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June 1, 1370

Dr. Frank Brooks

U. S. Atomic Energy Commission
Division of Biology and Medicine
Washington, D. C. 20545

Dear Doctor Brooks:

As promised, enclosed are three copies of
our revised Policy with regard to Investigations
Involving Human Subjects. I am also sending
along three copies of the minutes of our latest
Review Committee meeting at which this institutional
policy was finalized.

Sincerely,

(Mrs.) Carole M. Marty
Secretary

CMM
Encls.
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POLICY IND FRCCEDURES CF ThZ FACIFIC NIRTEZST RESZARCH FOLDATICH
WITH RECGARD TO IHVBSTIGATION LWVOLVING EiaN SUBCE CTS

I. Ethical Policy. Since 1958 the investigatore of this Foundation
have conducted all research under the ethical provisions
of the Nuremburg Code, modified to permit consent by parents
or legal guardians.

ITI. Administrative Reviecw. All gpplxcatlon= for funds must be
reviewed by the Director; this review 15 chiefly concerned
with completeness, budgﬂt accuracy &nd conformance with
granting aegency policy. The Director is &lso required to
ascertain that projects 1n»olving hunan subjects have been
referred to the proper committees for scientific and ethical
review.
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See also Attzchment B - “Institutional Assurancs on Rzgesrch
Involving Heman Subjecte”,

IIT. Membership of Revicw Cornittee for Res ea
This Review Committes bears the pri:
d

rch Iﬂvolv1nq Euman Subjects,
mary regponsibility for

T to deal with the use of
human subjects at the PLC’liC Nortihwast Research Foundation.

It is made up of mature, compatent individuals in the ficlds

of surgery, internal medicine, ophthalmolcgy and microbiolcyy,
the Director of The Swedich Hogpital Medical Centerm the

Head of the Deparimont of Puthology of The Swedich ho*pltal
Medical Center, the Director of the Turmor In=t1tutc of The
Swedish Kospital ladical Center. the Chaplain of The Swedish
Hospita “-owcgl Center, an autorn-y, & nationally respected
business nan, @ Registered Nurse and the Preesident of the
Board of Trustees of the Pacific Northwest Research Foundation.

See Attachmznt B ~ Membership of the Review Committee for
Iweetigationq Involvfng Humnan Subjects of the Pacif’c
Northwest Res2azch Foundaticn
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IV, Initial Review by Committee. All applications are congidered
by the Lzdical Research Board in the exact form to be
used in submission to the granting e&gency. Subsequently,
all propcsals involving human subjects are submitted to
the Review Committee for Research Involving Human Subjects
and the investigators must discuss and be prepared to
defend in pexson the following points:

1. A detailed discussion of the possible rigks to the
rights and welfare of human subjects, including the
right of privacy and freedom from undue harrassment,
and a descxiption of the provisions made to minimize

thesz risks.

2. Methods used to acquirs inFoL.~d ccagent, with special

emphasis on their eppropriateness to the individual
study situaticn.

. 3. The relative ricks involved as compared to the probable
benafits to the subject end to society,

Mamberz of the Ccmmittee vho are in any way directly
involved in the work covered by any p¥ojachk being
will be excuzed during partinent discugsion.

For each epplication, the Committee will either certify that
these points have been properly cealt with and declame that
the projact may bz subadtted to Lhﬂ ageacy, o2 razcommend to
the Dirccton thgt submigeion bz delayad until specifie
deficiencies ( epelled cut in writing ) ave odaquately dealt
with. The Cﬂ:nitteo'ﬂ findings will be transmitted in writing
to the Directer and the investigator.

V. Continuing Reviezw by Committe2., The Revicw Committee maets
quartevly. Tne Co-mittee, the membership of which is
available at 2ll times, will ke convened by the Director for
energent problemz. Investigators in charge of projects
involving human subjects are required to submit status reports
to the Committee, at eppropriate intervals. Any unusual
circumstances or procedural changes will b° reporced
immediately to the Comaittee Chairman. The Chairman will
maintain a project log summarizing all Coamittes actions,
including discussicns cn these repcrts. If a report is
delinquent, the Chairman will ccatact the investigator to
ascertain the status of the study protocol. If at any time the
Comnittee is dissatisfied with the conduct of the project or
with the cooperation of the investigator, they shall reccmmend
that financial support of the project be withheld immadiately
until the deficiencies are corrected.
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If any investigator plans a change in study protocol, he
will submit the proposed chaenges to the Committee for theinr
approval, before putting them into practice.

