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1. Question: 

War the t o t a l  body i r r a d i a t i o n  project submitted t o  a review c m i t t e e  
concerned with rafa-guarding huwn r igh t r ?  

The proporal war f i r s t  formally submitted to the University of Cincinnat 
Medical Center Faculty Comaittee on Rerearch in b r c h  1966, which war the 
f i r r t  year that  the c m i t t e e  o f f i c i a l l y  opetared ( for  h i r to r i ca1  review of 
Huun Rightr Camittee, rea appendix I). A revired and expanded protocol 
war later r e r u k i t t e d  to the camittee and approval w88 granted in My,  1967, 
with the proviro that infusion of rtored bone marrow c o n r t i t u t e  a rupportfve 
measure, and that p a r t r  of the protocol be rewritterr, par t icu lar ly  in rolatioo 
to the plan of investigation (rea appendix XI). 
changed and the protocol war a l s o  changed, a revired protocol war submitted 
to t h e  comittee i n  October 1970. After a number of rev i r ionr  dealing w i t h  
a review of the data  fram 1960 t o  1970, a fit& rev l r ion  war approved i n  
Augurt of 1971 (rea aJDendiX 11). 

2. Question: 

A8 the  chief invertigator 

4 Why war the project not reviewed in 1960 when the  work began? 

Answer : 

The f i r s t  formal declarat ion i n  the United S t a t e r  of the r i g h t r  of the 
individua' i n  human experimentation was ret forth i n  t h e  Declaration of 
Helainki i n  1964. The American ASSOCiAtion of Medical Colleger drafted i t a  
f i r r t  code of ethic. i n  1965, The Surgeon General of United Stater Public 
Health Service f i r s t  recamended review of Department of H e a l t h ,  Education 
rad Welfare grantr dealing with human invertigation in February, 1966 (re. 
aDRendix I). 

- I--- 

It rhould be noted t h a t  the invert igatorr  submitted t h e i r  proporal. 
aa 8oon a8 the Medical College machinery for  such  review waa made available 
Prior to  1966, t h e  i nve r t iga to r r  had u t i l i z e d  the general consent forma 
u 9 u - r h . s  Cinci-gut1 General t l o r p i t ~ ~  -$d had alwayr obtdned  f u l l  conrent 
f r a  the patient?. - 
3. Quertion: 

_ _  - 

How i r  the Faculty Cwsittee on Rerearch conr t i tu ted t  

An8wer : - 
The dmberr  of the comnittae are appointed by ' the Dean of t h e  Uedical 

, College and reprerent renior  members of the faculty with experience in 
" rerearch and' c l i n i c a l  fnvertigation. The ' c m i t t e c  or ig ina l ly  had eleven 

mombars (rea p@gr 3 of appendix 111). 
t h i r t e e n  pymberr, with the Dean at an ex-off ic io  member. The member# a r e  
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ienior - facul ty  f r m  the P p a r C F n t r  of Medicine, P e d i r t r i c r ,  Surgery, 

The prerent.camn%ttee i o  compored of 
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Obrt r t r ic r  and Gynecology, and Pharmacology. 
the cmittee.  The chairman i r  a Proferror o f  Wditinr, 
part aalaty f r a  the  Dcan'r off ice  ir providrd Cot tha cmittrr, X t  Ir 
tho oplaloa O f  the E8.w and Faculty Chairarm that aemberr servo a t  leaat  
two yearr t o  a c q u ~ r r  the e r r e n t i a l  expet t i re  required for t h i r  very important 
t a r k  
c-tteo, and tha t  i r  18 a reprerentat  ve of the General ClLnicol Rerearch 
Canter of t h e  Cincinnati General Hoipitel. 

4, auertion: 

there are two lay urborr of 
A a r e t r t ~ t y  with 

Only on0 d e r  of t h e  1967 c m i t t e e  i r  8ttl1 rerving on t h e  prrront 

llav ate outr idr  member8 of the cfsmit ter  r r l r c t r d ?  

Anrwet * 

Prior t o  1971, lay reprerentat icn war not required f o r  rer?arch 

-* 

~ a ~ i t t e e r ~  
tha Departrrnt of Health, Bducat4on, and Welfare eaacted into l a w  ( T i t l e  21) 

tequir-nt t ha t  Wadical Center C m i t t e e r  h 8 ~  nom-dical teprerentatioa.  

decidrd t o  have two reprereatatfvhlr , a lawyer interer ted 0nd knowledgeable 
in medical matterr ,  and re l igiour  r e p t e r r n t r t f v e  interested and k n a u l e d ~ -  
able  in rota18 rad e th ic& There members could a l r o  toprerent  tho potential  
pat  tent. 

