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J i UNIVYERSITY OF PITTSHURGH
/
~ f PITTSBURGH 1y, PENNSYLVYANIA
€1 0F tRY vicy cuANCRLLOR
NLs @F TRE NRALTX PROFRASIONS . May 161 1957

RE: Contract No. DA-UG-0OT-MD-24LB

Lt: Snlone’l Max H. Brown, MSC
Contracting Officer
Department of the Army
office of the Surgeon General
washington 25, D.C.

Dear (olonel Brown:

This i {n answer to your inquiry of May 8 on the use of human
voluntears in performing a medical research contrant issued to the
University with the principal {investipator as Dr. Paul Maurer,

We have discussed this matter a number of times since recelving
your letter and are in process of aprointing an Advisory Committee within
all s-hools of the University. 1 may say that everyone approves in
principle of the statement which you sent, We belleve it represents an
excellent bamis for proceeding in each individual instance. However,
we are of the opinion that each such experiment should be passed on by
an all University committee, if for nothing more than te ive the
investigator morel backling that what he proposes ‘s sound.

Sincerely yours,

ROW

Vice Chancellor
Health Professions
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NRID B 8 May 1957

Dr, fobtert A, Soore

Vice Chanceilor

Sehcols of dealth Frofessions
University of Pittsburgh
Pittsburgh 13, Permaylvania

KE: Contrast Ko, DA-#G.007.} 0. 248

Dear I'r. Mocre:d

Reply has mot been receilved to our letiar of 12 Fervh 1957,
reqgarding policies for the use of huomas vuluntercs 1o perfurming

mediga’ ressesreh coutracta,

we are wondering if there is any widitions] informstion that
aignt La required frem this office regarding tme subject presented.
we had expected to regelve u statessnt from you that the work wowd

be conducted ir agcordanee with the policies swt forth in owr letter
-f 12 Rareh, prior to sodifying the comtract to inolode the “Liabilities

ro Third Persone Clawws.*

sincerely yours,

MAL ., BHLWN
W, Colonel, 8
Conmtracting -[ficer
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SUBJECT: Contracts for Medical Research Where it 1a Flanned to Use
Human Subjects

1. It is believed to be administratively desirable in order to
fully protect The Surgeon General in subject instances that the following

Procedure ta strictly adherred to:

a. Incorporate into subject Contracts Article shown in ASFR

71-103,22, Insurance Liability to Third Persons,

b. Incorporate intoe the Contract by reference or by incluskion,
the Principals, Policies and Rules of the Office of The Surgeon General

on the use of Human Test Jubjects.

¢, The Research and Development Project Officers acquaint
the Contracting Officer by memorandum on each proposed contract when

it is known that Human Test Subjects will be used.

de Project Officers to include in the memorandum a record of
any correspondence or verbal discuasion held with the Principal Investigator

or other Technlcal or Adminiatrative Perscnnel,
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: UNIVYERSITY OF PITTSBRURGH

$CHOOL OF MED,CINE

PITTSSURGH 13, PENNITLVANIA

tHMEXT OF PATROLOCY

February 13, 195/

Major Charles C. Pixley

Chief, Surgi-al fesearch sranch
keeearch ard Development uivision
Department of the Army

Office of the Surgeon General
Wachington 25, D. C.

Deer Major Pixley:

I am enclosing copries of the jrotocols -f tue next
experiments ipvolving medical students. The {cllowlug materials
are Lo be investigated for antigenicity in man:

|

o
-

The proceuure

1.

4

SFPS B 21 which was rereived from Lr.
hobert Pernell.

Heated lliquid plasma lot 230C30 received
from Hyland Laboratories.

will be asz follows:

50 ml. of blood will be drawr frum the
volunteers.

Tney will ther be skin tested with Lbe
material.

The studerts will then receive a total cf
£ 1 ml. infections of the material (subcutanecusly
or intramuscularly) over a period ~f 10 aays.

Both ten uays and about three wecks after the
last injection S50 ml. of bloed will be drawn
frog the volunteers wnd, they will be skin
{eBtad 38 nentioned atove,
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Maior Charles (., Tinley
Fevruary 18, 1997
Page ¢

Al7 of the abceve procesure: will he pert pmec Wi th
sterile technijues,

Althougr the stucents have volunteercoe lor there

-*

experimerts I weuld appreciate receiving a form-l appreval for

i tule woerk from the epartaert 0 tne Army. as mentinmes ln our
discuctlors, a stateamont conrerrirg the ssmuring of responeibilivy
by the Army for any possille urtoward effects =reult oy Tror tris
: oxrerirentation sroulc accompar: Lhe approval,
1 deeply appreciate v .nuerstar lirng 11 t1os reRLer,