VI. Provisions to protect thes health and safety of human subjects.
Any refearch conducted iNVolving poszible risk to huaan
subjects will be done at The Swedish Hospital Medical Center
where complete patient care is available in a 500-bad
facility. The Pecific Northwast Reseerch Foundation is
situvated cn the campus of The Swedish Hospital Modical Center.

ViI. pppllcabi1ity of this assurence. This assurance avplies to the
Pacific Northvest Kesearch Foundation.
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ATTACHMENT A

INSTITUTIONAL ASSURENCE ON RESEARCH INVOLVING HUMAN
SUBJECTS

The Pacific Northwest Research Foundation will comply
with the principles of the Public Health Service policy
with regard to research involving human subjects which
requires a review independent of the investigator or
director to safeguard the rights and welfare of those
subjects. It assures the Public Health Service that it
will e°tab1ish and maintain edvisory groups ccmpetent to
review researzh plans involving human subjects, prior to
the initiation of this research, in order to insure
adequate safeguardes. Group reviews and dacisions will
be carried out in reference to (1) the rights end welfare
of the individuals involved, (2) the appropriateness of -
the nmethods used to obtain informed consent, and (3) the
ricks end potential benefits of the prcpoced research.

The Pacific Northwest Resesrch Foundation agrees to a
conylnuwng exchangc of infcrmation and &dvics th.c»n the
review group anc the investicator ov dlr:CL»., particulsarly

to deal with proposed chenges in research dezign, end with
emergent problems which mzy alter the investigational

. situation with regard to the criteria cited asbove. The

Pacific Northwest Research Foundaticn will assure itself
that its policies and the edvice of its review groups are
followsd. It will also provide whatever professional
attention or facilities are required to safeguard the
rights and welfare of human subjects involved in research.
Records of group review end decision on the use of human
subjects and of informed consent will be develcped and

" kept Ly this institution.

William B. Hutchinson, M.D.

President end Director

Pacific Northwest Research
Foundation

Date:




ATTACEMENT B

LIST OF MEMBERS OF THE REVIEW CUA{ITTEE FOR INVESTIGATIONS
JINVOLVING HKUMEN SUBJECTS COF TEE PACIFIC NCRTHWESYT RESERRCH
FOUNDATION

Mr, C. Spencer Clarx
Chairman of the Board .
Cascade Natural Gas Company, Seattle, Washington

Williem B. Hamlin, M.D. .

Certified by the American Board of Anatomicel and Clinieal
PathOlogy

Heed of the Department of Pathology

The Swedich Hozpital Mzdicel Center, Saattle, Wzshington

Carl G. H2ller, M.D.,Ph.D.
Eead of the Divisicn of Rsproductive Physiology
Pacific Northwest Research Foundation, Seattle, Washington

William B. Kutchinson, M.D., F.2.C.S.

Certified by the ZErmarican Ecard of Surgery

Pregident &nd Director

Pacific Korthwest Resecarch Foundstion, Seattle, Vashington

Miss Olive Thmals, R.N.
Head KNurese
The Swedish Fospital lMedical Center, Seattle, Washington

Carl D. F. Jencen, M.D. ’

Certified by the American RBoard of Cphthzlmology

Chairman, Vadical Reseerch Board

Pacific Northwest Research Fcundation, Szattle, Vashington

Reverend Richard E. Johnson, B.D.
Professionzl Hospital Chaplain
The Swedish Hospital Mediecal Center, Seattle, Washington

Allan W. Lobb, M.D., F.B.C.S.
Certified by the American Board of Surgery

Medical Director A

The Swedish Hozpital Medical Center, Seattle, Weshington

Mr. David C. Lycette, L.L.D.

Attorney at Law
Seattle, Washington
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AT&hCFV“V“ B (Continued)

Vernon T. Riley, D.Se.
Chairman, Department of Microbiolcgy
Pacific Northwest Research Foundition, Seattle, Washington

Orliss Wildermuth, M.D., A.B.R.(T)

Certified American Board of Radlology
Director, The Tumor Institute of The Smed1=h Hospital Madical

Center, Sesattle, Washington

This list may be subject to change periodically
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REPOSITORY: DOE-RICHLAND
COLLECTION: GSS HUMAN TEST SUBJECTS SUTDIES
PRISONER STUDY

BOX: 046264

FOLDER: 1780 - HELLER PACIFIC NW RES. FOUNDA.
ASSIGNED NUMBER: RLHTS 94-0009
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