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Proposal Nuzrber : 

ProPOsal Title: Measurement of M u s c u l a r - S k e l e t a l  Changes Which 
Occur During Space  F l i g h t  

8 Sponsor : NASA 

Date Proposal Submitted: W i l l  be submit ted by November 1 0 ,  1976 

Principal Investigator: H .  E .  Palmer  

THE PURPOSE OF THIS QUESTIOSSAIRE IS TO ELICIT FROM THE PRINCIPAL IhTES'I'IGATOR 
INFOIUbL4TION 1\WICH \"ILL FACILITATE A RAPID AN13 THOROUGH REVIE\J OF THIS PROPOSAL 
BY THE PhXD IiLINXV SUBJECTS COX4ITTEE. 
KITH THIS PURPOSE 1.M b!Ih'D. 

PLEASE ANSl\ZR TIE FOLLOICING QUEsTIOYs 

I .  The Research 

A. What is  t h e  objective 05 the  proposed research? 

To tes t  a p r o c e d u r e  w i t h  human s u b j e c t s  which w a s  found t o  be 
s u c c e s s f u l  on a n i m a l s  before it i s  a p p l i e d  i n  s t u d i e s  w i t h  
a s t r o n a u t s .  To d e t e r m i n e  a normal  d i s t r i b u t i o n  of 

Why are human subjects involved i n  t h i s  research? 
There  is no  o t h e r  way t o  test t h e  p r o c e d u r e .  

- 85Sr i n  humans. 
B. 

11. The Kuman Subiects 

A. Ir%o are these himan subjects? 
character is t ics ,  t r a i t s ,  e t c . )  

Three  ( 3 )  normal  male s u b j e c t s  between 2 1  and 4 5  y e a r s  of age 
and a v e r a g e  s i z e ;  

f o r ' a t  l eas t  s i x  weeks. P a t i e n t  s u b j e c t s  w i l l  be between 

(Describe by age, sex, SES, spec ia l  
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l'ype No 

1 .  Fetuses? X 

2 .  Pregnant Women? X 

3. Prisoners? X 

4 .  Mental Patients? x ,  

5 .  Institutionalized? X 

6. Not able t o  give informed consent?. X 

. 

. .  

. .  

Yes 

B .  Are these human subjects: 

I f  any responses are "yes," please provide d e t a i l s :  

C. How many human subjects are involved i n  t h i s  research? 
Six 

D. How, and by whom, w i l l  t h e  human subjects be selected? 
Patients will be located through orthopedic clinics by 
advertisement given to them by a physician. 

.Normal volunteers will be located by advertisement. 
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111. The Itisks a n i  Ikncf j t s  

A.  Exactly how will rh,e himan s u b j e c t s  be involvcd i n  t h i s  r c s e w h ?  
Subjects will be injected with a small quantity of 
cooperating medical institution. The deposition of the Sr will 
be studied by Battelle personnel in Battelle facilities. 

Sr & the 

B. Nhat risks, i f  any, w i l l  be faced by t h e s e  human s u b j e c t s ?  
Extremely low risk of radiation damage. 

C. What s p e c i f i c  s t e p s  w i l l  be taken  t o  minimize t h e s e  r i s k s ?  

Careful in preparation of injected doses. 

1171at w i l l  be t h e  b e n e f i t s ,  i f  any, of t h i s  r e sea rch  t o  t h e  human 
s u b j e c t s  involved? 
A satisfaction of contributing to research in the space program. 
A financial benefit of $200. 

D. 

E. What will be t h e  b e n e f i t s ,  i f  any, o f  t h i s  r e sea rch  t o  s o c i e t y  a t  l a rge?  
This research will provide methods to study the effect of 
space travel on the human body. 

F. Why do you feel t h a t  t h e  b e n e f i t s  outweigh t h e  r i s k s ?  

The risk is extremely low. 

I V .  Informed Consent 

A. How, and by whom, w i l l  informed consent  be obtained? 

Will be determined later, but will be done through 
the cooperating medical institution. 

O U O ~ l  t (t . . .  . . . . . . .  . _  . .  .. ' . . r  
. .  

. . . .  
. .  :. 

. .  . .  
... . . .  . . . . .  . . .  . . . . .  . .  . .  . . .  ; ..... I: '_.; . . . .  . . . . . . . . . . . . . . . . . . . . . . . .  -. . . . .  *.-.: 

. .  _ _ .  . . .  . - .  . :  . .  . . . . . . . . . .  . .  . .  , .  



e 

Rasic Element Yes 

1. 