SiRCerely ¥ LUs,

1
N
/ (de o -/ ,//Uu-t-c_,;___

-

Paul . Yaur.c, v, _,

‘ ~

Tuve. sus
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THE OHEIO STATE UNIVEF3ITY
Howard L, Bavis, President
Columbug 10
Health Center
Charles A, Doan, M, B, Feter A, Volpe, M, D,
Director Administrator

Richard L, Meliling, M, D,
Associate Director

- e O S —

(Date)

T'he Health Center
Division of Research

The Ohio State University
Columbus, Ohlo

Gentlemen;

I, , of the Ghlo Penitentiary, #
andhaing of the age of 21 vears or more, hereby voluniaer myself freely and of my
own will as & subJect fof experimantalion in connection with a siudy of sancer, to be
carried out under the joint supeivision of the Division of Medical Research, Ccllegs
of Medicine, The Ohlo State Unlvers!iy, and the Sloan~Kettering Ingtitute for Cancer
Ressarch of New York City.

This study, as it has been explained to me, i3 intended to dotermine whether or
not presumedly live cancer celiz can be successfully tranaplanted, lndirectly, from
one individual to another, 1 have baen told that the cancer crils will bs transplanted
to my body by means of diract neadie injection undar my skin. 1 further understend
that if the cancer transplant i3 successful that its existaneo + 1l be observed for an
{indefinite period (whether I am still an inmats »f the Ohio Panitentiary or not or am
transferred to one of its branchas). Further, I wiil readlly agrae to submit to a sur~
gical excision of the invoived area at any time or ta & blopsy of adjacent (nearby)
areas of my body upon the request of the principal investigators, Doctors Charles A.
Doan, Alice E, Moors, and Chester M, Southam, or thelr assoclates, I is expected
that if the transnlant survivos that the entire growth will be eniiraly removed, From
time to time a sample of my Hlocd will be drawn {or analysis during this study,

I also horeby agree that I will not donate any of my bleod to the American Red
Cross for trans{usion until & release fo- anme 18 abtained.

Witnesa: e iBi9nad)

(Name)

(Address)“

Witnhess; .
{Name)}

(Addressa ‘

The organizations {nvolved in this study agree 1o pay for any and all medical care,
specir! treatment, blopsies, etc,, that may be necessary in connection with*;\his

study,
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Criaf, Reseersh and Davelppomt Biv,, XSG 5 Augast 1957

Contracting G fiear, OTH

The Use of Humem Test Subjoals 4n Kedioa) Heseaxrch auppeited by ilhe Cfficm
of The Jorgsen Cangink

1, Incloswrs No L, i3 2 copy of Hewo dra! B by ths contractlng afficer
priwarially for dlncussice parposes of esubjet problem. 1& rs{lacta generally the
currect thinking of b comtrmebing officer.

2. Inclosure ¥o 2, & a capy of & pepar recrived Lrom the Legsl Qffice on thm
same subject.

Tt is regeedted thal %ha N&b Division cormmt ca subjset problems in erder

edures to hepdlie thie dellcate

3.
that steps can be Laken te ipitinks ROTESHATY PrRO
pubject.
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3 April 1957

SUBJECT: The Use of Human Test Subjects in Medical Research Supported
by the Office of The Surgeon Genaral
L

1. It is belleved to be appropriaste to segregate this subject
into the following categories:

a, HResearch that is conducted by an institution with
monetary support from O0TSG. The institution, becsuse of its primary
interest, would conduct the research program even without support of
the. 0TSG,

b, Research that is supported by the UTSG because of its
primary interest. In other words the study is conducted at ihe
insistnce of the OT3G.

2. In -cases where human subjscis are used in research falling
in category a, considerstion should be given to the utilization of
Cost-Sharing Contracts, to the extent that the institution would bear
all the costs of insurance, liabilities to third parties, etc., and
assume all responsibility for any possible effects resulting from the
experimentation,

3, In those cases where human subjects are used in research
falling in sategory b, the OTSG to assume its full responsibllity and
provide by contractual arrangement through the use of the article
shown in ASPR 7-103.22, Insurance - Liability to Third Persond Further,
by contractual arrangement either Ly reference or by inclusion

AT
in the contract, incorporate W the egmrhewbs RPD Publication dated

L b erm a A = o
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12 March 1954, subject: %Use of Human Volwntsers in Medical Research:"
Principle, Polliclies and Rules of the Office of the Surgeon General.

4, In addition, the Project Officer of the Research and Development
Divisicn should furnish the Contracting Officer a firm recommendation
on this subject for each case involved, PFurther, official files should
be fully documented on all cases where research supported by the OTSG

involves ths use of Human Test SubSQcts.




