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DRAFT 

MEMORANDUM FOR : 
SECRETARY OF HEALTH AND HUMAN SERVICES 
SECRETARY OF DEFENSE 
SECRETARY OF ENERGY 
DIRECTOR, CENTRAL INTELLIGENCE AGENCY 
HEADS OF SUCH OTHER DEPARTMENTS AND AGENCIES THAT MAY 
CONDUCT OR SUPPORT CLASSIFIED HUMAN RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, final reportr the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
recommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research involving human subjects where such research serves important 
national security interests. The Committee found, however, that classified human subjects 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to informed consent requirements and the absence 
of any special review and approval process for human research that is to be classified." 
ACHRE recommend that all classified research projects meet the following requirements: 

obtain informed consent from all human subjects; 
inform subjects of the identity of the sponsoring agency, 
inform subjects that the project involves classified research; 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances" that reviews scientific merit, 
risk-benefit tradeoffs, and ensures subjects have enough information to give valid 
consent; and 
maintain permanent records of the panel's deliberations and consent procedures. 

This memorandum implements these recommendations with some modifications. For 
classified research, it prohibits waiver of informed consent and requires researchers to 



disclose that the project is classified. For all but minimal risk studies, it requires researchers 
to inform subjects of the sponsoring agency. It also requires permanent recordkeeping. 

The memorandum also responds to ACHRE's call for a special review process for classified 
human subjects research. It requires that institutional review boards for secret projects 
include a non-governmental member, and establishes an appeals process so that any member 
of a review board who believes a project should not go forward can appeal the board's 
decision to approve it. 

Finally, this memorandum sets forth additional steps to ensure that classified human 
research is rare. It requires the heads of Federal agencies to disclose annually the number of 
secret human research projects undertaken by their agency. It also prohibits any agency from 
conducting secret human research without first promulgating a final rule applying the Federal 
Policy for the Protection of Human Subjects, as modified in this memorandum, to the agency. 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 
of research participants. 

1. Modifications to the Federal Policy for the Protection of Human Subjects as it affects y 
Classified Research. All agencies that may conduct or support classified research that is , y 
subject to the 1991 Federal Policy for the Protection of Human Subjects ("Common Rule") / Q^/ 
shall, within 60 days, jointly publish in the Federal Register the following revisions to 
Common Rule as it affects classified research. The Office for Protection from Research 
Risks in the Department of Health and Human Services shall coordinate the joint rulemaking. 

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified 
research. 

(b) The agencies shall jointly propose to prohibit the use of expedited review procedures 
under the Common Rule for classified research. 

(c) The proposal should take comment on whether all research exemptions under the 
Common Rule should be maintained for classified research. 

(d) The agencies shall jointly propose to require that in classified research involving human 
subjects, two additional elements of information be provided to potential subjects when 
consent is sought from subjects: 

• 

(i) the identity of the sponsoring Federal agency, unless the head of the sponsoring 
agency determines that providing this information could compromise 
intelligence sources or methods and the proposed research involves no more 
than minimal risk to potential subjects; and 

(ii) a statement that the project is classified and an explanation of what classified 
means. 



(e) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research as follows: 

(i) The Common Rule currently requires that each IRB "include at least one member 
who is not otherwise affiliated with the institution and who is not part of the a 
immediate family of a person who is affiliated with the institution." For classified 
research, the agencies shall define "not otherwise affiliated with the institution," as a 
non-governmental member with the appropriate security clearance. 

(ii) Under the Common Rule, research projects are approved by the IRB if a 
"majority of those [IRB] members present at a meeting" approve the project. For 
classified research, the agencies shall propose to permit any member of the IRB who 
does not believe a specific project should be approved by the IRB to appeal a majority 
decision to approve that project to the head of the sponsoring agency. If the agency 
head affirms the IRB's decision to approve the project, the dissenting IRB member 
may appeal the IRB's decision to the Director of the White House Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's 
decision and approve or disapprove the project, or, at the Director's discretion, 
convene an IRB made up of non-governmental officials, each with the appropriate 
security clearances, to approve or disapprove the project. £wei/û <l / 

(iii) IRB's for classified research shall determine, whether the proposal has scientific cx&'ytift) 
merit; whether the balance of risks and benefits is-adctotable; whether potentiaL^-~^>Vr'/'̂ tt '̂' 
subjects have suffideHUinformationjojnake a vm^mformed consent decision/and \ 

{^hetHeFp^ehtiai subjects need security clearances to be adequately informed when W W G Z 

consent is sought and, ir^o, how suchaearances will affect their privacy and 
voluntariness, r ^ ^ -^v 1 . —^ i, f 

2. Final rules Agencies shall, within one year, after considering any comments, promulgate ^ ^jL.^y^S 
final rules on the protection of human subjects of classified research. ' 

3. Agency head approval of classified research projects. Agencies may not conduct any 
classified human research project subject to the Common Rule unless the agency head has 
personally approved the specific project. 

4. Annual public disclosure of the number of classified research projects. Each agency head 
shall inform the Director of OSTP by September 30 of each year of the-number of classified 
research projects involving human subjects underway on that date and of the number 
completed in the previous 12-month period and of the number of human subjects in each 
project. The Director of OSTP shall report the total number of classified research projects 
and participating subjects to the President. The President shall transmit this number to 
Congressional armed services and intelligence committees and shall publish this number in 
the Federal Register. 1 

5. Definitions. For purposes of this order, the terms "research" and "human subject" shall 
have the meaning set forth in the Common Rule. "Classified human research" means research 



involving "classified information" as defined in Executive Order 12958. 

6. No classified human research without Common Rule. Beginning one year after the date 
of this directive, no agency shall conduct or support classified human research without having 
proposed and promulgated the Common Rule, including the changes set forth in this 
memorandum and any subsequent amendments. 

7. Judicial Review. This memorandum is not intended to create any right or benefit, 
substantive or procedural, enforceable at law by a party against the United States, its 
agencies, its officers, or any other persons. 
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Ellis, Gary 

To: 
Subject: 

JAN 0 $ 1997 

Canning^ Betty 
Clearancje pf proposed memorandum 

The draft Memorandum on "Strengthened Protections for Human Subjects of Clossified Research" should 
be revised as follows: 

Section l(e)(iii) should read; i 
A 1 

"IRBs for classified research sh$ll determine whether poteMiaLsuhiaas-xieed^QcyrtT^ to be 
adequately Informed when consent is sought and, If-sOi-frow such doorancos will affect theU^dvac^Ljnd, 
volumatinesi l ! [ 

In others words, the first three clauses in the existing texi (i.e., scientific merit; risks/benefits; informed 
consent) should be deleted, th? Federal Policy for the Protection of Human Subjects, at Sections 
111(a)(1),(2), and (4), currentlyjrequires IRBs to make these three determinations before approving 
proposed research. The existing regulatory language is specific end well-understood. Introducing new 
phrasing, that differs slightly [frajm the current language, on these three IRB responsibilities is quite 
confusing. 

With this revision, I clear the proposed Memorandum. 

Gary B. Ellis 
Chair 
Human Subjects Research Subcjommlttee 
Committee on Health, Safetyi apd Food 
National Science and Technologjy Council 

and : ; 
Director, Office for Protection fijom Research Risks 

• i : 

Page 1 
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TO: Mac Reed 
Phone: (202) 395-3563 
Fax: (202) 395-7294 

FROM: MaryAnn Shebek 
Phone: (202) 586-1522 
FAX: (202) 50G-8685 

SUBJECT: PropoRPd Executive Memorandum Entitled "Strengthened 
Protection For Human Subjects of Classified Research' 

Consents on subject executive order are attached for your 
consideration. 

2, . pagec including cover sheet 
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Department of Energy 
Washington. DC 20585 

MEMORANDUM FOR: MARYANN SHEBEK 
DEPUTY ASSISTANT GF.WEBAL COUNSEL 
FOR LEGAL COUNSE 

FROM; rlNG 
— N X C ^ V I K M J - ^ , k d . * — - . W ^ h | 

JOAN B. R01 
DIRECTOE 
OFFICt^F NONPROLIFERATION AND NATIONAL SECURITY 

SUBJECT: PROPOSED EXECUTIVE MEMORANDUM ENTITLED "STRENGTHENED 
PROTECTION fOR HUMAN SUBJECTS OF CLASSIFIED RESEARCH" 

The following comments ace subm'jutted concerning the proposed EHccutivw 
Memorandum: 

The memorandum fail s to clearly address the passible clearance 
requirements of the individual human subject. If the memoranrfiun 
implies that only unr.lassified infoiraation is provided to the research 
subject, i t should so state. As the proposal reads now there i s no 
indication whether the hunuin subject must have a clearance or i f only 
"sanitized" information will be provided or i f the individual will he 
asked to sign a non-discloflure agreement. By not addressing these 
issues the proposal may f a l l short of the attempts to strengthen the 
protection of human subiects research. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
OFFICE OF THE GENERAL COUNSEL 

Business and Administrative Law Division 
Room 5362 Cohen Building 
330 Independence Av., S.W. 
Washinqton, D.C. 20201 

Facsimile Transmission Sheet 

TO: Mar, ffeed PROM: Timothy M. White 

OMB, OGC Phone: (202) €19-2155 

FAX: (202) 619 2922 

CALL. FOU PICKUP; 

Total Paget; Fax Number Date 

2 plus cover 33b 7294 December t?, i^ub 

Attached i s a Note providing the Food and Drug Administration 
comments or* the proposed Presidential Memorandum on Protection of 
Human Subjects of Classified Research. Subject to those 
comments, this Department concurs i n the Memorandum. 

The aLLached infO-uueiLiuii ib CONFIDENTIAL! and ia inLenUed only for 
the uaw ol the dddieBBee(a) ideiiLified above. I f the reader of 
this meayage is not the intended recipient(s) or the employee or 
agent responsible for delivering che message to the intended 
recipient(s), please note that any dissemination, distribution or 
copying of the communication is s t r i c t l y prohibited. Anyone who 
receives this communication in error should notify us immediately 
by telephone (202-613-0150) and return the original message to us 
at the address above via U.S. Mail. Thank you. 



12- 6-96 ; 17 = 46 ; DHHS OGC BAL̂  GENERAL COUNSa;)? I I 3 
wt- i / i n u - uiwwiv i j . f i , \ j i C - I U I M n u n \n ^ . U A U U . JUUXi. - 1 ZUZ UIO £ Q t £ > * 0 

DEPARTMENT Of HEALTH & HUMAN SERVICES Puoite n«8nn sarvioe 

Food and Drug Administration 
Rockvlle MD 20667 

December 6, 1996 

Note to; Leslie L. Clune 

Subject: Proposed Presidential Memorandum entitled "Streagithened 
Protections Cor Human Subjects of Classified Research11 

The Food and Drug Administration (FDA) haa reviewed tha proposed 
Presidential Memorandum attached to your December 4, 1996, 
memorandum and offers the following commentsi 

If fcmrtb. paragraph, second line: "rnsaarchea" aboulfl be 
•roooarchora" 

y Page 1, fifth paragxajph, last sentence: we believe that 
cherecterlzing Uae oypio^uti ay "lesB burdenBome" could raise a 
red flag for certain individuals. i t may be preferable to delete 
this Bentence--it is not really needed. 

page 2, f i r s t paragraph, last sentence: We guestion whether 
"secret" or "issuing" are the appropriate words. This sentence 
may be more accurate i f i t were to state: " i t also prohibits 
agencies from conducting classified human subject research 
without f i r s t prosulgating Into final regulatioms the Federal 
Policy for the Protection of Human subjects as aodifi«d by 
section 1 below." 

Page 2, third parAgraph; We gtuestion the appropriateness of " a l l 
agencies that ficmduet or support research involving human 
subjects" being r e t i r e d to publish the revioiona pertaining to 
classified resoaroh. Moat agencies that conduct such research do 
nob conduct or support classified research. I t may be mor̂  \ 
relevant end to the point to state that "All affenciea that'-ay 
conduct or support classified research " ' 

Page 2, pai-ayi&ph (b)(2): We suggest adding "an explanation ot 
what 'classified' means" to the requirement to t e l l the subject 
that the project i s classified. 

rage 2, paragraph (c)(1), second line: 
of the line. 

delete the "a" at the end 

Page 2. paragraph (c)(1), last sentence: We (juest ion whether the 
requirement that the member "not otherwise affiliated with the 
institution- be a "non-governmental aember" will accomplish what 
is intended. As currently worded, this member could be a retired 
government person; a spouse o£ a retired government person; a 
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Page 2 - Leslie L. Clune 

contractor to another government agency or a potential contractor 
or grantee (although not active at the time or membership). One 
could make this reguirenant tighter by defining "institution" as 
the government; and by changing "ia not otherwise affiliated" to 
"ia not and has not been at any time otherwise affiliated." 

Page 3. last paragraph-, (this would be clearer i f i t were changed 
to reads "Ho agency phall conOucc or support classified human 
subject research without proposing and promulgating a final 
Common Rule including the changes set forth in this memorandum 
and any subseijuent axaendmentu." 

If you have any quest!oar* about these camnentB, please contact 
Dennis Myers, Director of FDA's Bxecutive Secretariat, at 301-
827-d4S0. 

5 
Mary K. Pendergast 
Deputy Commissioner 
Senior Advisor to the CommxDoionei 



^ r M i \ i wicw i u r v t l t K A N S AFFAIRS 
Washington, D.C. 20420 

OFFICE OF THE GENERAL COUNSEL (023) 

F A X C O V E R S H E E T 

DATE: 
TO: ttl, PiW Y*<L£ 

FROM: ^Wo^orx 01 ^JQ^VITPO 

PHONE: a o a - ^ S S - ^ s k ^ 
FAX: ^^-^^^>-7^^4 
PHONE: (202h273-6334 
FAX: (202)̂ 73-6403 

Number of pages: (including cover page) J l , 

Message: , 

This message is iiuerfed only for the use of the person or office to whom it is addressed and 
may contain information that is privileged, confidential or protected by law. AU others are 
hereby notified that the receipt of this message does HOC waivtf.any applicable privilege or 
exemptioa from disclosure and thai any dissemination, distrfcution, or copying of this 
communicatjon is prohibited. If you have received this comrramicanon in error, please notify us 
immediately by telepbope at the above telephooe number and mum the original message to us 
at tbe above address via the United States Postal Service. Thank you. 
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TO: Mac Reed 

FROM: Department of Veterans Affairs 

SUBJ: Proposed Memorandum Entitled ^Strengthened 

Protections for Human Subjects of Classified 
Research" 

The Department of Veterans Affairs wholeheartedly supports 
the policy underlying the proposed memorandum on cl a s s i f i e d 
research. We believe i t i s entirely appropriate to 
strengthen the protections for human subjects involved in 
cla s s i f i e d research. We sought comments on the proposed 
memorandum from appropriate o f f i c i a l s within VA, The 
Assistant Secretary for Congressional Affairs and the Deputy 
Director, Medical Research, have provided some worthwhile 
suggestions that should be considered. Attached to this 
document are their verbatim comments. 
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Department of M e i T I O r a n C l l i m 
Veterans Affairs 

Decembers, 1996 
Date: 

From: 
Assistant Secretary for Congressional Affairs (009) 

Proposed Memorandum Entitled "Strengthened Protections for Human 
Subjects of Classified Research" 

Richard Robinson (023B) 

L I am suggesting a few minor edits, mainly for grammatical purposes, as shown on the 
attached copy of the proposed memoraDdmn. 

2. I found the discussion of the Federal Policy for the Protection of Human Subjects and J f t / ^ 
the imposition of certain new rules confusing aid illogicaL The last sentence of the 
paragraph at the top of tbe second page says agencies may not conduct secret human 
subjects research "without first issuing fee Federal Policy for the Protection of Human 
Subjects (Emphasis added)." I do not understand how various agencies can aD issue 
"the" federal policy on any topic. There is a problem of either semantics or logic here. 

3. Tbe memorandum sets forth six "sections,* These do not seem to be proposed 
sections of a law, regulation, or directive, and the use of the "sections" designator half 
way through a memorandum seems out of place to me. I suggest that "Sec." be dropped 
from each numbered hem. 

4. The requirement that all agencies involved in human subjects research "jointly" 
propose to make various revisions in the "Common Rule" strikes me as an unnecessarily 
cumbersome approach. I believe it would be easier, and no less effective, for each to be 
requind to revise its own regulations in the prescribed fashion. 

5. The paragraph on "Fmal Rules" (section 2) places no restrictions on the final version 
of the rules that the agencies promulgate. This means that the changes that they are 
required to propose ueed not be included in the rules that actually go into effect Is this J p 
what k intended? \ think it would be more effective to designate a lead agency for <>' 
purposes of these regulations and allow others to deviate only where they can demonstrate 
that tbey most follow a different course in order to carry out their misskHL 

6. In section l(cXl). the memorandum proposes that, for purposes of classified research, 
"not otherwise affiliated with the institution'' be defined as "a non-govemmeotal member 
with the appropriate security clearance." This {daces total reliance on the IRB member in jo 
question not being a government employee and would allow an employee of a private 
sector entity that is very closely affiliated with the institution to serve. Thus, I 
recommend that the second sentence of section 2(cXl) be revised so as to provide that for 
purposes of classified research, all federal government employees [and certain others. 

VAFORM 
MAR 1989 2105 
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Page 2 

such as personal services contractors and consultants?] are to be considered to be I 
affiliated with the institution. 

7. Section 6 seems to require the immediate cessation of all classified research (including 
ongoing projects) until new final rules are actually promulgated If that is the intent, I " 
recommend that section 6 say so specifically. If that is not, I iecomm«id that section 6 
specify what the status of ongoing projects is and how and when the new rales might 
apply to them. 

£2 
Edward P. Scott 
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DRAFT 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT HUMAN SUBJECTS RESEARCH 

^ 

Strmtftrnwl Protcctto for Human Subjecu of CSMsUkd Research 

in fovtuiuHOL TUf mofliowiriuia 
the Podciil Oovcduncoft 

SUBJECT: 

I hwc wQckcd hard to nttore txutt and coMit 
wm tenner otxt trogicw WWMBOIBIC fpta cy 
protectiOBl tof hciMP tnbjocti of dwdfbd icmrch. 