However, i n  Wrch 1971, the Food and Drua Ad.fni8ttatiOn of 

After -Ch d i 8 C U 8 8 i 0 l l D  t h e  UQ$V.rrity Of C h C h U t i  Mdic8l C*nter h i t t e a  

5. 93ertloa: ' 

What guideline8 do the comnitte follow? 

The c a m i t t e e  i r  guided by the  statement of  principle8 iarued by the 
c a m i t t e e  i n  1967 (IC. appcndix 111) and by the gutdelinor publimhed 88 a 
pamphlet by the U.S. Department of Health, Education and Welfare i n  Hay, 
1969 (8ee rvpcndix IV). 
lines and t h i r  c a n d t t e e  ha8 contributed t o  the revirion of thrcle guideliae8, 
The new pamphlet w i l l  be avai lable  ranrtbe in ear ly 1972. 

The DHEW f 8  i n  t h e  prOCr88 O f  reviaing i t 8  guide- 

6. Quertion: 

Uh8t are the uchan ic r  of the c-i t tre review? 

Anawer 

A faculty member rUbPit8 8 rerearch protocol t o  hi6  Departnsnt Ch8fnua 

--' 

f o t  reVieW and apprOVa1. CrAduate r tudentr ,  fellows, 8nd hourertaff can 
only r u b i t  p t O t 0 ~ 0 1 8  w i t h  an experienced facul ty  investigator. 
departqwat.1 tevieu,  throe copier of the propor81, which aur t  f o l i a r  t h e  
wfde l ineq  rUUe8ted by the cormittee and w i t h  the accepted type of consent 
form, a r e ' r e o t  t o  the  h c u l t y  CamPittee Chairnun,(ree adpcndix V). The 
chairman re lec t r  three ~ m b e r 8  of the comaittee w i t h  experti?(! relevant t o  
the .  r u ~ ~ t t ~ d ~ p r o t o c . 0 1  and each are rent a copy.' .The 8ub-coanL.ttee retqtnr 
t h e  revi,iw oopy wi th  their. typed caamnentr and question+ ,If there  are ruch 
caneat@. 8r'd !quertionr, the che i rmn fsruatdr there t o  the' inver t igator  , who 

After 

then 4?$ltir8 there COI0ynt .S  and qUO8tiOn8. The idVe8tIgatOr rep l fes ,  tho 
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typod r e p l y  i r  then rent t o  the three reviewers, and they  then indicete  
by typod l e t t e r  t h e i r  approval or dirapproval. I f  there are unanswered 
quertionr or dir8pproval by any one meaber of t h e  r u b - c ~ ~ ~ i t t e e ,  a meeting 
of the  r u b - c a n i t t e e  with the c a m i t t e e  chaimun and t h e  invert igator  $3 
thon hold. 
by th. f u l l  eorrittee and outride conrul tantr  would follow ( t h i r  ha8 not 
been roqulred t o  date). 
writer t o  tk. Dean with the cmi t tee ' r  recoomendationr, and the Dean then 

follau-up report  every rlx m t h r .  

Thir rerultr in an unanimour decirion. Should it not, review 

Following there procedurer, t h e  cofmnittee chairman 

U r i t e B  t o  the inVertig8tOt8. Subrequently, t h e  i t~ve r t iga to r r  r u b s i t  8 

A c o n ~ u l t 8 n t  panel for t h i r  c-ittee ha8 been appointed by the Dt.0 
8ad 8ppropriate member8 c8n be ured for  t h e i r  expertire. Thir pure1 lfmtr 
eleven renior -err of the faculty with expert i re  i n  a l l  areas including 
Ilrdiother8py a bios t 8 t i r t iCS  , BiOch-i 8 t r y  , Phyr iO1Osy  , PO y c h i a t t y  , SWiOhw , 
Infect ion Control, etc. The caplittee i o  a l ~ o  free t o  obt8in coruul ta t ion 
from outr ide the Medic81 Center and indeed, outr ide the city. 

f t  rhould be pointed Out  t ha t  i n  the lart  two yearr, tuo proporalr 
have not been approved by t h e  c m i t t e e ,  t h a t  questionr were arked on a t  
least 80% of the  ptoporalr, tbt revir ionr  of t h e  proporalr have been 
requerted and obt8ined in .bout 25% of the  prop08818 and that  rub-camnittee 
meetlngrucre held on .bout 10% of tho roughly 
r u k i t t e d  e8ch year t o  the cmittee.  

one hundred t h i r t y  proporalr 


