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Powargeon Genwsani, Puniic lezlih Service

. it Wevised proceuure 0a Clanacel Fuewacuh wnd iuvestigation
involving humas subjects

o Ty 5, 1266, I {.sued & policy stotoment Telacing wo investigoilions
R ‘o wenee Deings, lneludiag cllmfell resecsch, poiatiag oul the need
. L2 raviey to protect the righis and welfzre of che Luzan suojects
vec. las origi-zl poliey involved ouly che guppors of research aand
cl. “w13e  Uiae application of tils zolicy hos baen extended to
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er~a Jaiped in aduiznl il to vevisiocz and
(LI zion of procacura : Tevicion is ouze Zor
5 wiseements between each u.-atbe inscleution and the Puslic fea
-+ <:.ce Tnich will covizte tie aecessity for providing detalled wasura:
. l.oach appiication. Attached co this memorandum is a statewsst of
© seh pooley and procedure (Policy and Procedure Order 129) whica hzs ueen

ol
woiwrd at wy inmstructiom.

bl liealth Service will coacinue itz study of the issues of investl-
“ilons iivoiving human subjects. ..5 exparience shows the need for Tevisad
- 'Zmeniec polilcy or proceduius, these will bu Geveloped, I eiall pe
z.-ed to receive suggestions and information Srom oificials ard inve.ou-
«.0~5 of grantee iustitutions to &ssist the Service in the coucuct of ats

~ot hal ciese revisions, reflective of che advice I have receiwved

{rom sany of you, will facilitate your discaarge of this important obliga-
tion .
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r&l s policy statemeat
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\\\\ Tie grantee is required to make znd keep written records of the
~ group reviews avd decisions on the use of human subjects and
:‘\to obtain and keep documentary evideace of informed consent

“relating to investigztiocni carriec out with the assistance of

~PHd8 firszncial support.
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Taeh zsscrance and its etceaciments shall be transmitted to the Public
z2aicn Service, in care ol the Chief, Division of Resezrch Gramts. When

3

cne Pub.ic Health Service has reviewad and accepted the assurance, the
lLaief, Division of Research Gre.:s, shail so 1oc*’7 boca the responsible
officiel of the grantee institucion involved and all Public Health
Cervice extramural research program cffices.

-
Zaca grantee institution shall repor: currently any changes in its
solicies, its procedures, oy thc comperencies represented on its cormittee
of associates.
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Qe aclached scatenent ol Pubiic ieulth Service policy and procedure,
tdecafics as JPO #1129, Revised, Jusy 1, 1966, requires that each institution
recelving supporc from the i'colic lealth Secvice [or projects that include

the investigation of human subjects send to us, and have approved, an
astitubion-wide statement of assurance concerning investigations tiat favolve
human sudjects,

We shatll accovdingly need for your iastitution an institutional statemend

of agrecement wilca covers in substance the points ol the sample statement
atzached vo the Public dealtn Sevviece policy issuance of .July 1, 1966 (#129),
ond waich beors the sirnature of tie ofificial authorized to sigun tor the
gl tulion,

We stall also need as attachmeunts to this statement a description of the
foLiowing:
.. The requjirements at your inzcituiion for the following --

a. Group review and decision on the adequacy of pruvisions

for protecting the rigihts and welfare ol the subjects,

on the appropriateness of the methods used to secure the

informed consent of the subjects, and on the risks and poteatial

medical benefiis uf the investigatioa {please see section III

A on page 2 and seccion IV on page 3)

b. Bringing to the atteation of the committee of associates
changes in investigative protocol, which may affect the
subjects, belore such changes are made, and emergent problems
of investigation, which may atlect the subjects, when such
problems occur .

¢. Conveying the advice of the couwwmittec of associates to che
investigator concerned

d. Assuring the institucion that the investigator follows
the advice of the committee of associates ( please see section
IV on page 3)

Z. The competencies represented in the committee of associates
(please see section III A on page 2 and section IV on page 3)

3. The sources of consultants, if employed (please see section
1V on page 3)

4. DProvision ol f{acilities and professional attention necessary

for the health and safety of the subjects (please see sectjon III
A on page 2)
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5. Whe opplicabiiity of your statement, i.e

i

whether ro che

instictution as & who.e or vo a speciiied component of the

ivacstution (please see sccition IVs on' page 3)

Your carly reply will help us hascen the review.
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