In Jtoury, 19941 ctabliihed the Afrtety CQmitittee oo HBQMS Ra&doa Bxpedments 
(ACHRH) to OMdae npocti * * fte goraawtfW fiaded aod M o ^ d uartWcal human 
ndiirior m|>ciii»Mti dufas tki Gold War. I diwOcd ACHRB lo uoct&tt the tnlta» 
feoodUMnd ttcpt to d ît put wraoĝ  aod pnpotc wayi to pcovcot BBCthkUt hmwi tubjecti 
icaciichttomooamtef faitl»fBntt< In its Oetober, 1995, feal lepoR, tb» Cbnmfttoe 
icoooBMBded, anQfm other tttnfp) tta As govennacat modify its potky pywobof citmHfed 
jeteatch OR btatttt rttjecte (*Rwoinyniteti)iw te Bdinrtag Wtftaai Scggjqr fatwette and 
tte Rights oi tbe PobQc* ReonHnmrirtiM 15, Final Report, Advisory Comrittee on Htanan 
Radktrkm ExperiMtaus). Hrfj mmcnnkm lett forth poUcy cfatny to rctpowc to time 

ACHREidaowJcdyod tta il ii to the ntiooAi toteiHt to coati»» to allow the fovcnmatf 
to condocl ciwytfted research vfftot huiuiiii lubjcrti whexe toch ictciwh acrvct important 
nattoml wciiiity totcicni. Tte Onwdilitpc foond» howvvu* tta ciBitlfif.<I toniun tobjectt 

should be t *iwt evnT ad tta tha "Mtycctt e< mch ttaatefc. a» wdk m tbe 
ot UB m opew ••aeaoe aao s yvaanens oeacxve spcMBi PIOVOCZJODB. 

: 'MtQcptioae to tofiTnK'i* fHirriif icquteoicott and tbe 
awtar nd moval poceae lor tonsas march tta k to te eMfied.' 

lihiH Ujm^mmm: 
A 

WOtiedhy as 
aQwttithe 

r l f l f t i 1 * - - •* 

uaniucc icscaiiBp ana. of jowywf̂ nnw.ittl experts and cUtoiit 

For ciMiifled weeaich, It 
ID gnnoar mac ne pn^eci w 

Tte meaofaadom alao reaped to ACHRE*! cafl for a tpodat review 
iHiinaii wwy ia wjaaggi* tae amwuiMiroi rwpget mx iiauiuiiooai icvw>w ppaw we 
icoet projects todnde a nw iuy'< iiiiimiiiil Mieinbĉ »nd emhlkhca aa appeals ptoccea ao _ 
tta any wawber of a review board ttesfrf Itm mi a project shoold not fo forwari cap appeal 
tbe boapfs decWn to appiewe it Thhl appwech is toe tetdmsote than that rccotmneaded 
by AOHRE but addncsee ACHRE's 
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Ffetlly, tids momonodum tcts forth additkml steps to ensue that classified human 
subjects xescaich is me. It require* the beds of Federal sgcDdes to dkdosc anmully the 

* number of sectet huraan subjects research projects undctUken by tbc agency. It also prohibits 
agencies from coodusting secret human subjects research without fust issuing the Fcdeial . 
PoUcy te tbe Protection of Human Sul̂ ccts. 

These step*, set teth ID detail below, will preserve tbe tovcromenft abmty to oondnct 
any oecessary dassî ed xesearefa involving bmnas subjects wMk ensuring adeqoate protection 

4 
^ m^ea^rAH aatades^t coadoct or sepport research involving haman 

subjects stoH, widrfii 60 date pAUsh k tbe Fedcrri Register tbe following tevisJooe to tbe 
1991 Fedeo! PoUcy te tbel̂ ottctkm of Hmnan Subjects fComnxm Rnle") aa it a£focts v. 

fir ̂P(i) Tbe ̂ ades sfaiH jointly propose to prohibit waiver of informed eocseat for classified 

cYytQ*) The â odea shall joiatty pnpese to xeqnire th* in cb«ifled research involving hnnan 
7 . subjeds. two addtttooal akneott of kfocaation be jrovided to potcntfia sultfeas when 

ie soâ tf ftsnt subjects1. 

the identity of the sponsoring Fsdeal agency, and 

7 ^ ^ astatiaMthattbepcojecttsciaaificd. 

Tbe agendeasJallj^y propose to modify the tadaakwal review bowd <IRB> 
/ n p̂roval procsa te dassified human sobjects resean̂  as fottows: 

Ibe CkMSOMR Rnk camstfly teqoscs thst each IRB "iachide as least one member 
wtofetaOtterwissaftmstedwfchtteiBetfeî  

feaflyof apeaoowhokrfBBttedwiththeinsttattai.- PordassiSed 
tbe aatacke shaB defes "not othawisc afffliated with the fagitortcn/ ai a 

widt the ̂ fropdate teouity clearance. 

§(2) U^tlteCbBMSale,fcse^piq^«»appio«odbytho1BBira 
•m^M^Ofti»[IRB)«eatoiwi«*e»ecditf ftr 

fw* ,̂ fbf jgmafat ijA jsopose to **y —«hf t̂ a tftft who 
i beievt a ̂ edfie project M d be apfeoved by 4ta IRB to appeal a â odty 
i to ippwve dtat pnjea to the Ofaeete of the White Ho** Office of Science 

sod Techaotogy Pottcy CCSTP^ Tbc Dnector of QST? jiaa sevkw the IRB's 
decision and apptova or dkapptuvo the pn̂ sct* or, at Ae Dttecttc'S dtariathaw 
ooovane aa IRB atade ap of non-fOucaraBtal officials, each with the appcopdate 
wciiriiy riwaraftosa, to approve or disapptcwa die pcojcA 
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ffaglnilft Agcncto shall, within one ye<f, tftcf cooridcrteg any commcntt, 
promulgatt final nik* on the protection of human tubjectt <rf da«ifi«d research. (1^ ty^s 

Sâ ft. ĝencv head aoaovd of d^fled laeash Bffii^. Jpiirtririnay not 
cemduct a dataiBcd Imman tobjects research project unU» the agency head has personally 
approved the specific project 

^S^p». Annnalpobiiĉ dosnreof ̂ nanberof i||Tlflr< nmr*' miT^ Bach 
ayncy head shafl iafonn the Director of OSTP by September 30 of each year of tho nanber 
of daseified leeearch projects iovotving hnmaa subjects underway oo toctoe aod of the 
mnaber oompletod hi the pitviooi U-fl»ooth period. Tbe Doctor of OSTP thaQ report the 

t total number of cUaaifled leseatch ptojects is each catefoty to the Pieaidcot TbePMdem 
shaD liauMjH this uttthbcr to CoagressiQnal annod suvices and fitfrnigfiKe ooanalttocs and 
shall pwNish ibis number hi tho Ptdeul Register. 

0 
0 

For pmposes of this ocder, die teens "teseardx" and Twnfun 
subject" shall have tbe meatdng ed fooh in tbc Common Rule. 

{fo foatiqed hmnan sebkets gyMCfa wpoot 
cocdud or tupfxxt daeaified bmac sofajects macaicfa wibout 
Rnie, indwBag tbe chanys sat focth in this wtwtwwmtkm 
TQC1. prootanlgadng a final nde oa the protecdoa of hnman 

No egtacy shall 
ComiBoa 
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S S T S l Memorandum 
Date: DEC 0 5 1996 
from: Deputy Director, Medical Research (121 A) 

s*** Comments on Proposed Memorandum "Strengthened Protections for Human Subjects of Classified 
Research" 

^ Deputy Assistant General Counsel (023B) 
Thru: Sharon M. Johnston 

1. I have reviewed the attached draft memo and am providing comments as requested by 
Gene Hufford (1 OC 1) in the Under Secretary for Health's Office. 

2. Minor editorial and typographical alterations are provided directly on the draft. 1 want to 
point out that the term "human subjects research" is awkward phraseology and is a term 
that in my experience as a clinical researcher I have not used. I do not have the Common 
Rule in front of me so I don't know whether this tenn is used there. If not, I think the 
straightforward term "human research" is more appropriate. 

3. My biggest concern is over the addition of only one non-govemment member to the 
responsible IRB for a classified research project The presumption is that the non-
govemment member will provide a disinterested view to counterweight any government 
interests that could impair or appear to impair the objectivity ofthe IRB. The 
effectiveness of this approach relies on the ability ofthe non-govemment member to go . JP 
against the rest ofthe committee, in the event such a situation arises. An alternative 
might be to require twonon-govemmenl members, one being a clinician/researcher, the 
other being a bioethicist ~ ' 

4. Consideration should also be given to explicitly stating that any non-govemment member 
should have nojubstantialjntgest in the government agency conducting the research 
For example, a non-govemment member should not be a contractor or grantee ofthe 
agency. This could be problem if the agency is the NIH since so many researchers are 
ftnded by NIH. However, I don't believe the NIH does classified research and therefore 
it may be a non- issue. 

cc . Gene Hufford (10C1) 

VAFORM 
MAR 1989 2105 
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— DRAFT — 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT. Streagtteoed Pxotectioos for Roman Subjects of Gassiflcd Reaearch 

t I have woriced hatd to restore tntst and ensuit optQMH in fpvamseot. This meaiotasdam 
/ will father our progress toward these goals by strengthening the Fedenl Govcrnmcsfs 

protoctioas for hunwtn subjects of classified icicircJi 

In Januaiy, 19941 rstahlhTted the Advisory Cmnwlltte on Uunvui RadiatioQ Riporintents 
(ACHR^ to examine tcpons that die gpvcaioeat had fonded and conrfiKtcd uuetlik'al human 
zacfiatioo expedmenss dudng the Ooid War. I dfaeeted ACHRB to uncover the troth, 
xeoomscad steps to tight pact wrongs, and propose wsys to prevent onethkal hunian-̂ rtfRB^ 
research from occurring fa the tare. In its October, 1995, Sasl lepott, the OomnfttBe 
recommended, among other tUnp* thsr the government mo<flfy its policy governing daesified 
research on lamxan tm̂ ects ("Kecossmendatioos for Balancing Natfooai Scxuiity Interests and 
the Rights of the Peblie," Recommendation 15, Final Report, Advisory Comniate on IfcnaJt 
Radfaficm Experimexa). TUs aetnocaadom sets forth policy changes in response to those 

ACHRE acknowjedjjed thst it is in the nation'* htferest to contmoe to allow the government 
to coadoct dassified research asbg hnman subjects where such icsearch serves important 
satioaal security interests. The Conntrinrc foood, however, that dassified tiiiiiiini jmlj Jti " 
xeieaieh sbodd be a "we « W and that the •sobjects of soch research, as wdlastbc 
interests of the pobHc in openpeas in sckace sad k fovemmciU, deserve special protccrkws. 
ACHRE was concealed shoot 'sneptioot to hifocuwil conacnt zcquiruscots aad tho 
of any special revk^aad approval pcoceos for human research that is to be dassified." 
ACHRE rcqwrnrnrflhat ell dassifiai wsear̂  meet the fonowing Aequixuuents. 
— obtain hrfanwd const nt from all hemaa subjects, 

tofoem subjects of the identity of the spoasoring ageacy, 
"* minim eubjects that the pn̂ ed lavolwa dattjfied ttsearrii; aad̂  

bo approMed by an *iad̂ eBdcat pand of aongovenanental expats and cfttol 
teptesentatim, afl with the necesiary secarity ckannces.* ^ 

TMs mesboraodum impteaentt the first these twvwimfnJatkm For dassified teueaich, 
prohibits Waiver of mfooMd coaseat, nqosee ieacard)&to cfisdose that tbe project is 
riattffWd, aad tcqpfree wwawlwii to infocm sobjects of the spoasodng ageacy. 

The memonndnm tilso responds to ACHRE's call for a spedal review process for < 
hrom subjects icsearch. Tbe memorandum seqebes that fasthationsl review boards 
aeoet projects indude a aoa-govexmaeatal member, aad establishes aa appeals ptooess so 
that any member of a review board that believes a project shookl not go forward can appeal 
the boastfs dcdaiOB to approve it. This approach is less burdeosome than that recommended 
by ACHRE bur addresses ACHRE's undedymg concerns. 

r ZM, 
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Rn*Uyf this ntemonadum sets forth additional steps to ensure that classified hnman 
subjects research is rare. It requires the beads of Federal agendes to disclose annually the 
number of secret human «££Heseaxch projects nudsttaVm by the agency. It also prohibits 
agencies from condocting sectet human wipgi T f n inch without first issuing the Federal 
Policy for the Protectioo of Human Sul̂ jccts. 

These ttcpt, Mt forth in detail below, will preserve tbe govcrmnenrs ability to condnd 
any necessary dassified research involving human subjects while ensuring adequate protection 

See l Mbdxflcadqff to tbe Federal FoBcy for tfr Frotc&ton of Roman fobjeyu ̂  it 
affects Oandfled Research. All aaeodes that condnd or saooott research invotvfaf hnman 
subjects sbdU wkhhl 60 days, p̂ Usb in tbe Federal Register tbe following revisions to the 
1991 Federal Policy for the Protectioo of Human Subjects fGxnmon Rale,>) as it affects , 

(a) The sondes sbsfi jointly propose to prohibit wiiver of infonned consent for dassified 

(b) Tbe agendes shall jointly fxoposc to 
sabjecis, two addttiool dements of 
cotweat is sought frosn satjjects*. 

that in dassified research involving fcu^^i 
be provided to potential subjects when 

1) tbe identity of the sponsoring Federal agency; and 

2) a fiatmicat that tbe project is dassified. 

(c) Tbe ageades shall joiady propose to mo&fy tbe imtinrtioBal revkw board (IRB) 
appt oval process for datslfied human* 

whok 
Common Rule cuncntly requses thst each IRB "indude wZ kaat one memhsr 

otbuwlse sffWIsterl widj the lostUullon aad who is not part of tbe a 
fta^of apertoewbobafaiatedwihtheinsttotion." For dassified 

tbe aAradas sbUl defias "aot otherwise sffilisted with tte iattitnttoa,' as a 

(2) UadcrtbeQnzaoBRak,researchpa^ectssresppiOV«iby the IRBif a 
"assjority ô  tb»e [IRB] oes^en peeseat« a meeting" p̂eov* tbe puject For 
dasdfiid seseaflcb, the ageades shaO propose to pennit any member of tbe IRB who 
does not beam a tpeeflle project should be sppnwed by tbe KB to appeal a majority 
dedsion to tppsw peefcet to the Dfaedor ef tte Wla Hotte Office of Sdence 
aad Todmoiogy Policy COSTP"). Tbe Director of OSTP shall review tbe IRB's 
decisioo aad approve or dlsipprovc the project, or, ae the Director's rfiacietlua, 
oocveoe m IRB madeap of aoa-govanmental ofHdals, each with tbe appropriate 
security cieaxaaeea, to approve or Aappiowe the project 

T ^ 
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Sec 2. f\n^ rules Agendes shall, wfthm one yetr, efter considering eny comxnents, 
promulgate final roles on tbe protection of human subjects of dassified research. 

Sec 3. Agepcv faeg yprovil of tesearch projects. Agencies may not 
conduct a classified bumainflggfr research project unless the agency head has personally 
approved the specific project. 

^ Sey 4. Annual pobiic (fisdoscre of the ypber of dassified rescaidi pTpfeyts. Each 
ageacy head shall inform the Director of OSTP by September 30 of each year at tbe nnmber 
of dassified research projects iavotving botnan subjects underway oa that date and of Ae 
number completed in the previous U-moath period. The Director of OSTP sheQ report the 
total manber of dasoifled msweh ptojects in each categocy to the PtesidenL Ti* Reaidest 
shall tfansmft Ale nuniher to Ocwpessiooal aoned services and intelligeoca commhtaes and 
shall publish this somber in tbe federal Register. 

Sey 5. Definitions. Pbr pmposes of this order, the terms "research* aad "hnman 
subject" shall have tbe meaning id forth in the Common Rale. 

Sfigfr No dassified frffig l M » e teyareh withoot common role. No agency shall 
conduct or support denified human subjects tesuidi widnut first proposing tbe Common 
Rule, iiWihullng tbe changes set forth in dds memorandum aad any subsequent smendnseats, 
and prOEBulgstiog a final rule oa the protection of human subjects of dassified research. 

*-
'a 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
OFFICE OF THE GENERAL COUNSEL 

Bupinftfifl and Administrative Law Division 
Room 53 62 Cohen Building 
mn Independence Av., S.W. 

Wash-ingtrtn, D.C. 20201 

Facsimile Transnn nfiion Sheet 

TO: Mac Reed FROM; Leslie L. Clune 

OMB, OGC Phones (202) 619-0150 

PAX: (202) 619-2922 

CALL fOR PICKUP: 395-5600 

Total Pages Fax Number DaLe 

1_ plus cover 3^-7294 December 9. 1596 

Subjecti Proposed Memorandum, "Strengthened ^rotectiona f o r Human 
Subjecta of Claeeified Research" 

In a d d i t i o n to the comments that we faxed to you l a s t weeJc Irom 
the Food and Drug Administration, we have received the attached 
rvwmflnt.s from the National I n s t i t u t e s of Health. In summary, NIH 
euggeetR that, rather than i n i t i a t i n g a lengthy rulemaking 
process .involving 17 agencies, the memorandum i t s e l f impose the 
p o l i c y changes nn agencies that conduct c l a e e i f i e d research. 
While implementat i nn nf r.Pirtain provisions Of the p o l i c y may 
require changes i n the regi.il a t i ons (e.g., appeal of majority IRB 
decioione to the OSTP), others appear to be matters that could be 
addresacd outcide of the rulemaking cont-.fixt. (e.g., the p o l i c y 
against waiving informed consent). 

Aluu, i t i e unclear whether the i n t a n t of section 6 of the 
projjywtid p o l i c y i s t o suspend u n t i l a f i n a l r u l e i s published any 
Cla s s i f i e d research that may be ongoing. 

The attached information i a CONFIDENTIAL and i s intended only f o r 
the use ot the addressee (s) i d e i i L i f i e d above, i f the reader of 
t h i s message ie not the Intended l et-iipient (s) or the employee or 
agent responsible f o r d e l i v e r i n g the mesucige to the intended 
r e c i p i e n t (s) , please note that any dissemitialion, d i s t r i b u t i o n or 
copying of the communication i s s t r i c t l y prohibiLed. Anyone who 
receives t h i s communication i n error should n o t i f y UH immediately 
by telephone (202-619-0150) and return the o r i g i n a l meaaaye Lo us 
at the address above v i a U.S. Mail. Thank, you. 
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Canning, Botty 

From: 
To: 
Subject? 
Date: 

Ellis, Gary 
Canning, Bany 
1S397S 
Thursday, December 05, 1996 11:17AM 

OPRR canOOl Clear The proposed Presideniial Memorandum entitled "Sircngthened Protections for Human 
Subjects of Classified Research," « it ia written, OPRR rooommondB that DHHS clearance ba givon only 
after the revisions itemiied bolow are incorporated in the draft 

The draft embraces a 17-aqency (or more) rulemaking process that can be expecied to consume several 
years. [The previous iteration of this process involved 16 agencies and consumed 9 years.) Wrth 
classified research having ever been done, being done, or being coniemplated ai 3 to 4 
agencies/depanments at most (e.g., CIA?, DOD?, DOE?, HHS?), a more skillful and conservative approach 
by the President isjwarranted,. At present, an estimated 1 to S classified research project* involving human 
subjects ore oonduotod or cup^bnad by th» F»d«ral Govamment. 

