THE SECRETARY OF DEFENSE

1000 DEFENSE PENTAGON
WASHINGTON, DC 20301-1000

DEC 13 1999

MEMORANDUM FOR SBCRB'I.‘ARIBS OF THE MILITARY DEPARTMENTS
CHAIRMAN OF THE J OINT CHIEFS OF ST.

DIRECTOR, ADMINISTRATION AND MANAGEMENT
nmcroﬁo AGENCIES
. DIRECTORS OF THE DOD FIELD ACTIVITIES
SURBJECT: mimrmyforrmmofmmmsmmmmmﬁedm,'

OnMath? 1997, the President directed cies tomodtg' ons for the
ion of human nbjminmch mgﬂm‘mpmteeuomm mmmh. Under
direction of the Office of Science Technology Policy and the Office for Protection from
Renamhmshofthenq:manofﬂalmdh umasn Services, the attached amendment to the

'ﬁrbepmmofhmmnmwmmmm
lnd soon. ] have ved it as an amendment to DoD's
ﬁemmonmle(atnCFRPm% on
conform to it, effective immediately. The following additional requirements are estsblished.

L All classified research rotoeolsmvolvmglnmanlubjmmm
receive prior tthocmuyofDefann The proeeuumbwmonmthe
Smyofb bythesenmteompo:mt m of a proposed rescarch m
docmnelning l 5:{32 Pm219 &nﬂ ther Do
0
information. ho Dinector, Defomsd Rosparch
R'EB) &Gm«d&mkmdmyo&spnmpﬂwxﬁmsﬂnhtyﬁtm

responsible o St m
record and \ﬁumenttesubhlhed common rule am
DOREE shaif W Sopopriate Directive 3216, -'pmeuonmof

Human Subjects &oﬁed Rmm:h. anuory 7,1983, and i to issue
mmumions hnplmenting policy. ’ ? "

3. purposes of the sified research is
Board for review of the project includes clagsified informati
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32 CFR PART 219 ~ PROTECTION OF HUMAN SUBJECTS

Section __ 125 is added to read as follows:

___.125 Additional protections pertsining to classified research

(2) Applicability, mwﬁmmﬁumdywwhwﬁcbhmmm
mbjekaMomamWﬁmﬂnFMPoﬁqhhmdﬂmm
Subjects as promulgated on June 18, 1991 (56 FR 28003) and as it may be amended. These
m&mﬂmhdﬁﬁmmﬁnuhwdmhﬂwmmdmm No
WMW«WMMMWWMMKM
pmdpbdmdwnpﬁdwiﬂ:ﬁnl‘edud?olicymdtbhncﬁm. :

(b) Definitions. As used in this section:

means research involving “classified national security

Classified humsn rescarch
information” as defined in Executive Order 12958, sec, 1.1 (3 CFR, 1995 Comp., p. 333) and

set out in this paragraph (b).
welassifiod information”)’ |

Claasificd national seciity information (bereinaf
information that hes been determined pursuant to Executive Order 12958 or sny predecessor

order to require protection ageinst unsuthorized disclosure and is marked to indicate its
classified statius when in documentary form. :

lenlwﬂleunhcityofﬁwwﬂmuwhﬁumﬁm.cﬁmin
finction, to regulate access to the information. ?

mmmnmwknowled;eﬂutmbecmﬁmdadomym'
mdlmofiﬁpbwbdfamwemmsﬂ-thowmdby.pndwedw«ﬁr.ak
under the control of the United States Government, .

(c) Composition of institutional review board. The nonaffiliated member identified in
_.lmadunmbemmbynwomocofﬂwhduﬂwwmm
mmdmbuﬁpmbﬂ)uﬂﬂhwbobuhmmmﬂy
clearances. ) )

(d) Informed consent. For classified rescarch anly:
(1) Buman subjects must be provided with:

0] a disolosure that the project involves classified research and information
. sufficient to explain the nature of the classified rescarch; and

(if) ldilcloﬂnofmejduttityofhmabgnm.mhuﬁehnddﬂz
MomeﬂandhAﬁmtmﬂzhwidmtfoer
mmmm&mmﬁmmmmw
mum&o&mﬂ,:ﬁccomﬂuﬂmwiﬁhbhuwof&emm

Office of Scienoe and Technology Policy (OSTF), makes & written determination

that the research involves no more than minimal risk to subjests.
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@ An IRB may require disclosure to the subjects of the resesrch any classified information
that the IRB determyines is necessary for the subjects to provide a valid informed consent.

@) MMmmwlmmmﬂm«mmdﬂtm
requirements in ___.116 and may not waive the requirement that the investigator obtain
informed consent and a signed consent form for any classified rescarch,

(c) Expedited review. An IRB shall not allow use of the expedited review process set forth in
__+110 for any classified resexrch.

(f) Approval by agency hesd. Within 30 days of the IRB approval of s classified rescarch
project that has not been sppealed under paragraph (g) of this section, the head of the
Department or Agency sponsoring the classified research, and not the agency head's designee
or delegates, shall review and issue a written approval or disspproval of that project.

(z) Appeals from IRB approvals of classified research. Any IRB approval of » classified
resesrch project shall be subject to appeal by an individual member or members of the IRB.

(1) Appeals of any IRB approval shall initially be submitted to the bead of the Department or
Agency sponsoring the classifiod research within 20 days of the IRB approval. The
Department or Agency head must render a written decision within 60 dsys of the date the
appeal is submitted. The decision of the Department or Ageucy hesd may affinm the IRB
apptov:lm , everse the IRB spproval, or remarid the matter for further clarification from
the IRB.

(2) The IRB member or members may appeal a decision of the hoad of the Department or
Agency sponsocing the classified research that upholds the IRB spproval to the Director
of OSTP who shall review the IRB’s decizion and the decision of the head of the
Department or Agency sponsoring classified research and approve or disapprove the
Project, or, at the Director’s discretion, convene an IRB made up of individuals who are
not employees or officers of the Federal Government (other than for purposes of
membership on the IRB) each with the appropriate security clearances, to recommend
approval or disspproval of the project. The Director of OSPT must issue s written
decision on the appeal within 60 days of the date the appeal is subinitted.

(h) Reporting requirements. The head of each Department or Agency sponsoring classified
research within the previous 12-month period shall, no later than September 30* of each year,
report to the Director of OSTP the number of ongoing classified research projects involving
tuman subjects and the number of classificd research projects completed in the previous 12-
month period.  Each report required by this paragraph shall include the number of human
aa.nbieehinmhpujedmddn“hchdeinfmlﬁmmhuofﬁe&hhmh

Recordkeeping toquirements. The head of each Department or Agency sponsocing classificd

®
research shall maintain permanent records of the deliberations of the IRB and the consent

documents as well as any other related documents generated in connection with the decision
to spprove or disapprove a classified research project involving human subjects.

(i) Responsibilities of OSTP. The Director of OSTP shall report the total number of classified
research projects and participating subjects to the President and shall then report to the
congressionsl armed services and intelligence committees and forther shall publish the
numbers in the Federal Register.




