 
subjects, consideration should be given 
to Including on the IRD a researcher 
experienced in working with such 
subjects. Thus. the Department belillves 
it is appropriate to offer special 
protection for handicapped-children and 
mentally disabled persons, and the 
protection proposed in the departure 
would have satisfied that need. 

The comments also appear to 
misunderstand the intent of the 
Department's proposed departure:. Some 
commenters beiieved that the deoarture 
would require that an IRB include a 
permanent member to represent the 
special populations covered by the 
departure. Others appeared to believe 
that the departure would apply to all 
research of the institution that involved 
the special populations covered by the 
departure. The proposed departure 
would have produced neither of these 
results. Instead, the proposed departure 
would have required the addition of one 
member on an ad hoc basis only when 
the research is sponsored or funded by 
the Department of Education and 
purposefully requires the inclusion of 
handicapped children or mentally 
disabled persons. 

As explained above, the Secretary 
believes that there is a special need to 
protect handicapped children and 
mentally disabllild persons. However, 
given the broad policy objective of 
providing consistent treatment through 
Cllmmon regulations, the Secretary has 

decided that the lRB special 
representation requirements contair..e:..i 
in the proposed departure are not 
necessary for most of the programs of 
the Department, because most prcgrams 
of the Department do not support 
research likely to involve those persons. 
Thus. the Secretary has decided to 
withdraw the departure. However. the 
Secretary believes that the concerns 
addressed by the proposed departure 
have a particular urgency in those 
programs of the Department that support 
a significant amount of research 
involving handicapped children and 
mentally disabled persons. Therefore, 
the Secretary is amending the 
regulations for the programs of the 
National Institute on Disability and 
Rehabilitation Research (34 CFR parts 
350 and 356) to ensure that the 
protections that would have been 
affo::ded under the departure are 
implemented in those specific programs. 

Although the Secretary has decided to 
publish this re~ulaticn in final fonn. due 
to the strong public interest created by 
the proposed departure, and because a 
number of commenters appeared lo 
misunderstand the effect of the 
proposed rule. the Secretary has also 
decided to offer the public an additional 
opportunity to comment on the final 
rule. The address to which cornrnenters 
should send their comments and the 
date by which those comments must ~e 
received is stated at the beginning of · 
this preamble. 

Changes 

In the notice of proposed rulemakinr,:o, 
the proposed departure was stated as 
follO\·is: "When an IRB reviews research 
that deals with handicapped children or 
mentallv disabled oersons. the IRB must 
include ·at least one person primarily 
concerned with the welfare of the 
research subjects." The Secretary has· 
decided to change this language in the 
program-specific regclations adopted ·in 
this document to make clear that the 
regulation specifically protects 
handicapped children and mentally 
disabled persons when those persons' 
are purposefully included in a research 
protocol. rather than incidentally. 
Therefore, the language has been 
changed to state: "When an IRB reviews 
research that purposefully requires 
inclusion of handicapped children or 
mentally disabled persons in the 
research sample, the IRB must include at 
least one person primarily concerned 
with the welfare of the research 
subjects." 
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