Section 1 should be revised to read as follows: 

Sec. 1: (a) No Federal funds shall be expendedjto conductor support classifiedjesearchinvolving human 
subjects where arLlnstitutiflnal Review^ Board hq* watvernrrfbrmgd conseTTtlor waived documenwiion of 
informed consent) or where a dmermiiiaiJON has been made that the research is exempt from Institutional 
Review Board review. 

(bl In all Federally funrieH dassified research, two additional elements of information shall ba provided 
wh«n consent is sought from potential human subjects: 1) the ideniixy of the sponsoring Federal agency, 
and 2) a statement that the project involves classified information. 

(c) In all hederally funded classified research, th« oonafflllatad memberts) of j ie lespunsible Insiiiurional 
Review Board shall be nongovernmental indhridualls) with the appropriete security elearancc(«). 

(d) In all Federally funded classified research, any member of thp responsible Institutional Review Board 
may appeal a majority decision to approve the project to the Director of the White House Office of Science 
and Technology Policy (OSTP). The Director of OSTP shall review the IRB's decision and approve or 
disapprove the project, or, at the Director's discretion, convene an IRB made up of nongovernmental 
officiaJs, each with the appropriate security clearances, to approve or disapprove me project. 

Section 2 should be omitted, as the need for it is now obviated. 

Section 3 i.« nlray 

Section 4 is okay. 

Section 5 should be revised to Indude a definition of 'classified." 

Section 6 should bo revised to read ae follower 

Section 6. No classified human subjects research wtthoux common rule. No department or agency shall 
conduct or support classified human subjects research without first promulgating the Federal POJICY for the 
Protection of Human Subjects. 

OPRR Is pleased to provide any additional comment, es needed- OPRR recommends that the Office of 
Goncrol Counsel also review tha incoming draft and OPRR commBnts. 

Page 1 
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r. # I UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
V S S Z Z i WASHINGTON, D.C. 20460 

DEC I ! IS96 

Of FICE Of 
GENERAL COUNSEL 

MEMORANDUM 

SUBJECT: Proposed Memorandum EuiiUed "Strengthened Trotcctions for Human Subjects of 
Classified Reaearch" „ / 

FROM: ̂ . ^ U ^ l-fh*^ fir 
Senior Policy Advisor 

TO; Mac Reed 
Office of General Counsel, OMB 

Thank you for soliciting our comments on the draft Presidential memorandum. We 
appreciate your allowing us two exua woik days to respond. 

Please consider the following editorial and substantive comments: 

1. Page 1, 4th paragraph, "researches" should be "researchers." 

2. Sec. 1, preamble, says "All agencies...shall...publish", but in subsections (a), (b), and (c), 
the phrases areH shall jointly propose.M Also, Sections 2 and 6 make no reference to 
agendes' jointly promulgating the final role. The terminology should be consistent 
throughout all three sections, and the memorandum should require common rulemaking. 

3. A angle agency should be assigned responsibility for coordinating work on the Common 
Rule we recommend that NIH's Office for Protection from Research Risks, currently the 
overseer ofthe "Common Rule," be sperifieH in the memorandum as the agency to 
administer and coordinate the government's common rulemaking, both at the proposed 
and the final stage, consistent with the draft uiomorandum's requirements. 

4. Sec. l(bX2) would require that the joint rule impose an obligation on the sponsoring 
agency to tell potential subjects when a restaarch project is classified. We assume that 
information about the purpose ofthe research, a required element for informed consent, 
might be classified. Is the intent of this provisdon to trigger & duty of secrecy on the 
potential subject, raising a possibility of future prosecution for disclosure? If so, we 
recommend that any such additional duties be set out explicitly. 

/ 

PrinlSd on Recycled Paper 



If you have questions about these comments, you may contact Roger Cortesi of our Office 
of Research and Development (260-6739) or Alan Ehrlich (260-7510) or Craig Annear (260-
5328) of my staff 

cc: Roger Cortesi, ORD 
Alan Ehrlich, OGC 
Dana Ott, OGC 
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U S A I D 

m i i g n 

US AGENCY FOR 

INTERNATIONAL 

DEVELOPMENT 

T o : Mar R^ftt i 

This i s i n responee t o ycair request f o r onmmpnt- on the* <irafr. 
memorandum on strengthened protections f o r human subjects of 
c l a e e i f i e d research. As we discussed, as f a r as I know USMD 
conductc no c l a s s i f i e d reeearch and I don't anticipate any. S t i l l 
I have one cigniCicant comment: 

I t h i n k i t i s imp&rt5nE^t^To^ao~-eir^d 1 i m i t th^~~mem5randurn and i t s 
implementation c<ivgxperj£Lental human subjects research. The. "Common 
Rule" also applrCes^nto^aTl^ide^v^ra^ 
Bv^icil science aad other research and i n fact can be construed to 
apply Lo a widt: j-cuiye o l iiiroLinciLioii y&Lhej. iuy. IL could a c t u a l l y 
be argued that a wide v a r i e l y uL c l a a B i r i e J InLelliyyiice-yciLheiiiig 
a c t l v i C l e s c o n s t i t u t e human subjecjla Leaeaxuh, which c-ltitirly could 
be rendered t o t a l l y impractical under auch a scenario. 

L i m i t i n g the memorandum to experimental human subjects research 
avoids t h i s problem. I .believe t h i s i s r e a l l y the i n t e n t of 
memorandum and the Advisory Committee on Human Radiation 
Experiments. 

James D. Shelton 
Cognizant Human Subjects Officer 

n o TwfcNrvFiRST STREET, N.W, WASHINGTON, D.C. 20523 

20 "d £IMS1.8£0L "ON Wi dOd/Wdiy £1:31 Tdd 96-£[-03(I 



DEC 11 '96 10:39AM P.E/4 

CENTRAL INTELLIGENCE AGENCY 

WASHINGTON, O.C, 20505 

Of lice or Qtoneral Cuuiibel HOEC «6 

Mr. Robert G. Damus 
Executive Office of the President 
Office of Management and Budget 
Office of the General Counsel 
Washington, DC 20503 

Dear Mr. Damus: 

This i s i n response to your request for the views of the 
Central Intelligence Agency on the proposed Presidential 
Memorandum e n t i t l e d "Strengthened Protections for Human Subjects 
of Claooificd Reaearch,« which wae prepared by the Office of 
Domastic Policy. This Presidential Memorandum implements 
recommendations of the Advisory Committee on Human Radiation 
Experiments (ACHRE) with respect to classified research. Ve 
agree with many of the recommendations, including the requirement: 
for informed consent. We do have concerns, however, with 
requiring researchers i n a l l cases to identi f y the sponsoring 
agency, requiring agency head approval for a l l human research 
iuvulving claaeiried information, and imprecise language 
concerning the composition of the I n s t i t u t i o n a l Review Board 
(IRB) . 

Identif y i n g the sponsor of the human research could, i n rctre 
cases, jeopardize national security by alerting foreign 
intelligence services to possible v u l n e r a b i l i t i e s i n existing 
security procedures or by providing foreign services with the 
opportunity to counter advances made as a result of the research. 
For example, i d e n t i f y i n g the Agency as the sponsor of research 
intended to improve the effectiveness and r e l i a b i l i t y of the 
polygraph could allow foreign intelligence services to counter 
new means to detect deception. In these types of cases, 
requiring the i d e n t i t y of the sponsoring agency would add l i t t l e , 
i f any, additional protection to research subjects and could 
seriously jeopardize a new method to detect espionage. We * ) 
therefore request that the Presidential Memorandum be modified tcf 
provide an exemption from the requirement to i d e n t i f y the 
sponsoring agency where the head of the agency conducting the 
research determines that such an exemption is necessary for 
national security purposes. 
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Mr. Robert G. Damus 

We also are concerned with che requirement that a l l 
c l a s s i f i e d human research be approved by the head of the agency. 
Under existing rules, an IRB has the authority to approve, modify 
or disapprove a l l covered research a c t i v i t i e s . Certain research 
a c t i v i t i e s , however, are exempt from even th i s requirement. For 
example, rejgearch involving the collection or study of existing 
data or records i s exempt from the rules regarding human research 
i f in format--ion i s recorded by the investigators i n such a manner 
that subjects cannot be id e n t i f i e d , d i r e c t l y or through 
i d e n t i f i e r s linked to the svibjert.. Tn other cases, expedited 
review procedures are provided for certain cases involving no 
more than minimal r i s k to the subject or where the research 
involves nothing more than minor changes to previously approved 
reoearch. The proposed Presidential Memorandum alte r s these 
rules by requiring that a l l human research, regardless of the 
level of r i s k , be approved by the agency head i f the research i s 
cla s s i f i e d . 

Requiring agency head approval for c l a s s i f i e d research i s 
unnecessary and burdencome for those categories of research that 
pose a minimal r i s k . For example, numerous epidemiological 
atudies are conducted annually by the Agency's Office of Medical 
Services. Most of these studies, which are c l a s s i f i e d because 
they contain information on covert employees, are currently 
exempt from review. Under the draft Presidential Memorandum, 
these studies w i l l require approval by the Diiectox of Central 
Intelligence (DCI). (DCI approval w i l l i n turn trigger a 
requirement t o r review by the Agency's Human subject ReHearch 
Panel.) We do.not understand why such benign research, which 
entails nothing more than reviewing t i l e s and compiling 
s t a t i s t i c a l data, should require panel and DCI approval simply 
because f i l e s contain the names of covert employees. The V?^ 
proposed Presidential Memorandum should^be amended to_exempt from j v 

the rgn-nn rpmgnt ̂ of-agency hegdapprnval c l a s s i f i e d ^sear^h u_thatr/ /vk; 
liTnQy exempî _£rpm coverage underexlsting rules ox^-whtgn can Jje" 
approved under_an_exgedi£ed revl^vrTTTocedurerj — ^ 

Finally, we are concerned with imprecise language with 
respect to composition of the IRB. The draft Presidential 
Memorandum requires that for classified research, each IRB 
include a non-governmental member. I t i s not clear whether a 
person who receive grants or other funding from the government 
may serve on a panel as the Hnon-governmental member.M 

"^Individuals i d e a l l y suited to serve on IRB's are often themselves 
engaged in reRearr.h that ia funded by the government. This point 
should be c l a r i f i e d . 
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Mr. Robert G.. Danius 

I appreciate the opportunity to comment on this proposed 
Presidential Memorandum. Should OMB require additional 
information regarding our position on thie matter, please contact 
me or Mr. John Pereira, the Agency' s representative on the 
Interagency Working Group, at 

Sincerely yours. 

H i (b)(3) « 



U S A I D 

US AGENCY FOR 

INTERNATIONAL 

DEVELOPMENT 

T o : Mar R^ed 

This i s i n response t o your request f o r comment on the*, d r a f t 
memorandum on strengthened protections f o r humaTi subjects nf 
c l a e e i f i e d research. As we discussed, as f a r ag I know USATD 
conductc no c l a s s i f i e d research and I don't a n t i c i p a t e any. S t i l l 
I have one e i g n i f l e a n t comment: 

I th i n k i t i a important to focua and l i m i t the memorandum and i t s 
implementation on experimental human subjects research. The "Common 
Rule" also applies to a wide v a r i e t y of survey, epidemiologic, 
aouicil ayienee and other research and i n fact can be constx-ued to 
apply Lo a widt; xdaye o l infotii;ctLiuii yaLheiiu^. I t could a c t u a l l y 
be argued that a wide v a r i e t y o l cl a w s i f i e d inUelliyea(Je-y<iLheiing 
a c t i v i t i e s c o n s t i t u t e human subjectB letseaxch, which c l e a r l y could 
be rendered t o t a l l y impractical under such a scenario. 

L i m i t i n g the memorandum to experimental human subjects research 
avoids t h i s problem. I believe t h i s i s r e a l l y the i n t e n t of 
memorandum and the Advisory Committee on Human Radiation 
Experiments. -,. 

James D. Shelton 
Cognizant Human Subjects Offi c e r 

320 TWENIVFIRST STREET, N.W., WASHINGTON, D.C. 20523 
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19 December 1996 

MEMORANDUM FOR: Elizabeth Drye 
White House 

FROM: John Pereira 
Central Intelligence Agency 

SUBJECT: Radiation--Draft Presidential 
Memorandum 

1. This i s a follow-up to our discussion of 18 December, 
during which you asked i f we could c r a f t more s p e c i f i c wording 
concerning an exception from disclosing the i d e n t i t y of the 
sponsoring agency i n c l a s s i f i e d research. 

2. The Office of General Counsel and the Chairperson of the 
Agency's Human Subject Research Panel propose the following 
r e v i s i o n of Sec 1., (b) of the d r a f t memorandum (new wording 
underlined): 

(b) The agencies shall j o i n t l y propose to require that 
i n c l a s s i f i e d research involving human subjects, two additional 
elements of information be provided to p o t e n t i a l subjects, when 
consent i s sought from subjects: 

1) the i d e n t i t y of the sponsoring Federal agency, 
unless the head of the sponsoring agency determines that 
providing t h i s information could compromise i n t e l l i g e n c e sources 
or methods and the proposed research involves no more than 
minimal r i s k to po t e n t i a l subjects; and 

2) a statement that the project i s c l a s s i f i e d . 

3. Please l e t me know i f you would l i k e f u r t h e r information. 



Substantive comments on Presidential Duective on Classified Human Research. 
1/6/96 

DOE (Shebek): 

1. Fails to address the clearance needs of the individual subject. 

Redraft states that panel must consider whether subject was suflBciently informed to make 
a valid consent decision. 

FDA (White): 

Suggest narrowing to all agencies that may conduct or support classified research, 

done. 

Suggest adding requirement to tell subject what classified means. 

Done. 

Could further restrict def n of non-governmental. 

Left to rulemaking. 

VA (Robinson) 

Should designate a lead agency to coordinate regulations 

Done. Assigned to OPRR w/in HHS. 

Suggests further restricting defn of non-governmental (e.g. not a contractor or grantee w/agency) 

Left to rulemaking 

Suggests adding two non-governmental members. 

Rejected. 

HHS (Clune) 

OPRR suggests we not do by rulemaking 

That approach was rejected by Justice. 



HHS noes Sec. 6 may interrupt on-going work. 

Redrafted to apply one year after the directive. 

EPA (Craig Aneer) 

Section l(b)2 may trigger a duty of secrecy on subject. 

Agree, but left ro rulemaking. 

USAID (Jim Shelton) 

Limit to "experimental human subjects research" as common rule is too broad. 

Rejected. Some ethicists believe common rule already has too many exemptions. 

CIA (Eilenberger and subsequent note from Periera) 

Provide an exemption from the requirement to identify the sponsoring agency where minimal risk 
and necessary for national security purposes. 

Accepted. 

Exempt from the requirement of agency head approval classified research that is now exempt 

from coverage under existing rules or which can be approved under an expedited review 

Defh. of non-govemmeutal member unclear, bidividuals well-suited to sit on IRB's often engaged 

in gov't funded research. 

Agree, but some commenters want tighter defh. Left to regulation. 
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December 2, 1996 

NOTE TO MAC REED 

FROM: Elizabeth Drye^^V* 

SUBJECT: Presidential Directive on Classified Human Subjects 
Research 

Attached are: 

1) Memo from Carol Rasco to Frank Raines asking OMB to 
circulate draft directive. 

2) Draft memorandum. 

3) L i s t of agencies and departments that have issued the 
Federal Policy f o r the Protection of Human Subjects. As 
we've discussed, additional agencies, including the Dept. of 
Labor and the NRC, should review the d r a f t . -

4) Staf f contacts at agencies p a r t i c i p a t i n g i n the Interagency 
Working Group on Human Radiation Experiments -- the group 
that put t h i s policy together. 

Please l e t me know i f you need any additional information or have 
any questions. 

cUJJ&Qjtw*,^ i^3t uvfc/Avd <ux\sur~ QtvAte i <W w^-. 
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THE WHITE HOUSE 

W A S H I N G T O N 

November 27, 1996 

MEMORANDUM FOR FRANK RAINES 

FROM: Carol H. Rasco 
Assistant to the President 

for Domestic Policy 

SUBJECT: POTUS Draft Memorandum to Agency Heads on Classified 
Human Subjects Research 

Attached i s a draft memorandum from the President to heads of 
federal agencies strengthening protections for human subjects of 
cl a s s i f i e d research. I am requesting that OMB circulate the draft 
to affected departments and agencies for formal comment. We 
would l i k e to receive agency comments by December 6, 1996. 

Background 

The Presidential memorandum responds to a key recommendation of 
the President's Advisory Committee on Human Radiation Experiments 
(ACHRE). The President convened ACHRE in January, 1994 to 
examine reports that the government had funded and conducted 
unethical human radiation experiments during the Cold War, to 
uncover the truth, to recommend steps tp right past wrongs, and 
to propose ways to prevent unethical human subjects research from 
occurring in the future. In i t s October, 1995, final report, the 
Committee recommended, among other things, that the government 
modify i t s policy governing classified research on human subjects 
to better protect citizens' rights. 1 

ACHRE expressed concern about "exceptions to informed consent 
requirements and the absence of any special review and approval 
process for human research that i s to be clas s i f i e d . " 
Accordingly, ACHRE ̂recommend that a l l c l a s s i f i e d research 
projects: 

obtain informed consent from a l l human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves c l a s s i f i e d 
research; and 
be approved by an "independent panel of nongovernmental 
experts and citizen representatives, a l l with the necessary 
security clearances." 

1 "Recommendations for Balancing National Security Interests 
and the Rights of the Public (Recommendation 15)," Final Report, 
Advisory Conunittee on Human Radiation Experiments. 
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Purpose of the Memorandum 

This memorandum directs departments and agencies to jointly 
propose the following revisions to the Federal Policy for the 
Protection of Human Subjects as i t applies to cl a s s i f i e d 
research: 

prohibit waiver of informed consent; 
require disclosure that the project i s c l a s s i f i e d ; 
require researchers to inform subjects of the 
sponsoring agency; 
require that institutional review boards for secret 
projects include a non-governmental member; 
establish an appeals process so that any member of a 
review board who believes a project should not go 
forward can appeal the board's decision to the Director 
of the Office of Science and Technology Policy; 
require that heads of agencies approve every c l a s s i f i e d 
research; project that uses human subjects. 

In addition, this memorandum requires each agency to disclose 
annually the number of secret human subjects research projects 
conducted or supported by the agency. I t also prohibits any 
agency from conducting secret human subjects research without 
f i r s t promulgating; the Federal Policy for the Protection of Human 
Subjects as amended. 

The draft Presidential memo reflects policy decisions made by the 
Interagency Working Group on Human Radiation Experiments (IAWG) -
- the government-wide group charged with developing the 
Administration's response to the ACHRE report. This directive 
addresses one of 18 recommendations made by ACHRE, and would be 
announced in conjunction with a report summarizing the 
Administration's response to ACHRE, scheduled for completion in 
the coming weeks. I therefore ask that you request agency 
comments by December 6, 1996. 

