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U N I V E R S I T Y  O F  I ~ I T T P U U ~ Q H  

P l T T S U U R C H  I ) ,  P E N N S Y L V A N I A  

ARMl.950103.008 

RE: Contrnct ' 4 0 ,  DA-@007-MD-248 

Lts Cnlme;. k x  H. B m ,  KSC 
Contixctinc Officer 
bepAffMnt of the Army 
Office of t h e  Surgeon General 
WPl8htr.gLon 25, D.C. 

War Colonel B m :  

This is i n  answer to your ir;quiry of Pay 8 on the use of humM 
voluntcera in performing (L medical researcii r o n t r a C  i s s u e d  t o  the 
Unfver8it.y w i t h  the principal investlgntor an Dr. Paul Mrrwr. 

'de heve discunwd t h i s  mattcr n number of tlmn stncc ?eceivlng 
your l e t t c r  and are  i n  pmccse of apvointing an Advisory Comlt tee  v i t h i n  
a l l  s?hools of the University. I m y  nay t h a t  everJon? approves in 
p r i n c i p i c  of t h e  r t a k p e n t  vhich you sent,  
excel lent  baais f o r  proceeding i n  each individual inntnnce. Ho-vsr, 
W are of the opinion that ench such experbent  should be pasned on by 
M all Univereity cumnittee, I f  for nothing mom t!ian tc ::iv,* t h e  
invest igator  moral backing that what he pro90ses ? e  sound. 

We believe it represents en 

S i n c e r e l y  y o ' i n ,  

Robe& A .  b o p  
V l c r  Chancellor 
Health Professions 
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SlWECTr Contracts for  Medical Research Where it i s  Planned ta Use 
Human Subjects 

1. It  is believed to be administrntively desirable  i n  order to 

hilly protect  The Surgeon General i n  subject instances tha t  the following 

Procedure be s t r i c t l y  adherred to! 

a. Incorporate i n t o  subject  Contracts Art ic le  shorn i n  ASPR 

7-103.22, Insurance L i a b i l i t y  to Third Persons. 

b. Incorporate i n t o  the Contract by referance o r  by lnolnbion, 

the Principals ,  Pol ic ies  and Rules o f  the  Office of  The Surgeon General 

on the uae of Huaan Test  Subjects. 

c. The Research and Developlent Project  Officers acquaint 

the Contrecting Offlcer by memorandm on each proposed contract  when 

it is known t h a t  HWIM Test  Subjects w i l l  be used. 

4 

d. F’roject Off icers  t o  include i n  the memorandm a record of  

any correspandence o r  verbal disccasion held w i t h  the Principal Invest igator  

or  other Technical o r  Administrative Personnel. 
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U N I V L ~ S I T I  O P  ~ I T T S D U U G ~  

s c n o o ~  o r  ~ ~ ~ D . . C I H E  

r1 T T S  I u I c n I 3 ,  r e  H N i r L v A H I  4 

4 
.Yajor Charles C. Pixleg  
C h i t f ,  S u r g i i i l  hsearcb. t l rwch 
Becearch w d  Lmvelopment h v i $ i a c  
Department of t h e  Army 
O f f i r e  of the Surgeon General 
Uarhington ?SI  ij. C. 

h&r W j o r  Pixley: 

1 run g l c l o r i ~ i g  c q l e s  d tile jrctoruls  -)f L.a ncrt 
eqeriniants involving medical s tudents .  
& r e  t o  be i w e s t l g a t e d  Tor  a n t i g e n i c i t y  ir. nanr 

The l ' c l i o ? d i ~ ~  mattr2P1s 

a. S P E  B i  21 W i c h  w p d  received I'roiir Lr. 
hnbert P w n e l l  

ileatcci l i q u i d  ylrsna l o t  2 : X Y  received 
from Yylma Laboratories. 

b. 

fht p r o f e m r e  will be as f o l l o w :  

1. 50 d. of hlood W i l l  be clrrvr f n ; m  t h e  
v o l u n t e e r s .  

2. Tr&y uil? t n u !  be skln t e r t e d  w i ~ h  the 
material. 

The studet ts  vi11 the?! receive a t o t a l  cf 

o r  intramuscularly) OWE a perii1.i -f 10 ~ ~ 1 3 .  