2. 

3 .  

4.  

5. 
6 .  

A f a i r  cxplannt ion of t h c  proccdurcs  t o  be followed, 
incli iding an j d c n t i f i c a t i o n  of t h o s e  whj cli are  cxperinicntal .  
A description of t h e  attendant d i s c o n f o r t s  s n d  rjsks. 
A d e s c r j p t i o n  of t h e  b e n e f i t s  t o  bc expected. 
A d i s c l o s u r e  o f  a p p r o p r i a t e  a l t e r n a t i v e  procedures  t h a t  
would be advantageous f o r  t h e  s u b j e c t .  
An o f f e r  t o  answer any i n q u i r i e s  concerning thc proccdures .  

An i n s t r u c t i o n  t h a t  t h e  s u b j e c t  i s  f ree  t o  withdraw h i s  
consent and t o  d i scon t inue  p a r t i c i p a t i o n  on t h e  p r o j e c t  
or a c t i v i t y  a t  any time. 
Adequate documentation of informed consent.  7. 

+ 
KO 

V. P l e a s e  desc r ibe  any arrangements or agreements w i th  o t h e r  i n s t i t u t i o n s  which w i l l  

The University of Washington has a companion contract with 
NASA and is under obligation to help Battelle complete 
these studies by dealing directly with the human subjects. 

d i r e c t l y  a f f e c t  t h e  involvement of human s u b j e c t s  i n  this r e sea rch .  

VI. P l e a s e  n o t e  any unusual a s p e c t s  of t h i s  r e s e a r c h  t o  which t h e  Human S u b j e c t s  
Committee's a t t e n t i o n  should be  d i r e c t e d .  
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SUPPLEMENTAL MEMO TO PEVWD IjUfW! SUBJECTS CObMITTEE 

DESCRIPTION OF PROPOSED HARC RESEARCH 
INVOLVING HUMAN SUBJECTS 

HUMAN SUBJ, 

Qtrz 51976 
COMMITTEE 

7'HE PURPOSE O F  T H I S  QUESTIONNAIRE IS T O  E L I C I T  FRGM THE P R I N C I P A L  INVESTIGATOR 
INFORMAlION l W I C H  WILL FACILITATE A R A P I D  AND THOROUGH REVIEW OF T H I S  PROPOSAL 
BY THE FhWD H W 4 N  SUBJECTS COMNITTEE. 
WITH T H I S  PURPOSE I N  MIND. 

PLEASE ANSWER THE FOLLOWING QUESTIONS 

I. The R e s e a r c h  
BEST COPY AVAILABLE 

B. h%y are human subjects invotved i n  t h i s  research? .- 

. 11. The I j w n a n  Subjects 

A. Who are these h u m a n  subjects? 
characterist ics,  traits, etc.) 

( D e s c r i b e  by age, sex, SES, special 
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Trpe No 

1 .  Fetuses? )f 

J 2.  Pregnant Women? 

3. Prisoners? >' 

4.  Mental Patients? 

5 .  Institutionalized? 

- 2- 

: B .  Are these human subjects: 

. Not able t o  give informd consent? I 
I f  any responses are "yes,'q please provide deta i l s :  

C. How many human subjects are involved i n  this  research? 

Yes 

0009122 
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C. \fiat specif ic  steps w i l l  be taken t o  minimize these r isks? 
f . i  &k., c c pd,- +J.. .-, )?. Lr p :c* *.+ + +.<A- 

D. What w i l l  be the benefits ,  i f  any, of t h i s  research t o  the human 
subjects involved? 

# 
4 J!-!!&*-,.J ,d-.-$-. 9 1  30' 

h . - . < # G  nd42.4 f""""% Fw-aiLL 2- nz/,+ &# 
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E. What w i l l  be the benefits, if any, of t h i s  research t o  society a t  large? 

* 

F. Why do you fee l  tha t  the benefits  outweigh the risks? 

. .  

IV. Informed Consent 

A. How, and by whom, w i l l  informed consent be obtained? 

0 0 0 9 1 2 3  
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V. 
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B. Does the proposed informed consent procedure incorporate the following 
basic elements [please attach proposed consent form)? 

Please describe any arrangements or agreements .with other institutions which will 
directly affect the involvement of human subjects in this research. 

VI. Please note any uausual aspects of this research to which the Human SuSjects 
Committee's attention should be directed. 

4 

/dl - 7 <  7 4  
HARC Study Center Date ' Principal Investigator 