Your staff may contact Elizabeth Drye (x6-5573) or Diane Regas 
(x6-5589) of my staff with any questions. Thank you for your 
assistance. Please do not hesitate to contact me with any 
questions (x6-2216). 
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DRAFT 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT (HUMAN Sgg|||p&'RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, fin?l report, the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
rccommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research using human subjects where such research serves important 
national security interests. The Committee found, however, that classified human subjects 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to infonned consent requirements and the absence 
of any special review and'approval process for human research that is to be classified." 
ACHRE recommend that kll classified research meet the following requirements: 

obtain infonned cbnsent from all human subjects; , 
inform subjects of the identity of the sponsoring agency; C . t - -^^^-'^ 
inform subjects that the project involves classified research; and., 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances." iWjx^ui u t̂TU C^v^ dU r̂uŝ -

This memorandum See recommend 
prohibits waiver of informed consen/r«iuires researche 

tions 
to disclose that the project is 

classified, ̂ ^^cqmies't^S^cTtm inform subjects of the sponsoring agency, r^rr-

The memorandum also responds to ACHRE's call for a special review process for classified 
human subjeoto research. The memorandum requires that institutional reviewJbealSs for 
secret projects include a rion-govemmental member, and^stablishes-ag"a^eals process so 
that any member of areyjfiat-boafd-that believes a projectshould not go forward can aj 
the board's deciMCfiTtoapprove it. Thii npprftiwh it Ir^ hiirrirnninr tlnn thnt irrcnTnjnrn4r4 

resse^CHRE's uadeilviim UIHLUIR.\-_, ^^T^ 
ItH'timnhMf v W ''I 1 

r 1 — »l (<. Ok. ( L i . t C 1 ( u^i A*tt*>+ur»5, ^ 
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J d t o Finally, this memorandum sets forth additional steps to qnsure that classified Human 
nibjafltc resaarah is rare. It requires the heads of Federal agencies to disclose annually the 
number of secret human subj—ts research projects undertaken by the agency. It also prohibits 
agencies from conducting secret human aubjecto research without first isaning-the Federal s-i 
Policy for the Protection of Human SubjectsAas-YwoJLL^J pom^jQ.^ ^ ^ ^ ^ 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 

^ X- Modifications ito tKe Federal PoHcy for the Protection of Human Subiecfc 
Classified Research'. .Atrafcencies that Conduct or support Research ii 

S^^V ' 1. Modifications <to^e Federal PoHcy for the Protection of Human Subjects as it 
* affects Classified Research'. .AttEgencies that Conduct or support Research involving human 

suBJect^ shall, within 60 days,/publish in the Federal Register the following revisions to the 
1991 Federal Policy for the,Protection of Human Subjects ("Common Rule") as it affects 
classifled research, f t f f e - t U ~ a f Z 2 X ^ 3 l t H ^ f 

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified 

jJjPf The agencies shall jointly propose to require that in classified research involving human ^« N 

^subjects, two additional elements of information be provided to potential subjects when 
consent is sought from subjects: ^ . ^ ^ U 

the identity of the sponsoring Federal agency; and a *«*^ rs vi*"**-^ ^ 

^ a statement that the project is classified. fa^fW^^-^^^1 ^ ^ ^ T 

jic) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research â  follows: 

(1) The Common Rule currently requires that each IRB "include at least one member 
who is not otherwise affiliated with the institution and who is not part of the a 
immediate family oi' a person who is affiliated with the institution." For classified J ^ * * 

^f^T research, the agencies shall define "xfê othorwise-affitiated with tho institution/ as-a- T ^ f A ^ 4« 
-p v"3i.o55> non-govemmontal-member with the appropriate security clearance. ^ .1 

(2) Under the Common -Rule, research n«3ject?areapprove^ by the IRB if a P^tf^j 
"majority of those [IRB] members present at a meeting" approve the project. For iUx JLit*^ 
classified research, the agencies shall Propose to pennit any member of the IRB who T>«nW-
does not believe a specific project should be approved by the IRB to appeal a majority * 
decision to approve that project to the'Director of the White HotTse Office of Science Cff?&£l-S 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's ^JuJa*) 
decision and approve or disapprove the project, or, at the Director's discretion, tz> 
convene an IRB made up of non-governmental officials, each with the appropriate ^1v*B 

security clearances, to approve or disapprove the project. 

-*utf JP»Y?* ̂  ? - ^ r X - S w ^ ^ w ^ ^ 
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Sec 2. Final rules Agencies shall, within one year, after considering any comments, 
promulgate final rules on the protection of human subjects of classified research. 

Sec 3. Agency head approval of classified research proiects. Agencies may not 
conduct a classified human subjects research project unless the agency head has personally ^ u 
approved,he sp^c projec,. ^ 

Sec 4. Annual public disclosure of the numbe/ of classified research proiects. Each 
agency head shall inform the Director of OSTP by September 30 of each year of the number 
of classified research projects involving human subjects underway on that date,and-of the 

rfj^nfinBeTtttmpleted in the previous 12-month periocy The Director of OSTP shall report the 
Ĵ v total number of classified research projects 4n each category to the President. The President 

shall transmit this number to Congressional anned services and intelligence committees and 
shall publish this number in the Federal RegisteK^^jt ^ t , "W* t ' > v y ŵkjxaJB 

Sec 5. Definitions. For purposes of this-oreer, the terms "research" and "human 
subject" a^have the meaning set forth in the Common Rule. ^LffcK" ^j^0^^) 

Sec 6. No classified human subjects research without common rule.y No agency shall 
conduct or support classified human subjects research without first proposing Jthe-Common 
Rule, including the changes set forth in this memorandum and any subsequen: amendments, 
aad promulgaU'iig a final idle un tke protection of human oubjects of ̂ losoifiei research. 
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Tuesday 
June 18, 1991 

Part I! 

Federal Policy for the 
Protection of Human 
Subjects; Notices and 
Rules 
Office of Science and Technology Policy 
Department ot Agriculture 
Department of Energy 
National Aeronautics and Sp^ce Administration 
Department of Commerce 
Consumer Product Safety Commission 
International Development Cooperation Agency 

Agency (or International Development 
Department of Housing and Urban Development 
Department of Justice 
Department of Defense 
Department of Education 
Department of Veterans Affairs 
Environmental Protection Agency 
Department of Health and Human Services 

Office of the Secretary 
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December 2, 1996 

NOTE TO MAC REED 

FROM: Elizabeth D r y e ^ ^ 

SUBJECT: P r e s i d e n t i a l D i r e c t i v e on C l a s s i f i e d Human Subjects 
Research 

Attached are: 

1) Memo from Carol Rasco t o Frank Raines asking OMB t o 
c i r c u l a t e d r a f t d i r e c t i v e . 

2) D r a f t memorandum. 

3) L i s t of agencies and departments t h a t have issued the 
Federal P o l i c y f o r the P r o t e c t i o n o f Human Subjects. As 
we've discussed, a d d i t i o n a l agencies, i n c l u d i n g the Dept. o f 
Labor and the NRC, should review the d r a f t . -

4) S t a f f contacts a t agencies p a r t i c i p a t i n g i n the Interagency 
Working Group on Human Radiation Experiments -- the group 
t h a t put t h i s p o l i c y together. 

Please l e t me know i f you need any a d d i t i o n a l i n f o r m a t i o n or have 
any questions. 

fry • o r̂fc* ^ui iwo^ |_ 
C^-^r^jhni^^ infawd cmuT^ QMLSS , oW-

HAA^^a c^vfl^j- (^C4jj>*«& [*"<1 **v»/' cLtc^a^cU*^ 



THE WHITE H O U S E 

W A S H I N G T O N 

November 27, 1996 

MEMORANDUM FOR FRANK RAINES 

FROM: Carol H. Rasco ^J^?— 
Ass i s t a n t t o the President 

f o r Domestic P o l i c y 

SUBJECT: POTUS D r a f t Memorandum t o Agency Heads on C l a s s i f i e d 
Human Subjects Research 

Attached i s a d r a f t memorandum from the President t o heads of 
f e d e r a l agencies strengthening p r o t e c t i o n s f o r human subjects of 
c l a s s i f i e d research. I am requesting t h a t OMB c i r c u l a t e the d r a f t 
t o a f f e c t e d departments and agencies f o r formal comment. We 
would l i k e t o receive agency comments by December 6, 1996. 

Background 

The P r e s i d e n t i a l memorandum responds t o a key recommendation of 
the President's Advisory Committee on Human Radiation Experiments 
(ACHRE). The President convened ACHRE i n January, 1994 t o 
examine r e p o r t s t h a t the government had funded and conducted 
u n e t h i c a l human r a d i a t i o n experiments d u r i n g the Cold War, t o 
uncover the t r u t h , t o recommend steps t o r i g h t past wrongs, and 
t o propose ways t o prevent u n e t h i c a l human subjects research from 
o c c u r r i n g i n the f u t u r e . I n i t s October, 1995, f i n a l r e p o r t , the 
Committee recommended, among other t h i n g s , t h a t the government 
modify i t s p o l i c y governing c l a s s i f i e d research on human subjects 
t o b e t t e r p r o t e c t c i t i z e n s ' r i g h t s . 1 

ACHRE expressed concern about "exceptions t o informed consent 
requirements and the absence o f any s p e c i a l review and approval 
process f o r human research t h a t i s t o be c l a s s i f i e d . " 
Accordingly, ACHRE recommend t h a t a l l c l a s s i f i e d research 
p r o j e c t s : 

o b t a i n informed consent from a l l human subjects; 
inform subjects of the i d e n t i t y o f the sponsoring agency; 
inform subjects t h a t the p r o j e c t i n v o l v e s c l a s s i f i e d 
research; and 
be approved by an "independent panel o f nongovernmental 
experts and c i t i z e n r e p r e s e n t a t i v e s , a l l w i t h the necessary 
s e c u r i t y clearances." 

1 "Recommendations for Balancing National Security Interests 
and the Rights of the Public (Recommendation 15)," Final Report, 
Advisory Committee on Human Radiation Experiments. 



Purpose o f the Memorandum 

This memorandum d i r e c t s departments and agencies t o j o i n t l y 
propose the f o l l o w i n g r e v i s i o n s t o the Federal P o l i c y f o r the 
P r o t e c t i o n o f Human Subjects as i t applies t o c l a s s i f i e d 
research: 

p r o h i b i t waiver of informed consent; 
r e q u i r e d i s c l o s u r e t h a t the p r o j e c t i s c l a s s i f i e d ; 
r e q u i r e researchers t o inform subjects o f the 
sponsoring agency; 
r e q u i r e t h a t i n s t i t u t i o n a l review boards f o r secret 
p r o j e c t s include a non-governmental member; 
e s t a b l i s h an appeals process so t h a t any member o f a 
review board who believes a p r o j e c t should not go 
forward can appeal the board's d e c i s i o n t o the D i r e c t o r 
of the O f f i c e of Science and Technology P o l i c y ; 
r e q u i r e t h a t heads of agencies approve every c l a s s i f i e d 
research p r o j e c t t h a t uses human sub j e c t s . 

I n a d d i t i o n , t h i s memorandum requires each agency t o d i s c l o s e 
annually the number of secret human subjects research p r o j e c t s 
conducted or supported by the agency. I t also p r o h i b i t s any 
agency from conducting secret human subjects research w i t h o u t 
f i r s t promulgating the Federal P o l i c y f o r the P r o t e c t i o n of Human 
Subjects as amended. 

The d r a f t P r e s i d e n t i a l memo r e f l e c t s p o l i c y decisions made by the 
Interagency Working Group on Human Radiation Experiments (IAWG) -
- the government-wide group charged w i t h developing the 
Ad m i n i s t r a t i o n ' s response t o the ACHRE r e p o r t . This d i r e c t i v e 
addresses one o f 18 recommendations made by ACHRE, and would be 
announced i n con j u n c t i o n w i t h a r e p o r t summarizing the 
A d m i n i s t r a t i o n ' s response t o ACHRE, scheduled f o r completion i n 
the coming weeks. I t h e r e f o r e ask t h a t you request agency 
comments by December 6, 1996. 

Your s t a f f may contact Elizabeth Drye (x6-5573) or Diane Regas 
(x6-5589) o f my s t a f f w i t h any questions. Thank you f o r your 
assistance. Please do not h e s i t a t e t o contact me w i t h any 
questions (x6-2216). 



DRAFT 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, final report, the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
recommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research using human subjects where such research serves important 
national security interests. The Committee found, however, that classified human s«fejeets 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to informed consent requirements and the absence 
of any special review and approval process for human research that is to be classified." 
ACHRE recommend that all classified research meet the following requirements: 

obtain informed consent from all human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves classified research; and„ 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances." d^jJr^fiA u^trU Crv^^ 6Luwx(^y 

This memorandum inl^Wtfft^th^^ftBroc recommen^ions.^^r'ct^s^iear^eal'ch, it 
prohibits waiver of informed consentfretjuires researches to disclose that the project is 
classified, ^^^eqi^^res&S^ere^o inform subjects of the sponsoring agency. 

r v ^ l f j (S IM , 

Ted The memorandum also responds to ACHRE's call for a special review process for 
human subjects research. The memorandum requires that institutional reviewjbeafcfs for 
secret projects include a non-governmental member, and^stablishes-airappeals process so 
that any member of aj^vifewJsoard-^harteneves^a^r^^ should not go forward can appeal 
the board's dgcisiofiTo approve it. Tfrfc- nppmafih is less hiir^n^^m'1 thnn thit-r^forpthenA^ 

but addiesses-ACHRE's underfyiim cunceiiibA; . ^^^rrt^J^Pm 

Hf^~ ^(Ww csve^ ^ s+^S vL^j^r cy^) * 



^ Finally, this memorandum sets forth additional steps to ensure that classified Kuman 
Guffiaflto research is rare. It requires the heads of Federal agencies to disclose annually the 
number of secret human subjoots research projects undertaken by the agency. It also prohibits 
agencies from conducting secret human oubjectc research without first isamng-the Federal , 
Policy for the Protection of Human SubjectsA^j' V^XLL^ F ^ U ^ ^ ^e^Wh^S 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 
of research participants. . -i . .~r I -y^ 

S ^ f f i ^ S e c l . Modifications to jhe Federal PoHcy for the Protection of Human Subjects as it 
affects Classified Research. Alragencies that conduct or support research involving human 
subjects shall, within 60 days,/publish in the Federal Register the following revisions to the 
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects 
classified research. f ^ ^ f i ^ S t t e ^ ^ ^ , 

(a) The agencies shall jointly propose to prohibit waiver of infonned consent for classified 
research. 

(b) The agencies shall jointly propose to require that in classified research involving human 
subjects, two additional elements of information be provided to potential subjects when f 
consent is sought from subjects: ^ . ^ rtu M ^ 

1) the identity of the sponsoring Federal agency; and t****** O ^ 7 * ^ 

r ^ ^ ^ ^ 
2) a statement that the project is classified. L i . g, ^tWf- ^ - i 

(c) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research as follows: 

(1) The Common Rule currently requires that each IRB "include at least one member 
who is not otherwise affiliated with the institution and who is not part of the a ^ 
immediate family of a person who is affiliated with the institution." For classified 

^fiST research, the agencies shall define "dot othcrwisc-^ffifetted-with-tfee institution/ as-a VgjiA'*^ & 
^ 0 ^ 6 non govemmental-fnember with the appropriate security clearance. , \ A*? v ~ 

(2) Under the Common Rule, research pfdjecSar^pprove^ by the IRB if a ^ P x > 1f x r ) 
"majority of those [IRB] members present at a meeting" approve the project. For -^x. (Lsss*^ 
classified research, the agencies shall propose to permit any member of the IRB who rt^lso^ 
does not believe a specific project should be approved by the IRB to appeal a majority ?2LJL 
decision to approve that project to the'Director of the White House Office of Science ^^453^ 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's JUv&ri 
decision and approve or disapprove the project, or, at the Director's discretion, 
convene an IRB made up of non-govemmental officials, each with the appropriate 
security clearances, to approve or disapprove the project. 



Sec 2. Final rules Agencies shall, within one year, after considering any comments, 
promulgate final rules on the protection of human subjects of classified research. 

Sec 3. Agency head approval of classified research projects. Agencies may not 
conduct a classified human subjects research project unless the agency head has personally 
approved ,he specific project. ^ ^ ^ 

Sec 4. Annual public disclosure of the numbe/ of classified research proiects. Each 
agency head shall inform the Director of OSTP by September 30 of each year of the number 
of classified research projects involving human subjects underway on that date,and-of the 

jp^fflTmBeFtompleted in the previous 12-month period/ The Director of OSTP snail report the 
jjk^ total number of classified research projects4n each category to the President. The President 

shall transmit this number to Congressional ariaed services and intelligence committees and 
shall publish this number in the Federal RegisteK^^/ fi^-o^ry^ <u>hyz& 

Sec 5. Definitions. For purposes of this «Faer, the terms "research" and "human 
subject" sj^^have the meaning set forth in the Common Rule. ^LftK" ^ l ^ ^ ) 

Sec 6. No classified human subjects research without common rule. No agen^ shall 
conduct or support classified human subjects research without first proposing Ihe-Common 
Rule, including the changes set forth in this memorandum and any subsequen: amendments, 
and promulgating-a final lule on-the protection of human oubjectc of claosifieo research 
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DRAFT 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, final report, the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
recommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research using human subjects where such research serves important 
national security interests. The Committee found, however, that classified human subjects 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to informed consent requirements and the absence 
of any special review and approval process for human research that is to be classified." 
ACHRE recommend that all classified research meet the following requirements: 

obtain informed consent from all human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves classified research; and^ 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances." 

This memorandum implements the first three recommendations. For classified research, it 
prohibits waiver of informed consent, requires researches to disclose that the project is 
classified, and requires researchers to inform subjects of the sponsoring agency. 

The memorandum also responds to ACHRE's call for a special review process for classified 
human subjects research. The memorandum requires that institutional review boards for 
secret projects include a non-govemmental member, and establishes an appeals process so 
that any member of a review board that believes a project should not go forward can appeal 
the board's decision to approve it. This approach is less burdensome than that recommended 
by ACHRE but addresses ACHRE's underlying concerns. 



Finally, this memorandum sets forth additional steps to ensure that classified human 
subjects research is rare. It requires the heads of Federal agencies to disclose annually the 
number of secret human subjects research projects undertaken by the agency. It also prohibits 
agencies from conducting secret human subjects research without first issuing the Federal 
Policy for the Protection of Human Subjects. 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 
of research participants. 

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it 
affects Classified Research. All agencies that conduct or support research involving human 
subjects shall, within 60 days, publish in the Federal Register the following revisions to the 
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects 
classified research. 

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified 
research. 