Eoth ten ~ a y s  an6 about three uetk.~ aftrr the 
l a s t  i n j e c t i o n  50 ml. of blood w i l l  Sa drsm 
fro: the volunteers und, they uill be skin 
telitc3 u ni+nbohe& atMqc, 

3 .  
1 ml. in:ecttcir,s of the  inater!al (subcutanecucly 

4. 
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Dlre ctor 

Associate DLrector 
Rlchard L. Meiling, N. D, 

The Health Center 
Dlvision of Research 
Phe Ohio State Unlvsrolty 
Zolurnbus, Ohio 

Gentlemen: 

I, - - I  OX the Ohio Penitentiary, # ~ 

a n d m p  of the age% 2 1. years or more) hereby volunteer mysolF freely and of my 
own will a s  a s i F c f f o r  exwerirnmtn6n in connectlor. with a srudy of mncer, :o be 
carried out under the joint a u p ~ n r i a l o n  of  the Dl\tJslon of Medical Research, Cciloge 
of Medicine, The Ohio Sfate Unlverslty, and :he Sloan-Ketteriny Institute for Cancer 
Research of New Ymk City. 

_-/---_- 

This study, a s  1: has, been B X p h h O d  to  ma, l o  lnWnCed to datermine whether or 
not presumedly live cancer eelis. can kx succsssfuiiy transplanted, ind i rect ly ,  from 
one lndividual to another, 1 have h e n  told that :he ceccer crLh wlli be transplanted 
to my body by means of direct. ::sedle injectton under my skin .  I further understand 
that if the cancer Pransplarit 1s successful. that  i t s  exlatanm .dii be observed for an 
indefinite perlod (whether I am still a n  inmat3 9f tbs Ohio PaniZanUary or not or a m  
transferred t o  o m  of i t s  branches). Fwther,  I wlll roadiAy agree to ruSrnl: to a S'Ji- 

glcal excisien of tha invoived area at any t lma  or to  B biopsy OI adjacent (nearby) 
areas  of my body upon :he request of the principn: investigators I Doctors Charles A, 
Doan, Alice E. Moore, an4 Chsster  Ni, Southam, or their as~o&~tas.  It !s expocthd 
that  if the transplant survlvns t.hs'r the? entlxa growrh wiLl be aniljely removed, From 
time to t ime a sample  of my hrlood wll! be drawn f r r  analysis  during thle study. 

I also hereby agree that j :  wil? not .?cn?te any r.f my bled tn the hninerhm Red 
Cross for tronsfuslan untli t releaso same is &triined. 

W l t n e s a :  -- -.-_-. islqncd) - 
(Name) 

(Address) 

Witness;- - -I -_-- 
(Name) 

(AddnSB 
The mganizatlons involved i n  this otudy agree to pay for any and all medlcal ca re ,  
; p ~ c I c I  treatment, blopsies,  e t c . ,  that  may be necessary In conncctlon wlthFhis , study. 
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SUBJECT: 'ha Use of Ihw Test Subjects in Medical Res0-h Supported 
by t h e  Office of' The Surgeon General 

I 

1. It is believed t o  be appropriate to segregate this subject 

i n t o  the following categoriea: 

a. h s e a r c h  that is conducted by an i n s t i t u t i o n  with 

msnetPry support from my;. The i m t i t u t i o n ,  because of i t s  primary 

i n t e r e s t ,  would conduct the research progran even vlthout support of 

the. OT9;. 

b. Research that i s  supported by the OTSG because of its 

I n  other words the study is conducted a t  the  p r k q  in t e re s t .  

i n s i s t h c e  of ths 

2, In.cases whore h w n  mbjscts are used In research fal l ing 

in ca tegoq a ,  consLrlerntion should be given t o  the u t i l i za t ion  Of 

Cost-Sharine, Contracts, t o  t h e  extent that t h e  i n s t i t u t i o n  would bar  

all the costs  o,C insurance, l i a b i l i t i e s  t o  t h i r d  p a r t i e s ,  etc , ,  arid 

a s m  all responsibi l i ty  for aw' p x s i b l s  e f fec t s  resultin& fron the 

axperkntst ion.  

3 .  In those caaea &ere hunnn subjects  u a  wed i n  remarch 

falling i n  category b, the  OTSG t o  assums i t a  N1 responsibi l i ty  and 

provide by contraatual arrangement through the  uaa of' the o r t i a l e  

shown in ASPR "-103.22, Insurance - L i a b i l i t y  t o  Th'&J Pereon& M h e r ,  

by contractual arrangement e i t h e r  by mferencs or bf inclusion 

in the contract ,  incorporate 
) 

t h e w h  Publication dated 

. 
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