(b) The agencies shall jointly propose to require that in classified research involving human 
subjects, two additional elements of information be provided to potential subjects when 
consent is sought from subjects: 

1) the identity of the sponsoring Federal agency; and 

2) a statement that the project is classified. 

(c) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research as follows: 

(1) The Common Rule currently requires that each IRB "include at least one member 
who is not otherwise affiliated with the institution and who is not part of the a 
immediate family of a person who is affiliated with the institution." For classified 
research, the agencies shall define "not otherwise affiliated with the institution," as a 
non-govemmental member with the appropriate security clearance. 

(2) Under the Common Rule, research projects are approved by the IRB if a 
"majority of those [IRB] members present at a meeting" approve the project. For 
classified research, the agencies shall propose to permit any member of the IRB who 
does not believe a specific project should be approved by the IRB to appeal a majority 
decision to approve that project to the Director of the White House Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's 
decision and approve or disapprove the project, or, at the Director's discretion, 
convene an IRB made up of non-govemmental officials, each with the appropriate 
security clearances, to approve or disapprove the project. 



Sec 2. Final rules Agencies shall, within one year, after considering any comments, 
promulgate final rules on the protection of human subjects of classified research. 

Sec 3. Agency head approval of classified research proiects. Agencies may not 
conduct a classified human subjects research project unless the agency head has personally 
approved the specific project. 

Sec 4. Annual public disclosure of the number of classified research projects. Each 
agency head shall inform the Director of OSTP by September 30 of each year of the number 
of classified research projects involving human subjects underway on that date and of the 
number completed in the previous 12-month period. The Director of OSTP shall report the 
total number of classified research projects in each category to the President. The President 
shall transmit this number to Congressional armed services and intelligence committees and 
shall publish this number in the Federal Register. 

Sec 5. Definitions. For purposes of this order, the terms "research" and "human 
subject" shall have the meaning set forth in the Common Rule. 

Sec 6. No classified human subjects research without common rule. No agency shall 
conduct or support classified human subjects research without first proposing the Common 
Rule, including the changes set forth in this memorandum and any subsequent amendments, 
and promulgating a final rule on the protection of human subjects of classified research. 
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US AGENCY FOR 

INTERNATIONAL 

DEVF.IOPMENT 

TOT Msr np.p.A 

This i s i n response t o your request f o r cnmmpint- nn the* d r a f t 
memorandum on strengthened protections f o r human subjects of 
Claeeified researeh. Ac ve discussed, as f a r as I know USATD 
conductc no c l a e e i f i e d reeearch and I don't anticipate any. S t i l l 
I have one e i g n i f i c a n t comment: 

I t h i n k i t i s important t o focuo and l i m i t thes memorandum and i t s 
implementation on experimental human subjects research. The "Common 
Rule" also applies to a wide v a r i e t y of survey, epidemiologic, 
w w i d l Bvitjuce and other research and i n fact can be construed to 
apply Lo a wide xanye o l infuiuiaLion yaLheiiuy. IL could a c t u a l l y 
be argued Chat a wide v a r i e t y u£ u l a s a i f i t i d lulelliyeuce-yaLhtixiiig 
a c t l v i C l e s c o n s t i t u t e human subjecLts reaearch, which c l e a r l y yuuld 
be rendered t o t a l l y impractical under such a scenario. 

L i m i t i n g the memorandum t o experimental human subjects research 
avoids t h i s problem. I believe t h i s i s r e a l l y the i n t e n t of 
memorandum and the Advisory Committee on Human Radiation 
Experiments. 

James D. Shelton 
Cocfndzant Human Subjects Officer 

320 TWKN ivFidii STMET, N.W., WASHINGTON, D C. 20523 



December 2, 1996 

NOTE TO MAC REED 

FROM: El i z a b e t h Drye 

SUBJECT: P r e s i d e n t i a l D i r e c t i v e on C l a s s i f i e d Human Subjects 
Research 

Attached are: 

1) Memo from Carol Rasco t o Frank Raines asking OMB t o 
c i r c u l a t e d r a f t d i r e c t i v e . 

2) D r a f t memorandum. 

3) List of agencies and departments that have issued the 
Federal Policy for the Protection of Human Subjects. As 
we've discussed, additional agencies, including the Dept. of 
Labor and the NRC, should review the draft. -

4) S t a f f contacts a t agencies p a r t i c i p a t i n g i n the Interagency 
Working Group on Human Radiati o n Experiments — the group 
t h a t put t h i s p o l i c y t ogether. 

Please l e t me know i f you need any a d d i t i o n a l i n f o r m a t i o n or have 
any questions. 



THE WHITE HOUSE 

W A S H I N G T O N 

November 27, 1996 

MEMORANDUM FOR FRANK RAINES 

FROM: Carol H. Rasco 
A s s i s t a n t t o the President 

f o r Domestic P o l i c y 

SUBJECT: POTUS D r a f t Memorandum t o Agency Heads on C l a s s i f i e d 
Human Subjects Research 

Attached i s a d r a f t memorandum from the President t o heads o f 
f e d e r a l agencies strengthening p r o t e c t i o n s f o r human subjects o f 
c l a s s i f i e d research. I am requesting t h a t OMB c i r c u l a t e the d r a f t 
t o a f f e c t e d departments and agencies f o r formal comment. We 
would l i k e t o rece i v e agency comments by December 6, 1996. 

Background 

The P r e s i d e n t i a l memorandum responds t o a key recommendation o f 
the President's Advisory Committee on Human Radiation Experiments 
(ACHRE). The President convened ACHRE i n January, 1994 t o 
examine r e p o r t s t h a t the government had funded and conducted 
u n e t h i c a l human r a d i a t i o n experiments d u r i n g the Cold War, t o 
uncover the t r u t h , t o recommend steps t o r i g h t past wrongs, and 
t o propose ways t o prevent u n e t h i c a l human subjects research from 
o c c u r r i n g i n the f u t u r e . I n i t s October, 1995, f i n a l r e p o r t , the 
Committee recommended, among other t h i n g s , t h a t the government 
modify i t s p o l i c y governing c l a s s i f i e d research on human su b j e c t s 
t o b e t t e r p r o t e c t c i t i z e n s ' r i g h t s . 1 

ACHRE expressed concern about "exceptions t o informed consent 
requirements and the absence of any s p e c i a l review and approval 
process f o r human research t h a t i s t o be c l a s s i f i e d . " 
Accordingly, ACHRE recommend t h a t a l l c l a s s i f i e d research 
p r o j e c t s : 

o b t a i n informed consent from a l l human su b j e c t s ; 
inform subjects o f the i d e n t i t y o f the sponsoring agency; 
inform subjects t h a t the p r o j e c t i n v o l v e s c l a s s i f i e d 
research; and 
be approved by an "independent panel o f nongovernmental 
experts and c i t i z e n r e p r e s e n t a t i v e s , a l l w i t h the necessary 
s e c u r i t y clearances." 

1 "Recommendations for Balancing National Security Interests 
and the Rights of the Public (Recommendation 15)," Final Report, 
Advisory Committee on Human Radiation Experiments. 



Purpose o f the Memorandum 

This memorandum d i r e c t s departments and agencies t o j o i n t l y 
propose the f o l l o w i n g r e v i s i o n s t o the Federal P o l i c y f o r the 
P r o t e c t i o n of Human Subjects as i t applies t o c l a s s i f i e d 
research: 

p r o h i b i t waiver of informed consent; 
r e q u i r e d i s c l o s u r e t h a t the p r o j e c t i s c l a s s i f i e d ; 
r e q u i r e researchers t o inform subjects of the 
sponsoring agency; 
r e q u i r e t h a t i n s t i t u t i o n a l review boards f o r secret 
p r o j e c t s i n c l u d e a non-governmental member; 
e s t a b l i s h an appeals process so t h a t any member of a 
review board who believes a p r o j e c t should not go 
forward can appeal the board's d e c i s i o n t o the D i r e c t o r 
of the O f f i c e of Science and Technology P o l i c y ; 
r e q u i r e t h a t heads of agencies approve every c l a s s i f i e d 
research p r o j e c t t h a t uses human subjects. 

I n a d d i t i o n , t h i s memorandum re q u i r e s each agency t o d i s c l o s e 
annually the number of secret human subjects research p r o j e c t s 
conducted or supported by the agency. I t also p r o h i b i t s any 
agency from conducting secret human subjects research without 
f i r s t promulgating the Federal P o l i c y f o r the P r o t e c t i o n o f Human 
Subjects as amended. 

The d r a f t P r e s i d e n t i a l memo r e f l e c t s p o l i c y decisions made by the 
Interagency Working Group on Human Radiation Experiments (IAWG) -
- the government-wide group charged w i t h developing the 
Ad m i n i s t r a t i o n ' s response t o the ACHRE r e p o r t . This d i r e c t i v e 
addresses one of 18 recommendations made by ACHRE, and would be 
announced i n co n j u n c t i o n w i t h a r e p o r t summarizing the 
Ad m i n i s t r a t i o n ' s response t o ACHRE, scheduled f o r completion i n 
the coming weeks. I t h e r e f o r e ask t h a t you request agency 
comments by December 6, 1996. 

Your s t a f f may contact E l i z a b e t h Drye (x6-5573) or Diane Regas 
(x6-5589) of my s t a f f w i t h any questions. Thank you f o r your 
assistance. Please do not h e s i t a t e t o contact me w i t h any 
questions (x6-2216). 



DRAFT 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, final report, the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
recommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research using human subjects where such research serves important 
national security interests. The Committee found, however, that classified human subjects 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to informed consent requirements and the absence 
of any special review and approval process for human research that is to be classified." 
ACHRE recommend that all classified research meet the following requirements: 

obtain informed consent from all human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves classified research; and^ 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances." 

This memorandum implements the first three recommendations. For classified research, it 
prohibits waiver of informed consent, requires researches to disclose that the project is 
classified, and requires researchers to inform subjects of the sponsoring agency. 

The memorandum also responds to ACHRE's call for a special review process for classified 
human subjects research. The memorandum requires that institutional review boards for 
secret projects include a non-govemmental member, and establishes an appeals process so 
that any member of a review board that believes a project should not go forward can appeal 
the board's decision to approve it. This approach is less burdensome than that recommended 
by ACHRE but addresses ACHRE's underlying concerns. 



Finally, this memorandum sets forth additional steps to ensure that classified human 
subjects research is rare. It requires the heads of Federal agencies to disclose annually the 
number of secret human subjects research projects undertaken by the agency. It also prohibits 
agencies from conducting secret human subjects research without first issuing the Federal 
Policy for the Protection of Human Subjects. 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 
of research participants. 

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it 
affects Classified Research. All agencies that conduct or support research involving human 
subjects shall, within 60 days, publish in the Federal Register the following revisions to the 
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects 
classified research. 

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified 
research. 

(b) The agencies shall jointly propose to require that in classified research involving human 
subjects, two additional elements of information be provided to potential subjects when 
consent is sought from subjects: 

1) the identity of the sponsoring Federal agency; and 

2) a statement that the project is classified. 

(c) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research as follows: 

(1) The Common Rule currently requires that each IRB "include at least one member 
who is not otherwise affiliated with the institution and who is not part of the a 
immediate family of a person who is affiliated with the institution." For classified 
research, the agencies shall define "not otherwise affiliated with the institution," as a 
non-governmental member with the appropriate security clearance. 

(2) Under the Common Rule, research projects are approved by the IRB if a 
"majority of those [IRB] members present at a meeting" approve the project. For 
classified research, the agencies shall propose to permit any member of the IRB who 
does not believe a specific project should be approved by the IRB to appeal a majority 
decision to approve that project to the Director of the White HotTse Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's 
decision and approve or disapprove the project, or, at the Director's discretion, 
convene an IRB made up of non-govemmental officials, each with the appropriate 
security clearances, to approve or disapprove the project. 



Sec 2. Final rules Agencies shall, within one year, after considering any comments, 
promulgate final rules on the protection of human subjects of classified research. 

Sec 3. Agency head approval of classified research projects. Agencies may not 
conduct a classified human subjects research project unless the agency head has personally 
approved the specific project. 

Sec 4. Annual public disclosure of the number of classified research projects. Each 
agency head shall inform the Director of OSTP by September 30 of each year of the number 
of classified research projects involving human subjects underway on that date and of the 
number completed in the previous 12-month period. The Director of OSTP shall report the 
total number of classified research projects in each category to the President. The President 
shall transmit this number to Congressional armed services and intelligence committees and 
shall publish this number in the Federal Register. 

Sec 5. Definitions. For purposes of this order, the terms "research" and "human 
subject" shall have the meaning set forth in the Common Rule. 

Sec 6. No classified human subjects research without common rule. No agency shall 
conduct or support classified human subjects research without first proposing the Common 
Rule, including the changes set forth in this memorandum and any subsequent amendments, 
and promulgating a final rule on the protection of human subjects of classified research. 
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Part IV 

to be expected to absorb the financial, as well as the 
unavoidable human costs of the societal research 
enterprise which benefits everyone." 

The Advisory Committee urges not only consideration of a compensation 
policy for physical injuries attributable to research but also that consideration be 
given to appropriate remedies for subjects who have suffered dignitary harms, 
even in the absence of physical injury. Subjects so wronged have little recourse in 
the current system; litigation in the absence of physical injury is unlikely to 
provide relief to people who have been used as subjects without their adequate 
consent. If it is determined that financial compensation is not generally an 
appropriate remedy in the absence of physical injury, consideration should be 
given to other remedies that would be fitting. 

Recommendations for Balancing National Security Interests and 
the Rights of the Public 

Recommendation 15 

15a: The Advisory Committee recommends to the Human Radiation 
Interagency Working Group the adoption of a federal policy requiring the 
informed consent of all human subjects of classified research and that this 
requirement not be subject to exemption or waiver. In all cases, potential 
subjects should be informed of the identity of the sponsoring federal agency 
and that the project involves classified information. 

15b: The Advisory Committee recommends to the Human Radiation 
Interagency Working Group the adoption of a federal policy requiring that 

| classified research involving human subjects be permitted only after the 
review and approval of an independent panel of appropriate 
nongovernmental experts and citizen representatives, all with the necessary 
security clearances. This panel should be charged with determining (1) that 
the proposed experiment has scientific merit; (2) that risks to subjects are 
acceptable and that the balance of risk and potential benefit is appropriate; 
(3) that the disclosure to prospective subjects is sufficiently informational ^ 
and that the consent solicited from subjects is sufficiently voluntary; and (4) 
whether potential subjects must have security clearances in order to be 
sufficiently informed to make a valid consent decision, and if so, how this can 
be achieved without compromising the privacy and voluntariness of potential 
subjects. Complete documentation of the panel's deliberations and of the 
informed consent documents and process should be maintained permanently. 
These records should be made public as soon as the national security concern 
justifying secrecy no longer applies. 
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Although the Advisory Committee believes that the interests of both 
science and potential subjects are best served when research involving human 
subjects is conducted in the open, a public policy prohibiting the conduct of 
human subject research in secret is unwise. Important national security goals may 
suffer if human subjects research projects making unique and irreplaceable 
contributions were foreclosed. More citizens may suffer harms for lack of such 
information than would be harmed if adequately safeguarded human subjects 
research was conducted in secret. 

It also is possible that a prohibition on classified human subjects research 
would be circumvented through redefinition of activities or disregarded outright. 
If this were to occur, the participants in such activities could end up less well 
protected than if they were bona fide research subjects. 

The Advisory Committee believes, however, that the classification of 
human subject research ought properly to be a rare event and that the subjects of 
such research, as well as the interests of the public in openness in science and in 
government, deserve special protections. The Advisory Committee does not 
believe that continuing with the current federal policy governing the protection of 
human subjects, which does not provide any special safeguards or procedures for 
classified research, is adequate. 

In the current political context, classified human subjects research occurs 
relatively rarely. Existing policy may prove an inadequate safeguard of 
individual rights and welfare, however, if in the future national security crises 
occur that generate a perceived need for classified research. The history of 
human experimentation conducted in the interests of strengthening and protecting 
national security that the Advisory Committee has examined demonstrates how 
the rights and interests of citizens can be violated in secret research. The 
convergence of elements of secrecy, urgent national purposes, and the essential 
vulnerability of research subjects, owing to differentials in information and power 
between those conducting research and those serving as subjects, could again lead 
to abuses of individual rights and, upon subsequent revelation, the erosion of 
public distrust: in government. 

The Advisory Committee is particularly concerned about two aspects of 
current policy—exceptions to informed consent requirements and the absence of t 
any special review and approval process for human research that is to be v. 
classified. The current requirement for the informed consent of research 
participants is not absolute, leaving open the possibility that subjects may serve as 
mere tools of the state in the interests of national security if consent is waived. A 
strengthened requirement for the informed consent of research subjects in 
classified research should safeguard against the merely instrumental use of 
individual people to serve national purposes. 

Institutional review boards of government agencies are not sufficiently 
independent of the interests of the organizations of which they are a part to set 
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aside considerations of organizational mission when considering research 
construed as having the greatest national priority. Thus, determination by an 
agency IRB that a waiver of informed consent is warranted, or that sufficient 
information about a study remains in a censored protocol description for a 
potential subject's review, inadequately protects subjects' interests and rights and 
does not adequately safeguard the public's trust. By contrast, an independent 
panel should be less subject to unintended bias than that of an IRB of a federal 
agency whose mission is to protect and promote national security. 

Although the Advisory Committee acknowledges that both the formation 
of an independent review panel and an absolute informed consent requirement 
create opportunities for information leaks or security breaches and delays in the 
progress of urgent research, these disadvantages are surmountable and are more 
than balanced by the increased vigilance afforded the rights and interests of 
citizens and the safeguarding of the public's trust in government. 

Recommendation 16 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that improvements be made in the protections 
of the public's rights and interests with respect to intentional releases. 

16a. The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that an independent review panel review any 
planned or intended environmental releases of substances in cases where the 
release is proposed to take place in secret or in circumstances where any 
aspect of the environmental review process required by law is conducted in 
secret. 

In conducting its review, the independent panel should ensure that (1) 
secrecy is limited to that required for reasons of national security; (2) records will 
be kept on the nature and purpose of the release, the rationale for not informing 
the public (including workers and service personnel, as well as affected citizens), 
and alternative means of gathering data that were considered; (3) actions to 
mitigate risk were considered and will be taken; and (4) actions will be taken to 
measure the actual effect of the release on the environment and human health and 
safety, to the extent that measurements are deemed needed and feasible. The 
panel should also review the conditions on which any information kept secret 
should be made public, with a view toward ensuring the release of information as 
soon as practicable, consistent with any legitimate national security restrictions. 
The panel should report to Congress periodically on the number and nature of 
releases it has reviewed. 
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DRAFT 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, final report, the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
recommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research using human subjects where such research serves important 
national security interests. The Committee found, however, that classified human subjects 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to informed consent requirements and the absence 
of any special review and approval process for human research that is to be classified." 
ACHRE recommend that all classified research meet the following requirements: 

obtain informed consent from all human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves classified research; and, 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances." 

This memorandum implements the first three recommendations. For classified research, it J^0 A 
prohibits waiver of informed consent, requires researches to disclose that the project is ' 02 

classified, and requires researchers to inform subjects of the sponsoring agency. X*r 

The memorandum also responds to ACHRE's call for a special review process for classified 
human subjects research. The memorandum requires that institutional review boards for 
secret projects include a non-govemmental member, and establishes an appeals process so 
that any member of a review board that believes a project should not go forward can appeal 
the board's decision to approve it. This approach is less burdensome than that recommended 
by ACHRE but addresses ACHRE's underlying concerns. 



Finally, this memorandum sets forth additional steps to ensure that classified human 
subjects research is rare. It requires the heads of Federal agencies to disclose annually the 
number of secret human subjects research projects undertaken by the agency. It also prohibits 
agencies from conducting secret human subjects research without first issuing the Federal 
Policy for the Protection of Human Subjects. 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 
of research participants. 

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it 
affects Classified Research. All agencies that conduct or support research involving human 
subjects shall, within 60 days, publish in the Federal Register the following revisions to the 
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects 
classified research. 

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified 
research. 

(b) The agencies shall jointly propose to require that in classified research involving human 
subjects, two additional elements of information be provided to potential subjects when 
consent is sought from subjects: 

1) the identity of the sponsoring Federal agency; and 

2) a statement that the project is classified. . 

(c) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research as follows: 

(1) The"Common Rule currently requires that each IRB "include at least one member 
who is not otherwise affiliated with the institution and who is not part of the a 
immediate family of a person who is affiliated with the institution." For classified 
research, the agencies shall define "not otherwise affiliated with the institution," as a 
non-govemmental member with the appropriate security clearance. 

(2) Under the Common Rule, research projects are approved by the IRB if a 
"majority of those [IRB] members present at a meeting" approve the project. For 
classified research, the agencies shall propose to permit any member of the IRB who 
does not believe a specific project should be approved by the IRB to appeal a majority 
decision to approve that project to the Director of the White Hoilse Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's 
decision and approve or disapprove the project, or, at the Director's discretion, 
convene an IRB made up of non-govemmental officials, each with the appropriate 
security clearances, to approve or disapprove the project. 
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Sec 2. Final rules Agencies shall, within one year, after considering any comments, 
promulgate final rules on the protection of human subjects of classified research. 

Sec 3. Agency head approval of classified research projects. Agencies may not 
conduct a classified human subjects research project unless the agency head has personally 
approved the specific project. 

Sec 4. Annual public disclosure of the number of classified research projects. Each 
agency head shall infonn the Director of OSTP by September 30 of each year of the number 
of classified research projects involving human subjects underway on that date and of the 
number completed in the previous 12-month period. The Director of OSTP shall report the 
total number of classified research projects in each category to the President. The President 
shall transmit this number to Congressional armed services and intelligence committees and 
shall publish this number in the Federal Register. 

Sec 5. Definitions. For purposes of this order, the terms "research" and "human 
subject" shall have the meaning set forth in the Common Rule. 

Sec 6. No classified human subjects research without common rule. No agency shall 
conduct or support classified human subjects research without first proposing the Common 
Rule, including the changes set forth in this memorandum and any subsequent amendments, 
and promulgating a final rule on the protection of human subjects of classified research. 
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to be expected to absorb the financial, as well as the 
unavoidable human costs of the societal research 
enterprise which benefits everyone." 

The Advisory Committee urges nof only consideration of a compensation 
policy for physical injuries attributable to research but also that consideration be 
given to appropriate remedies for subjects who have suffered dignitary harms, 
even in the absence of physical injury. Subjects so wronged have little recourse in 
the current system; litigation in the absence of physical injury is unlikely to 
provide relief to people who have been used as subjects without their adequate 
consent. If it is determined that financial compensation is not generally an 
appropriate remedy in the absence of physical injury, consideration should be 
given to other remedies that would be fitting. 

Recommendations for Balancing National Security Interests and 
the Rights of the Public 

Recommendation 15 

15a: The Advisory Committee recommends to the Human Radiation 
Interagency Working Group the adoption of a federal policy requiring the 
informed consent of all human subjects of classified research and that this 
requirement not be subject to exemption or waiver. In all cases, potential 
subjects should be informed of the identity of the sponsoring federal agency 
and that the project involves classified information. 

15b: The Advisory Committee recommends to the Human Radiation 
Interagency Working Group the adoption of a federal policy requiring that 
classified research involving human subjects be permitted only after the 
review and approval of an independent panel of appropriate 
nongovernmental experts and citizen representatives, all with the necessary 
security clearances. This panel should be charged with determining (1) that 
the proposed experiment has scientific merit; (2) that risks to subjects are 
acceptable and that the balance of risk and potential benefit is appropriate; 
(3) that the disclosure to prospective subjects is sufficiently informational 
and that the consent solicited from subjects is sufficiently voluntary; and (4) 
whether potential subjects must have security clearances in order to be 
sufficiently informed to make a valid consent decision, and if so, how this can 
be achieved without compromising the privacy and voluntariness of potentia 
subjects. Complete documentation of the panel's deliberations and of the 
informed consent documents and process should be maintained permanently. 
These records should be made public as soon as the national security concern 
justifying secrecy no longer applies. 
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Chapter 18 

Although the Advisory Committee believes that the interests of both 
science and potential subjects are best served when research involving human 
subjects is conducted in the open, a public policy prohibiting the conduct of 
human subject research in secret is unwise. Important national security goals may 
suffer if human subjects research projects making unique and irreplaceable 
contributions were foreclosed. More citizens may suffer harms for lack of such 
information than would be harmed if adequately safeguarded human subjects 
research was conducted in secret. 

It also is possible that a prohibition on classified human subjects research 
would be circumvented through redefinition of activities or disregarded outright. 
If this were to occur, the participants in such activities could end up less well 
protected than i f they were bona fide research subjects. 

The Advisory Committee believes, however, that the classification of 
human subject research ought properly to be a rare event and that the subjects of 
such research, as well as the interests of the public in openness in science and in 
government, deserve special protections. The Advisory Committee does not 
believe that continuing with the current federal policy governing the protection of 
human subjects, which does not provide any special safeguards or procedures for 
classified research, is adequate. 

In the current political context, classified human subjects research occurs 
relatively rarely. Existing policy may prove an inadequate safeguard of 
individual rights and welfare, however, if in the future national security crises 
occur that generate a perceived need for classified research. The history of 
human experimentation conducted in the interests of strengthening and protecting 
national security that the Advisory Committee has examined demonstrates how 
the rights and interests of citizens can be violated in secret research. The 
convergence of elements of secrecy, urgent national purposes, and the essential 
vulnerability of research subjects, owing to differentials in information and power 
between those conducting research and those serving as subjects, could again lead 
to abuses of individual rights and, upon subsequent revelation, the erosion of 
public distrust in government. 

The Advisory Committee is particularly concerned about two aspects of 
current policy-exceptions to informed consent requirements and the absence of •• 
any special review and approval process for human research that is to be? 
classified. The current requirement for the informed consent of research 
participants is not absolute, leaving open the possibility that subjects may serve as 
mere tools of the state in the interests of national security if consent is waived. A 
strengthened requirement for the informed consent of research subjects in 
classified research should safeguard against the merely instrumental use of 
individual people to serve national purposes. 

Institutional review boards of government agencies are not sufficiently 
independent of the interests of the organizations of which they are a part to set 
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aside considerations of organizational mission when considering research 
construed as having the greatest national priority. Thus, determination by an 
agency IRB that a waiver of informed consent is warranted, or that sufficient 
information about a study remains in a censored protocol description for a 
potential subject's review, inadequately protects subjects' interests and rights and 
does not adequately safeguard the public's trust. By contrast, an independent 
panel should be less subject to unintended bias than that of an IRB of a federal 
agency whose mission is to protect and promote national security. 

Although the Advisory Committee acknowledges that both the formation 
of an independent review panel and an absolute informed consent requirement 
create opportunities for information leaks or security breaches and delays in the 
progress of urgent research, these disadvantages are surmountable and are more 
than balanced by the increased vigilance afforded the rights and interests of 
citizens and the safeguarding of the public's trust in government. 

Recommendation 16 

The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that improvements be made in the protections 
of the public's rights and interests with respect to intentional releases. 

16a. The Advisory Committee recommends to the Human Radiation 
Interagency Working Group that an independent review panel review any 
planned or intended environmental releases of substances in cases where the 
release is proposed to take place in secret or in circumstances where any 
aspect of the environmental review process required by law is conducted in 
secret. 

In conducting its review, the independent panel should ensure that (1) 
secrecy is limited to that required for reasons of national security; (2) records will 
be kept on the nature and purpose of the release, the rationale for not informing 
the public (including workers and service personnel, as well as affected citizens), 
and alternative means of gathering data that were considered; (3) actions to 
mitigate risk were considered and will be taken; and (4) actions will be taken to 
measure the actual effect of the release on the environment and human health and 
safety, to the extent that measurements are deemed needed and feasible. The 
panel should also review the conditions on which any information kept secret 
should be made public, with a view toward ensuring the release of information as 
soon as practicable, consistent with any legitimate national security restrictions. 
The panel should report to Congress periodically on the number and nature of 
releases it has reviewed. 
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DRAFT 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, final report, the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
recommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research using human subjects where such research serves important 
national security interests. The Committee found, however, that classified human subjects 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to informed consent requirements and the absence 
of any special review and approval process for human research that is to be classified." 
ACHRE recommend that all classified research meet the following requirements: 

obtain informed consent from all human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves classified research; and, 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances." 

This memorandum implements the first three recommendations. For classified research, it 
prohibits waiver of informed consent, requires researches to disclose that the project is 
classified, and requires researchers to inform subjects of the sponsoring agency. 

The memorandum also responds to ACHRE's call for a special review process for classified 
human subjects research. The memorandum requires that institutional review boards for 
secret projects include a non-govemmental member, and establishes an appeals process so 
that any member of a review board that believes a project should not go forward can appeal 
the board's decision to approve it. This approach is less burdensome than that recommended 
by ACHRE but addresses ACHRE's underlying concerns. 



Finally, this memorandum sets forth additional steps to ensure that classified human 
subjects research is rare. It requires the heads of Federal agencies to disclose annually the 
number of secret human subjects research projects undertaken by the agency. It also prohibits 
agencies from conducting secret human subjects research without first issuing the Federal 
Policy for the Protection of Human Subjects. 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 
of research participants. 

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it 
affects Classified Research. All agencies that conduct or support research involving human 
subjects shall, within 60 days, publish in the Federal Register the following revisions to the 
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects 
classified research. 

(a) The agencies shall jointly propose to prohibit waiver of infonned consent for classified 
research. 

(b) The agencies shall jointly propose to require that in classified research involving human 
subjects, two additional elements of information be provided to potential subjects when 
consent is sought from subjects: 

1) the identity of the sponsoring Federal agency; and 

2) a statement that the project is classified. 

(c) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research as follows: 

(1) The"Common Rule currently requires that each IRB "include at least one member 
who is not otherwise affiliated with the institution and who is not part of the a 
immediate family of a person who is affiliated with the institution." For classified 
research, the agencies shall define "not otherwise affiliated with the institution," as a 
non-governmental member with the appropriate security clearance. 

(2) Under the Common Rule, research projects are approved by the IRB if a 
"majority of those [IRB] members present at a meeting" approve the project. For 
classified research, the agencies shall propose to permit any member of the IRB who 
does not believe a specific project should be approved by the IRB to appeal a majority 
decision to approve that project to the Director of the White HotTse Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's 
decision and approve or disapprove the project, or, at the Director's discretion, 
convene an IRB made up of non-govemmental officials, each with the appropriate 
security clearances, to approve or disapprove the project. 



Sec 2. Final rules Agencies shall, within one year, after considering any comments, 
promulgate final rules on the protection of human subjects of classified research. 

Sec 3. Agency head approval of classified research projects. Agencies may not 
conduct a classified human subjects research project unless the agency head has personally 
approved the specific project. 

Sec 4. Annual public disclosure of the number of classified research projects. Each 
agency head shall infonn the Director of OSTP by September 30 of each year of the number 
of classified research projects involving human subjects underway on that date and of the 
number completed in the previous 12-month period. The Director of OSTP shall report the 
total number of classified research projects in each category to the President. The President 
shall transmit this number to Congressional armed services and intelligence committees and 
shall publish this number in the Federal Register. 

Sec 5. Definitions. For purposes of this order, the terms "research" and "human 
subject" shall have the meaning set forth in the Common Rule. 

Sec 6. No classified human subjects research without common rule. No agency shall 
conduct or support classified human subjects research without first proposing the Common 
Rule, including the changes set forth in this memorandum and any subsequent amendments, 
and promulgating a final rule on the protection of human subjects of classified research. 
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DEC 31 '96 05:42AM P. 2/2 

19 December 1996 

MEMORANDUM FOR: 

FROM: 

SUBJECT: 

Elizabeth Drye 
White House 

John Pereira 
Central Intelligence Agency 

Radiation--Draft Presidential 
Memorandum 

1. This i s a follow-up to our discussion of 18 December, 
during which you asked i f we could c r a f t more spe c i f i c wording 
concerning an exception from disclosing the i d e n t i t y of the 
sponsoring agency i n c l a s s i f i e d research. 

2. The Office of General Counsel and the Chairperson of the 
Agency's Human Subject Research Panel propose the following 
r e v i s i o n of Sec 1 . , (b) of the d r a f t memorandum (new wording 
underlined): 

(b) The agencies shall j o i n t l y propose to require that 
i n c l a s s i f i e d research involving human subjects, two additional 
elements of information be provided to po t e n t i a l subjects, when 
consent i s sought from subjects: 

1) the i d e n t i t y of the sponsoring Federal agency, 
unless the head of the sponsoring agency determines that 
providing t h i s information could compromise i n t e l l i g e n c e sources 
or methods and the proposed research involves no more than 
minimal r i s k to po t e n t i a l subjects; and 

2) . a statement that the project i s c l a s s i f i e d . 

3. Please l e t me know i f you would l i k e f u r t her information. 
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DEC 11 '96 10:39PM P.2/4 

CENTRAL INTELLIGENCE AGENCY 
WASHINGTON, O.C. 20505 

OTIice Of Geneial Cuunst:! 

Mr. Robert G. Damus 
Executive Office of the President 
Office of Management and Budget 
Office of the General Counsel 
Washington, DC 20503 

Dear Mr. Damus: 

This i s i n response to your request for the views of the 
Central Intelligence Agency on the proposed Presidential 
Memorandum e n t i t l e d "Strengthened Protections for Human Subjeces 
of Claooificd Reoearch,» which was prepared by the Office of 
Domestic Policy. This Presidential Memorandum implements 
recommendations of the Advisory Committee on Human Radiation 
Experiments (ACHRE) with respect to classified research. We 
agree with many of the recommendationa, including the requirement 
for informed consent. We do have concerns, however, with 
requiring researchers i n a l l cases to ident i f y the sponsoring 
agency, requiring agency head approval for a l l human research 
iuvulviny clcisieiried information, and imprecise language 
concerning the composition of the I n s t i t u t i o n a l Review Board 
(IRB). 

Identifying tne sponsor of the human research could, i u rax*? 
cases, jeopardize national security by alert i n g foreign 
intelligence services to possible v u l n e r a b i l i t i e s i n existing 
security procedures or by providing foreign services with the 
opportunity to counter advances made as a result of the research. 
For example, id e n t i f y i n g the Agency as the sponsor of research 
intended to improve the effectiveness and r e l i a b i l i t y of the 
polygraph could allow foreign intelligence services to counter 
new means to detect deception. I n these types of cases, 
requiring the i d e n t i t y of the sponsoring agency would add l i t t l e , 
i f any, additional protection to research subjects and could^ 
seriously jeopardize a new method to detect espionage. We " ] 
therefore request that the Presidential Memorandum be modified tcy 
provide an exemption from the requirement to i d e n t i f y the \ . 
sponsoring agency where the head of the agency conducting the 
research determines that such an exemption i s necessary for 
national security purposes. 
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Mr. Robert G. Damus 

We also are concerned with che requirement that a l l 
c l a s s i f i e d human research be approved by the head of the agency. 
Under existing rules, an IRB has the authority to approve, modify 
or disapprove a l l covered research a c t i v i t i e s . Certain research 
a c t i v i t i e s , however, are exempt from even this requirement. For 
example, research involving the collection or study of existing 
data or records i s exempt from the rules regarding human research 
i f in forma t- ion i s recnrdRd by the investigators i n such a manner 
that subjects cannot be i d e n t i f i e d , d i r e c t l y or through 
i d e n t i f i e r s linked to the subject. Tn other cases, expedited 
review procedures are provided for certain cases involving no 
more than minimal r i s k to the subject or where the reflearch 
involves nothing more than minor changes to previously approved 
reoearch. The proposed Presidential Memorandum alters these 
rules by requiring that a l l human research, regardless of the 
level of r i s k , be approved by the agency head i f the research i s 
cla s s i f i e d . 

Requiring agency head approval for classified research is 
unnecessary and burdensome for those categories of research that 
pose a minimal risk. For example, numerous epidemiological 
atudies ctie conducted annually, by the Agency's Office of Medical 
Services. Most of these studies, which are classified because 
they contain information un covert employees, are currently 
exempt from review. Under the draft Presidential Memorandum, 
these studies will require approval by the Director ol Central 
Intelligence (DCI). (DCI approval will in turn trigger a 
requirement tor review by the Agency's Human subject Resecuch 
Panel.) We do not understand why such benign research, which 
entails nothing more than reviewing tiles and coirpiiing 
statistical data, should require panel and DCI approval simply t^L/) 
because files contain the names of covert employees. The \^ V)^ 
proposed Presidential Memorandum should he amended to exempt frgm » ̂  
thf^j^ginrgmenh of agency he$Ld_a]3proval cl a s s i f i e d r e s e a r c n l t l a g ^ 
^ ia_5QH_ exempL-from coverage underexisting rules <jr—wfttglTcan beJ 

app roved under air_exgedi ted revielir'procedure. 
TUlfcjs ui whlgh can be 0 ^ 

Finally, we are concerned with imprecise language with 
respect to composition of the IRB. The draft Presidential 
Memorandum requires that for cl a s s i f i e d research, each IRB 
include a non-governmental member. I t i s not clear whether a 
person who receive grants or other funding from the government 
may sftrve on a panel as the "non-governmental member." 

^v^Individuals i d e a l l y suited to serve on IRB's are often themselves 
engaged in refsearrh that i s funded by the government. This point 
should be c l a r i f i e d . 



DEC 11 '96 12: Aim 

Mr. Robert G. Damus 

I appreciate the opportunity to comment on this propoaed 
Presidential Memorandum. Should OMB require additional 
information regarding our poeition on thie matter, please contact 
me or Mr. John Pereira, the Agency's representative on the 
Interagency Working Group, at iT" (b)(3)., jl. , -|;.,: 

Sincerely yours.,. 

. r 
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. ( b ) ( 3 ) 

CIA Commcna ie: LRM EHF7 (Proposed Report on Actions to Respond to the Advisory 
Committee on Human Radiation Experiments) ' 

Although CIA agrees with many of the recommendations of the Advisory Committee 
on Human Radiation Experiments (ACHRE), CIA has concerns regarding ACHRE's 
Recommendation #15 (p. 16), which would require: researchers to identify an agency 
sponsoring classified research projects, and agency heads to approve all human 
subjects research involving classified Information. 

• As CIA noted in its letter to Robert Dumas, dated 11 December 1996, identification of 
an agency sponsoring classified human research could, in rare cases, jeopardize 
national security, while adding little, if any, additional protection to research subject*. 
The proposed Presidential Memorandum, which will imptement ACIIRE'a 
recommendations, should be modified to provide an exemption from the 
requirement to Identify an agency sponsoring dasstfled research if the bead of 
the agency determines that such an exemption Is necessary for national security 
purposes. The proposed report's description of the actions directed by the 
Presidential Memorandum concerning this matter should be changed to reflect 
this modification. 

• The proposed requirement that all classified human subjects research be approved by 
the head of the agency is not required under existing rules. It is burdensome and 
unnecessary for those categories of research that pose a minimal risk. The proposed 
Presidential Memorandum should be amended so that heads of agencies 

^ sponsoring classified research would not be required to approve research that is 
- exempt from coverage under existing rules or which can be approved under an 

expedited review procedure. The proposed report's description ofthe actions 
directed by the Presidential Memorandum concerning this matter should also be 
changed to reflect this modification. 

CIA is concerned with imprecise language in the last draft of the proposed Presidential 
Memorandum that it reviewed concerning the composition of the Institutional Review 
Board (IRB). The proposed Presidential Memorandum that CIA reviewed would 
require each IRB to include a "non-govemmental member". However, the term "non-
govenunental member" is not cicarly defined, leaving a question as to whether a 
person who receives grants or other funding from the govemmcnt may serve on a 
pand as the "non-govemmental member." This point should be clarified. 

• 7 • i -7 ^<"\ • m. i • T T rt/r Trt ~,->n T c o r _ r c o _ 7 ( - i 7 ' n T T f f y / c n . i h 



December 2, 1996 
.... , , ( ; ; 

NOTE TO MAC REED 

FROM: El i z a b e t h DryeS-^ V y 

SUBJECT: P r e s i d e n t i a l D i r e c t i v e on C l a s s i f i e d Human Subjects 
Research 

Attached are: 

1) Memo from Carol Rasco t o Frank Raines asking OMB t o 
c i r c u l a t e d r a f t d i r e c t i v e . 

2) D r a f t memorandum. 

3) L i s t of agencies and departments t h a t have issued the 
Federal P o l i c y f o r the P r o t e c t i o n o f Human Subjects. As 
we've discussed, a d d i t i o n a l agencies, i n c l u d i n g the Dept. o f 
Labor and the NRC, should review the d r a f t . -

4) S t a f f contacts a t agencies p a r t i c i p a t i n g i n the Interagency 
Working Group on Human Radiati o n Experiments — the group 
t h a t put t h i s p o l i c y t ogether. 

Please l e t me know i f you need any a d d i t i o n a l i n f o r m a t i o n o r have 
any questions. 



THE WHITE HOUSE 

W A S H I N G T O N 

November 27, 1996 

MEMORANDUM FOR FRANK RAINES 

FROM: Carol H. Rasco -
As s i s t a n t t o the President 

f o r Domestic P o l i c y 

SUBJECT: POTUS D r a f t Memorandum t o Agency Heads on C l a s s i f i e d 
Human Subjects Research 

Attached i s a d r a f t memorandum from the President t o heads of 
f e d e r a l agencies strengthening p r o t e c t i o n s f o r human subjects o f 
c l a s s i f i e d research. I am requesting t h a t OMB c i r c u l a t e the d r a f t 
t o a f f e c t e d departments and agencies f o r formal comment. We 
would l i k e t o receive agency comments by December 6, 1996. 

Background 

The P r e s i d e n t i a l memorandum responds t o a key recommendation of 
the President's Advisory Committee on Human Radiation Experiments 
(ACHRE). The President convened ACHRE i n January, 1994 t o 
examine r e p o r t s t h a t the government had funded and conducted 
u n e t h i c a l human r a d i a t i o n experiments d u r i n g the Cold War, t o 
uncover the t r u t h , t o recommend steps t o r i g h t past wrongs, and 
t o propose ways t o prevent u n e t h i c a l human subjects research from 
o c c u r r i n g i n the f u t u r e . I n i t s October, 1995, f i n a l r e p o r t , the 
Conunittee recommended, among other t h i n g s , t h a t the government 
modify i t s p o l i c y governing c l a s s i f i e d research on human subjects 
t o b e t t e r p r o t e c t c i t i z e n s ' r i g h t s . 1 

ACHRE expressed concern about "exceptions t o informed consent 
requirements and the absence of any s p e c i a l review and approval 
process f o r human research t h a t i s t o be c l a s s i f i e d . " 
Accordingly, ACHRE recommend t h a t a l l c l a s s i f i e d research 
p r o j e c t s : 

o b t a i n informed consent from a l l human subje c t s ; 
in f o r m subjects of the i d e n t i t y o f the sponsoring agency; 
inf o r m subjects t h a t the p r o j e c t i nvolves c l a s s i f i e d 
research; and 
be approved by an "independent panel of nongovernmental 
experts and c i t i z e n r e p r e s e n t a t i v e s , a l l w i t h the necessary 
s e c u r i t y clearances." 

1 "Recommendations f o r Balancing National S e c u r i t y I n t e r e s t s 
and the Rights o f the Public (Recommendation 15)," F i n a l Report , 
Adv i so ry Committee on Human Rad ia t i on Experiments. 



Purpose of the Memorandum 

This memorandum d i r e c t s departments and agencies t o j o i n t l y 
propose the f o l l o w i n g r e v i s i o n s t o the Federal P o l i c y f o r the 
P r o t e c t i o n of Human Subjects as i t applies t o c l a s s i f i e d 
research: 

p r o h i b i t waiver of informed consent; 
r e q u i r e d i s c l o s u r e t h a t the p r o j e c t i s c l a s s i f i e d ; 
r e q u i r e researchers t o inform subjects of the 
sponsoring agency; 
r e q u i r e t h a t i n s t i t u t i o n a l review boards f o r secret 
p r o j e c t s include a non-governmental member; 
e s t a b l i s h an appeals process so t h a t any member of a 
review board who believes a p r o j e c t should not go 
forward can appeal the board's d e c i s i o n t o the D i r e c t o r 
of the O f f i c e of Science and Technology P o l i c y ; 
r e q u i r e t h a t heads of agencies approve every c l a s s i f i e d 
research p r o j e c t t h a t uses human subjec t s . 

I n a d d i t i o n , t h i s memorandum req u i r e s each agency t o di s c l o s e 
annually the number of secret human subjects research p r o j e c t s 
conducted or supported by the agency. I t also p r o h i b i t s any 
agency from conducting secret human subjects research without 
f i r s t promulgating the Federal P o l i c y f o r the P r o t e c t i o n of Human 
Subjects as amended. 

The d r a f t P r e s i d e n t i a l memo r e f l e c t s p o l i c y decisions made by the 
Interagency Working Group on Human Radiation Experiments (IAWG) -
- the government-wide group charged w i t h developing the 
Ad m i n i s t r a t i o n ' s response t o the ACHRE r e p o r t . This d i r e c t i v e 
addresses one of 18 recommendations made by ACHRE, and would be 
announced i n con j u n c t i o n w i t h a r e p o r t summarizing the 
Ad m i n i s t r a t i o n ' s response t o ACHRE, scheduled f o r completion i n 
the coming weeks. I t h e r e f o r e ask t h a t you request agency 
comments by December 6, 1996. 

Your s t a f f may contact E l i z a b e t h Drye (x6-5573) or Diane Regas 
(x6-5589) o f my s t a f f w i t h any questions. Thank you f o r your 
assistance. Please do not h e s i t a t e t o contact me w i t h any 
questions (x6-2216). 



DRAFT 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT 
OR SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, final report, the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
recommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research using human subjects where such research serves important 
national security interests. The Committee found, however, that classified human subjects 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to informed consent requirements and the absence 
of any special review and approval process for human research that is to be classified." 
ACHRE recommend that all classified research meet the following requirements: 

obtain infonned consent from all human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves classified research; and., 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances." 

This memorandum implements the first three recommendations. For classified research, it 
prohibits waiver of informed consent, requires researches to disclose that the project is 
classified, and requires researchers to inform subjects of the sponsoring agency. 

The memorandum also responds to ACHRE's call for a special review process for classified 
human subjects research. The memorandum requires that institutional review boards for 
secret projects include a non-govemmental member, and establishes an appeals process so 
that any member of a review board that believes a project should not go forward can appeal 
the board's decision to approve it. This approach is less burdensome than that recommended 
by ACHRE but addresses ACHRE's underlying concerns. 



Finally, this memorandum sets forth additional steps to ensure that classified human 
subjects research is rare. It requires the heads of Federal agencies to disclose annually the 
number of secret human subjects research projects undertaken by the agency. It also prohibits 
agencies from conducting secret human subjects research without first issuing the Federal 
Policy for the Protection of Human Subjects. 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 
of research participants. 

Sec 1. Modifications to the Federal Policy for the Protection of Human Subjects as it 
affects Classified Research. All agencies that conduct or support research involving human 
subjects shall, within 60 days, publish in the Federal Register the following revisions to the 
1991 Federal Policy for the Protection of Human Subjects ("Common Rule") as it affects 
classified research. 

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified 
research. 

(b) The agencies shall jointly propose to require that in classified research involving human 
subjects, two additional elements of information be provided to potential subjects when 
consent is sought from subjects: 

1) the identity of the sponsoring Federal agency; and 

2) a statement that the project is classified. 

(c) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research as follows: 

(1) The Common Rule currently requires that each IRB "include at least one member 
who is not otherwise affiliated with the institution and who is not part of the a 
immediate family of a person who is affiliated with the institution." For classified 
research, the agencies shall define "not otherwise affiliated with the institution," as a 
non-govemmental member with the appropriate security clearance. 

(2) Under the Common Rule, research projects are approved by the IRB if a 
"majority of those [IRB] members present at a meeting" approve the project. For 
classified research, the agencies shall propose to permit any member of the IRB who 
does not believe a specific project should be approved by the IRB to appeal a majority 
decision to approve that project to the Director of the White Hodse Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's 
decision and approve or disapprove the project, or, at the Director's discretion, 
convene an IRB made up of non-govemmental officials, each with the appropriate 
security clearances, to approve or disapprove the project. 



Sec 2. Final rules Agencies shall, within one year, after considering any comments, 
promulgate final rules on the protection of human subjects of classified research. 

Sec 3. Agency head approval of classified research projects. Agencies may not 
conduct a classified human subjects research project unless the agency head has personally 
approved the specific project. 

Sec 4. Annual public disclosure of the number of classified research projects. Each 
agency head shall inform the Director of OSTP by September 30 of each year of the number 
of classified research projects involving human subjects underway on that date and of the 
number completed in the previous 12-month period. The Director of OSTP shall report the 
total number of classified research projects in each category to the President. The President 
shall transmit this number to Congressional armed services and intelligence committees and 
shall publish this number in the Federal Register. 

Sec 5. Definitions. For purposes of this order, the terms "research" and "human 
subject" shall have the meaning set forth in the Common Rule. 

Sec 6. No classified human subjects research without common rule. No agency shall 
conduct or support classified human subjects research without first proposing the Common 
Rule, including the changes set forth in this memorandum and any subsequent amendments, 
and promulgating a final rule on the protection of human subjects of classified research. 
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NATIONAL BIOETHICS ADVISORY COMMISSION CHARTER 

Purpose 
The National Bioethics Advisory Commission will provide advice and make recommendations 
to the National Science and Technology Council, other appropriate entities and the public, on 
bioethical issues arising from research on human biology and behavior, and the applications, 
including the clinical applications, of that research. 

Authority 
Executive Order 12975. This Commission is governed by the provisions of the Federal 
Advisory Committee Act (FACA), Public Law 92-463, as amended (5 U.S.C. Appendix 2), 
which sets forth standards for the formation of advisory committees, and implementing 
regulations (41 C.F.R. § 101-6.10). 

Functions 
The National Bioethics Advisory Commission shall advise, consult with, and make 
recommendations to the National Science and Technology Council, Federal agencies, and other 
appropriate entities, and also make available to the public the Commission's advice and 
recommendations. The Commission's purview includes the appropriateness of departmental, 
agency, or other governmental programs, policies, assignments, missions, guidelines, and 
regulations as they relate to bioethical issues arising from research on human biology and 
behavior, and applications, including the clinical applications, of that research. The 
Commission shall identify broad, overarching principles to govern the ethical conduct of 
research, citing individual projects only as illustrations for such principles. The Commission 
shall not be responsible for the review and approval of individual projects. 

As a first priority, the Commission will direct its attention to consideration of: 

A. Protection of the rights and welfare of human research subjects; and 
B. Issues in the management and use of genetic information including but not limited to 

human gene patenting. 

In addition to responding to requests for advice and recommendations from the National Science 
and Technology Council, the Commission also may accept suggestions for issues for 
consideration from both the Congress and the public. The Commission also may identify other 
bioethical issues for the purpose of providing advice and recommendations, subject to the 
approval of the National Science and Technology Council. The Commission shall consider four 
criteria in establishing priority for its activities: 

A. The public health or public policy urgency of the bioethical issue. 
B. The relation of the bioethical issue to the goals for Federal investment in science and 

technology. 
C. The absence of another body able to deliberate fruitfully on the bioethical issue. 
D. The extent of interest in the issue across the government. (The Commission ordinarily 

will not deliberate on a bioethical issue of interest to just one department or agency.) 



Structure 
The National Bioethics Advisory Commission shall consist of not more than 18 members 
including the Chairperson. Appointments shall be made by the President, who shall select from 
knowledgeable non-Government experts and community representatives with special 
qualifications and competence to deal effectively with bioethical issues. At least one member 
shall be selected from each of the following categories of primary expertise: (i) 
philosophy/theology; (ii) social/behavioral science; (iii) law; (iv) medicine/allied health 
professions; and (v) biological research. At least three members shall be selected from the 
general public, bringing to the Commission expertise other than that listed. The membership 
shall be approximately evenly balanced between scientists and non-scientists. Close attention 
will be given to equitable geographic distribution and to ethnic and gender representation. 

Members shall be appointed for overlapping four-year terms. Initially, members will be 
appointed for two-, three- or four-year terms. Terms of more than two years are contingent 
upon renewal of the National Bioethics Advisory Commission by appropriate action prior to its 
termination. The Chairperson shall be appointed by the President. The term of office for the 
Chairperson shall be two years, renewable by appropriate action of the President. 

If a vacancy occurs on the Commission, the President shall make an appointment to fulfill the 
term. Any member appointed to fill a vacancy occurring prior to expiration of the term for 
which his or her predecessor was appointed shall serve for the remainder of such term. 
Members may serve after the expiration of their terms until their successors have taken office. 

The heads of executive departments and agencies shall, to the extent permitted by law, provide 
the Commission with such information as it may require for purposes of carrying out its 
functions. 

The Commission may conduct inquiries, hold hearings and establish subcommittees, as 
necessary. 

The Commission is authorized to solicit information from relevant human research subject 
groups. 

The Commission is authorized to conduct analyses and develop reports or other materials. In 
order to augment the expertise present on the Commission, the Secretary of Health and Human 
Services is also authorized to contract for the services of non-govemmental consultants who 
may conduct analyses, prepare reports and background papers or prepare other materials for 
consideration by the Commission, as appropriate. 
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In order to avoid duplication of effort, the Commission is encouraged to review the 
deliberations of other entities. The Commission may incorporate or otherwise use the results of 
the deliberations of other entities as it deems appropriate. 

The Assistant to the President for Science and Technology and the Secretary of Health and 
Human Services shall be notified upon establishment of each subcommittee, and shall-be 
provided information on the name, membership (including chair), function, estimated duration 
of the subcommittee, and estimated frequency of meetings. 

To the extent permitted by law, and subject to the availability of appropriations, the Department 
of Health and Human Services (DHHS) shall provide NBAC with such funds as may be 
necessary for the performance of its functions. Management and support services shall be 
provided by the DHHS. 

Meetings 
Meetings of the Commission shall be held up to 10 times a year at the call of the Chairperson. 
Meetings of the subcommittee(s) shall be convened as necessary. A Federal Government 
official shall be present at all meetings. 

Meetings shall be open to the public except as determined otherwise by the Assistant to the 
President for Science and Technology and the Secretary of Health and Human Services. 
Advance notice of all meetings shall be given to the public. 

Meetings shall be conducted, and records of proceedings kept, as required by applicable laws 
and Federal regulations. 

Compensation 
Members may be compensated at a rate not to exceed the maximum pay authorized by 
5 U.S.C. 3109, plus per diem and travel expenses as in accordance with standard government 
travel regulations. 

Annual Cost Estimate 
The estimated annual cost for operating the National Bioethics Advisory Commission is 
$500,000. 

Reports 
Reports by the National Bioethics Advisory Commission on specific issues shall be submitted to 
the National Science and Technology Council, the appropriate committees of Congress, and 
other appropriate entities. The Commission may specifically identify the Federal department, 
agency or other entity to which particular recommendations are directed and request a response 
from the Federal department, agency or other entity within 180 days of publication of such 
recommendation. 
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Executive summaries of each report of the Commission shall be promulgated in the Federal 
Register. Such summaries shall specifically list the department, agency, or other entity to 
which any recommendations are directed and the date by which such responses are expected. 

An annual report shall be submitted to the National Science and Technology Council and the 
appropriate committees of Congress. It shall contain, at a minimum, (i) the Commission's 
function; (ii) a list of members and their business addresses; (iii) the dates and places of 
meetings; (iv) a summary of the Commission's activities during the year; (v) a summary of the 
Commission's recommendations made during the year; and (vi) a summary of responses made 
by departments, agencies, or other entities to the Commission's recommendations during the 
year. 

General Provisions 
Notwithstanding the provisions of any other Executive Order, the functions of the President 
under the Federal Advisory Committee Act that are applicable to the Commission, except that 
of reporting annually to the Congress, shall be performed by the Secretary of Health and 
Human Services, in accordance with the guidelines and procedures established by the 
Administrator of General Services. 

Termination Date 
Unless extended by appropriate action prior to its expiration, this National Bioethics Advisory 
Commission will terminate October 3, 1997. 

Approved: 

J^H. Gibl>ons Date ^C f ^ H + t 
Assistant to the President 
Science and Technology 
Assistant to the President for 
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DRAFT — 

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT OR 
SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT: Stxeng-thened Protections for Human Subjects of 
Classified Research 

I have worked hard to restore trust and ensure openness in / 
governmeni:. This memorandum will further our progress toward / , 
these goals by strengthening the Federal government's protections ^ £ / * 
for human subjects of classified research> 

In January, 1994 1 established the Advisory Committee on Human 
Radiation Experiments (ACHRE) to examine reports that the 
government had funded and conducted unethical human radiation 
experiments during the Cold War. I directed ACHRE to uncover the 
truth, recommend steps to right past wrongs, and propose ways to 
prevent unethical human subjects research from occurring in the 
future. In i t s October, 1995, final report, the Committee 
recommended, among other things, that the government modify i t s 
policy governing classified research on human subjects 
("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, 
Advisory Coaanittee on ffuman Radiation Experiments\. This 
memorandum sets sforth policy changes in response to those 
recommendations. i 

ACHRE acknowledged that i t i s in the nation's interest to 
continue to allow the government to conduct cl a s s i f i e d research 
using human subjects where such research serves (apfr imporxanT 
national security interests. The Conunittee found, however, that 
c l a s s i f i e d human;subjects research should be a "rare event" and 
that the "subjects of such research, as well as the interests of 
the public in openness in science and in government, deserve 
special protections." ACHRE was concerned about "exceptions to 
informed consent • requirements and the absence of any special 
review and approval process for human research that i s to be 
cl a s s i f i e d . " ACHRE recommend that a l l classified research meet 
the following requirements: 

obtain informed consent from a l l human subjects; 
inforro subjects of the identity of the sponsoring agency; 
inform subjects that the project involves c l a s s i f i e d 
research; and 
be approved by an "independent panel of nongovernmental 
experts and citizen representatives, a l l with the necessary 
security clearances." 

This memorandum implements recommendations 1-3. For c l a s s i f i e d 
research, i t prohibits waiver of informed consent, requires 
researches to disclose that the project i s classified, and 
requires researchers to inform subjects of the sponsoring agency. 

The memorandum also responds to ACHRE's c a l l for a special review 
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process for cla s s i f i e d human subjects research. The memorandum 
requires that institutional review boards for secret projects 
include a non-governmental member, and establishes an appeals 
process so that any member of a review board that believes a 
project should not go forward can appeal the board's decision to 
approve i t . This approach i s less burdensome than that 
recommended by ACHRE but addresses ACHRE's underlying concerns. 

Finally, this memorandum sets forth additional steps to 
ensure that c l a s s i f i e d human subjects research i s rare. I t 
requires the heads of Federal agencies to disclose annually the 
number of secret human subjects research projects"undertaken by 
the agency. I t also prohibits agencies from conducting secret 
human subjects research without f i r s t issuing the Federal Policy 
for the Protection bf Human Subjects. 

These steps, set forth in detail below, w i l l preserve the 
government's ab i l i t y to conduct any necessary c l a s s i f i e d research 
involving human subjects while ensuring adequate protection of 
research participants. 

Sec l . Modifications to the Federal Policy for the 
Protection of~Human Subjects as il/affects Classified Research. 
All agencies that conduct or suprtbrt research involving human 
subjects s h a l l , within 60 days,/publish in the Federal Register 
the following revisions to the 1991 Federal Policy for the 
Protection of Human Subjects {"Common Rule") as i t affects 
c l a s s i f i e d research. 

(a) The agencies shal2^propose to prohibit waiver of informed 
consent for c l a s s i f i e d research. 

(b) The agencies shall^ropo^B to require that i n c l a s s i f i e d 
research involving human subjects, two additional elements of 
information be provided to potential subjects when consent i s 
sought from subjects: 

1) 

2) 

the identity of the sponsoring Federal agency; and 

a statement that the sroject i s class i f i e d . 

(e) The agencies shall/propose TO modify the institutional 
review board (IRB) app/dval process for classified human subjects 
research as follows: 
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(1) The Common Rule currently requires that each 
"include at least one member who i s not otherwise^ 
with the institution and who i s not part of the^f Immediate 
family of a person who i s affiliated with the institution." 
For c l a s s i f i e d research, the agencies shall define "not 
otherwise af f i l i a t e d with the institution," as a non­
governmental member with the appropriate security clearance. 

(2) Under the Common Rule, research projects are approved 
by the IRB i f a "majority of those [IRB] members present at 
a meeting1' approve the project. For cla s s i f i e d research, 
the agencies shall propose to pennit any member of the IRB 
who does not believe a specific project should be approved 
by the IRB to appeal a majority decision to approve that 
project to the Director of the White House Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP shall 
review the IRB's decision and approve or disapprove the 
project, or, at the Director's discretion, convene an IRB 
made up of non-governmental off i c i a l s , each with the ^ 
appropriate security clearances, to approve ox disapprove V 
the wojeet. ^ 

Sec Agency ̂ ead>(pproval of Classified fiesearch 
yroj ects. Agencies may Tiot conduct a classified human subjects 

*research project unless the agency head has personally approved 
the specific project. 

Sec jf.^ Annual public disclosure of the number of cl a s s i f i e d 
research projects. Each agency head shall inform the Director of 
OSTP by September 30 of each year of the number of c l a s s i f i e d 
research projects involving human subjects underway on that date 
and of the number completed in the previous 12-month period. The 
Director of OSTP shall report the total number of c l a s s i f i e d 
research projects in each category to the President. The 
President s h a l l transmit this number to Congressional armed 
services and intelligence committees and shall publish this 
number i n the Federal Register. 

Sec p ! ^ Definitions. For purposes of this order, the terms 
"research" and "human subject" shall have the meaning set forth 
in the Common Rule. 

Sec jff.k No Classified Jfuman Subjects .Research Without Common 
gtile. No agenc^ shall conduct or support classified human y — • 
subjects research without first proposing and ypiPMlga-fcing^the 
Common Rule, including the changes set forth in this memorandum 
and any subsequent amendmentsr^ Gsr\dt "pro rfS"U-/ tf^fArv* -fi'n&f 

_ — 1 ; ^ '*« 4̂ 

p r i W * ^ ^ ride* ^ ^ jnrotecfc'n* ^ 
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— DRAFT ---

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES THAT CONDUCT OR 
SUPPORT HUMAN SUBJECTS RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of 
Classified Research 

I have worked hard to restore trust and ensure openness in 
government. This memorandum w i l l further^our progress toward 
these goals by strengthening the V|)ederal (government' s protections 
for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human 
Radiation Experiments (ACHRE) to examine reports that the 
government had funded and conducted unethical human radiation 
experiments during the Cold War. I directed ACHRE to uncover the 
truth, recommend steps to right past wrongs, and propose ways to 
prWent unethical human subjects research from occurring in the 
future. In i t s October, 1995, final report, the Committee 
Recommended, among other things, that the government modify i t s 
policy governing classified research on human subjects 
( "Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, 
Advisory Conunittee on Human Radiation Experiments). This 
memorandum sets forth policy changes in response to those 
recommendations. 

z ACHRE acknowledged that i t i s in the nation's interest to 
continue to allow the government to conduct clas s i f i e d research 
using human subjects where such research serves^S^important 
national security interests. The Committee found, however, that 
c l a s s i f i e d human subjects research should be a "rare event" and 
that the "subjects of such research, as well as the interests of 
the public in openness in science and in government, deserve 
special protections." ACHRE was concerned about "exceptions to 
informed consent requirements and the absence of any special 
review and approval process for human research that i s to be 
clas s i f i e d . " ACHRE recommend that a l l classified research meet 
the following requirements: 

obtain informed consent from a l l human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves c l a s s i f i e d 
research; and 
be approved by an "independent panel of nongovernmental 
experts and citizen representatives, a l l with the necessary 
security clearances." 

This memorandum implements recommendations 1-3. For cla s s i f i e d 
research, i t prohibits waiver of informed consent, requires 
researches to disclose that the project i s classified, and 
requires researchers to inform subjects of the sponsoring agency. 

The memorandum also responds to ACHRE's c a l l for a special review 



process for clas s i f i e d human subjects research. The memorandum 
requires that institutional review boards for secret projects 
include a non-governmental member, and establishes an appeals 
process so that any member of a review board that believes a 
project should not go forward can appeal the board's decision to 
approve i t . This approach i s less burdensome than that 
recommended by ACHRE but addresses ACHRE's underlying concerns. 

Finally, this memorandum sets forth additional steps to 
ensure that cla s s i f i e d human subjects research i s rare. I t 
requires the heads of Federal agencies to disclose annually the 
number of secret human subjects research projects'undertaken by 
the agency. I t also prohibits agencies from conducting secret 
human subjects research without f i r s t issuing the Federal Policy 
for the Protection of Human Subjects. 

These steps, set forth in detail below, w i l l preserve the 
government's abi l i t y to conduct any necessary c l a s s i f i e d research 
involving human subjects while ensuring adequate protection of 
research participants. r^s 

TO 

[Rosemary, in Sec. 1, i s there a way to indicate that we're 
asking agencies to propose a common rule as was done in 1991, 
i.e. a single proposal from 17 agencies? Should we say, agencies 
_SH. - ^ - •• - -fitiall jointly propose?" Also, we'd like to d 
promulgate final rule within one year. Can y _ 
on that? thanks.] ^J&^M^ 

Sec 1. Modifications to the Federal Policy for the 
Protection of Human Subjects as i t affects Classified Research. 
A l l agencies that conduct or support research involving human 
subjects shall, v/ithin 60 days, publish in the Federal Register 
the following revisions to the\L991 Federal Policy for the 
Protection of Human Subjects ("Common Rule") as i t affects 
c l a s s i f i e a r e s e a t . _ V ^ ^ ^ ^ 

(a) The agencies shallvpropose to prohibitwaiver of informed u 
consent for clas s i f i e d research. 

7) 

(b) The agencies shall propose to require that in cl a s s i f i e d 
research involving human subjects, two additional elements of 
information be provided to potential subjects when consent i s 
sought from subjects: 

1) the identity of the sponsoring Federal agency; and 

2) a statement that the project i s classif i e d . 

(c) The agencies shall propose to modify the institutional 
review board (IRB) approval process for classified human subjects 
research as follows: 



(1) The Corrunon Rule currently requires that each IRB 
"include at l e a s t one member who i s not otherwise, a f f i l i a t e d 
with the i n s t i t u t i o n and who i s not part of t h e , ^ immediate 
family of a person who i s a f f i l i a t e d with the i n s t i t u t i o n . " 
For c l a s s i f i e d research, the agencies s h a l l define "not 
otherwise a f f i l i a t e d with the i n s t i t u t i o n , " as a non­
governmental member with the appropriate security clearance. 

(2) Under the Common Rule, research projects are approved 
by the IRB i f a "majority of those [IRB] members present at 
a meeting" approve the project. For c l a s s i f i e d research, 
the agencies s h a l l propose to permit any member of the IRB 
who does not believe a s p e c i f i c project should be approved 
by the IRB to appeal a majority decision to approve that 
project to the Director of the White House Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP s h a l l 
review the IRB's decision and approve or disapprove the 
project, or, at the Director's discretion, convene an IRB 
made up of non-governmental o f f i c i a l s , each with the 
appropriate security clearances, to approve or disapprove 
the project. 

Sec 2. Agency Head Approval of C l a s s i f i e d Research 
Projects. Agencies may not conduct a c l a s s i f i e d human subjects 
research project unless the agency head has personally approved 
the s p e c i f i c project. 

Sec 3. Annual public disclosure of the number of c l a s s i f i e d 
research projects. Each agency head s h a l l inform the Director of 
OSTP by September 30 of each year of the number of c l a s s i f i e d 
research projects involving human subjects underway on that date 
and of the number completed i n the previous 12-month period. The 
Director of OSTP s h a l l report the t o t a l number of c l a s s i f i e d 
research projects i n each category to the President. The 
President s h a l l transmit t h i s number to Congressional armed 
services and int e l l i g e n c e committees and s h a l l publish t h i s 
number i n the Federal Register. 

Sec 4. Definitions. For purposes of t h i s order, the terms 
"research" and "human subject" s h a l l have the meaning set forth 
i n the Common Rule. 

Sec 5. No C l a s s i f i e d Human Subjects Research Without Common 
Rule. No agency s h a l l conduct or support c l a s s i f i e d human 
subjects research without f i r s t proposing and promulgating the 
Common Rule, including the changes set forth i n t h i s memorandum 
and any subsequent amendments. 
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OR SUPPORT HUMAN *nrtll.i*W4 RESEARCH 

SUBJECT: Strengthened Protections for Human Subjects of Classified Research 

I have worked hard to restore trust and ensure openness in government. This memorandum 
will further our progress toward these goals by strengthening the Federal Government's 
protections for human subjects of classified research. 

In January, 1994 I established the Advisory Committee on Human Radiation Experiments 
(ACHRE) to examine reports that the government had funded and conducted unethical human 
radiation experiments during the Cold War. I directed ACHRE to uncover the truth, 
recommend steps to right past wrongs, and propose ways to prevent unethical human subjects 
research from occurring in the future. In its October, 1995, final report, the Committee 
recommended, among other things, that the government modify its policy governing classified 
research on human subjects ("Recommendations for Balancing National Security Interests and 
the Rights of the Public," Recommendation 15, Final Report, Advisory Committee on Human 
Radiation Experiments). This memorandum sets forth policy changes in response to those 
recommendations. 

ACHRE acknowledged that it is in the nation's interest to continue to allow the government 
to conduct classified research involving human subjects where such research serves important 
national security interests. The Committee found, however, that classified human subjects 
research should be a "rare event" and that the "subjects of such research, as well as the 
interests of the public in openness in science and in government, deserve special protections." 
ACHRE was concerned about "exceptions to informed consent requirements and the absence 
of any special review and approval process for human research that is to be classified." 
ACHRE recommend that all classified research projects meet the following requirements: 

obtain informed consent from all human subjects; 
inform subjects of the identity of the sponsoring agency; 
inform subjects that the project involves classified research; 
be approved by an "independent panel of nongovernmental experts and citizen 
representatives, all with the necessary security clearances" that reviews scientific merit,. 
risk-benefit tradeoffs, and ensures subjects have enough information to give valid \ 
consent; and ,—^ 
maintain permanent records of the panel's deliberations and consent procedures. 

This memorandum implements these recommendations with some modifications. For 
classified research, it prohibits waiver of informed consent and requires researchers to 
disclose that the project is classified. For all but minimal risk studies, it requires researchers 
to inform subjects of the sponsoring agency. It also requires permanent recordkeeping. 

The memorandum also responds to ACHRE's call for a special review process for classified 
human subjects research. It requires that institutional review boards for secret projects 



include a non-govemmental member, and establishes an appeals process so that any member 
of a review board That believes a project should not go forward can appeal the board's 
decision to approve it. 

Finally, this memorandum sets forth additional steps to ensure that classified human 
research is rare. It requires the heads of Federal agencies to disclose annually the number of 
secret human research projects undertaken by their agency. It also prohibits any agency from 
conducting secret human research without first promulgating a final rulê  applying the Federal 
Policy for the Protection of Human Subjects, as modified in this memorandum, to the agency. 

These steps, set forth in detail below, will preserve the government's ability to conduct 
any necessary classified research involving human subjects while ensuring adequate protection 
of research participants. 

1. Modifications teethe Federal Policy for the Protection of Human Subjects as it affects 
Classified Reseafch. All agencies that may conduct or support classified research involving 
human subjectslshall, within 60 days, jointly publish in the Federal Register the following 
revisions to the 1991 Federal Policy for the Protection of Human Subjects ("Common Rule") 
as it affects classified research. The Office for Protection from Research Risks in the 
Department of Health and Human Services shall coordinate the joint rulemaking. 

(a) The agencies shall jointly propose to prohibit waiver of informed consent for classified 
research. 

(b) The agencies shall jointly propose to prohibit the use of expedited review procedures 
under the Common Rule for classified research not exempt from the Common Rule. 

(c) The proposal should take comment on whether all research exemptions under the 
Common Rule should be maintained for classified research. 

(d) The agencies shall jointly propose to require that in classified research involving human 
subjects, two additional elements of information be provided to potential subjects when 
consent is sought from subjects: 

i) the identity of the sponsoring Federal agency, unless the head of the sponsoring 
agency determines that providing this information could compromise 
intelligence sources or methods and the proposed research involves no more 
than minimal risk to potential subjects; and 

ii) a statement that the project is classified and an explanation of what classified 
means. 

(e) The agencies shall jointly propose to modify the institutional review board (IRB) 
approval process for classified human subjects research as follows: 

(1) The Common Rule currently requires that each IRB "include at least one member 



who is not otherwise affiliated with the institution and who is not part of the a 
immediate family of a person who is affiliated with the institution." For classified 
research, the agencies shall define "not otherwise affiliated with the institution," as a 
non-govemmental member with the appropriate security clearance. 

(2) Under the Common Rule, research projects are approved by the IRB if a 
"majority of those [IRB] members present at a meeting" approve the project. For 
classified research, the agencies shall propose to permit any member of the IRB who 
does not believe a specific project should be approved by the IRB to appeal a majority 
decision to approve that project to the head of the sponsoring agency. If the agency 
head affirms the IRB's decision to approve the project, the dissenting IRB member 
may appeal the IRB's decision to the Director of the White House Office of Science 
and Technology Policy ("OSTP"). The Director of OSTP shall review the IRB's 
decision and approve or disapprove the project, or, at the Director's discretion, 
convene an IRB made up of non-govemmental officials, each with the appropriate 
security clearances, to approve or disapprove the project. 

2. Final rules Agencies shall, within one year, after considering any comments, promulgate 
final rules on the protection of human subjects of classified research. 

3. Agency head approval of classified research projects. Agencies may not conduct any 
classified human research project subject to the Common Rule unless the agency head has 
personally approved the specific project. 

4. Annual public disclosure of the number of classified research projects. Each agency head 
shall inform the Director of OSTP by September 30 of each year of the number of classified 
research projects involving human subjects underway on that date and of the number 
completed in the previous 12-month period and of the number of human subjects in each 
project. The Director of OSTP shall report the total number of classified research projects 
and participating subjects to the President. The President shall transmit this number to 
Congressional armed services and intelligence committees and shall publish this number in 
the Federal Register. 

5. Definitions. For purposes of this order, the terms "research" and "human subject" shall 
have the meaning set forth in the Common Rule. [Ellis, add defn of classified] 

6. No classified human research without Common Rule. Beginning one year after the date 
of this directive, jk) agency shall conduct or support classified human research without 
proposing and promulgatiflĵ the Common Rule,.including the changes set forth in this 
memorandum and any subsequent amendments. 
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