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Dear Ms. F r e t t u r a :  R e : P r o t o c o l  X2147 

E n c l o s e d  i s  t h e  a n n u a l  r e p o r t  a n d  r e n e w a l  f o r  t h e  r e s e a r c h  
p r o j e c t  e n t i t l e d  “ I n t e r a c t i o n  o f  A e r o b i c  F i t n e s s  a n d  t h e  
H y p o h y d r a t i o n  R e s p o n s e  d u r i n g  E x e r i c s e  - Heat S t r e s s ”  ( P r o t o c o l  # 
2 1 4 7 ) .  T h i s  i s  a n  o n g o i n g  c o l l a b o r a t i v e  s t u d y  b e t w e e n  t h e  Naval 
B lood  R e s e a r c h  L a b o r a t o r y  and  t h e  U S  Army R e s e a r c h  I n s t i t u t e  o f  
E n v i r o n m e n t a l  M e d i c i n e  (USARIEM) a t  N a t i c k .  

N i n e  s u b j e c t s  were e n r o l l e d  i n  t h i s  s t u d y  i n  t h e  p a s t  t w e l v e  
mon ths .  T h e r e  h a v e  b e e n  n o  p r o b l e m s  i n  t h e  p r o t o c o l .  I r e c e i v e d  
a p p r o v a l  f o r  a m o d i f i c a t i o n  i n  t h e  r e s e a r c h  p l a n  f rom t h e  I R B  o n  
J u l y  6 ,  1 9 9 0 .  T h e r e  h a v e  b e e n  n o  s u b j e c t s  e n t e r e d  i n t o  t h e  
p r o t o c o l  u n d e r  t h e  amendment.  I h a v e  i n c l u d e d  b o t h  t h e  o r i g i n a l  
i n f o r m e d  c o n s e n t  f o r m  a n d  t h e  a p p r o v e d  m o d i f i c a t i o n .  

Thank you f o r  y o u r  c o n s i d e r a t i o n .  

S i n c e r e l y ,  

R i c h a r d  C .  D e n n i s ,  M.D. 
P r  i n c  i p l e  I n v e s t  i g a t  o r  

e n c l .  
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A t o t a l  o f  n i n e  s u b j e c t s  were e n r o l l e d  i n  t h e  p a s t  y e a r .  No 
s u b j e c t s  w i t h d r e w .  None w e r e  d r o p p e d  a n d  t h e r e  were n o  
t e c h n i c a l  d i f f i c u l t i e s  o r  p r o b l e m s .  

The r e s u l t s  a r e  c u r r e n t l y  b e i n g  t a b u l a t e d  and a r e  n o t  y e t  
a v a i l a b l e  . 
T h e r e  w e r e  n o  u n t o w a r d  e f f e c t s  o r  a d v e r s e  r e a c t i o n s  
e x p e r i e n c e d  b y  t h e  s u b j e c t s ,  

T h e r e  were n o  u n a n t i c i p a t e d  e v e n t s .  

Changes  i n  t h e  p r o j e c t  s i n c e  l a s t  I R B  a p p r o v a l .  

T h e r e  w a s  a n  amendment t o  t h e  p r o t o c o l  s u b m i t t e d  t o  t h e  I R B  
on  J u n e  26,  1990 a n d  a p p r o v e d  b y  t h e  I R B  on J u l y  6 ,  1990. 
The m o d i f i c a t i o n  i s  e n t i t l e d  " I n t e r a c t i o n  of  H y d r a t i o n  and  
M e t a b o l i c  I n t e n s i t y  o n  Therma l  R e g u l a t o r y  R e s p o n s e s  D u r i n g  
E x e r c i s e  - H e a t  S t r e s s " .  T h e  s t u d y  o u t l i n e  o f  t h i s  
a m e n d m e n t  i s  s i m i l a r  t o  t h e  o r i g i n a l  p r o t o c o l  i n  t h a t  
s u b j e c t s  a r e  h e a l t h y  m a l e  s o l d i e r  v o l u n t e e r s  who a r e  
r e c r u i t e d  a t  N a t i c k .  

The e x e r c i s e  p r o g r a m  h e a t  a c c l i m a t i o n  and h e a t  s t r e s s  t e s t s  
a r e  s i m i l a r ,  o n l y  t h e  d e t a i l s  a r e  d i f f e r e n t  i n c l u d i n g  a 
d i f f e r e n t  t e m p e r a t u r e  and  d i f f e r e n t  d e g r e e s  of  h y p o h y d r a t i o n  
and d i f f e r e n t  l e v e l s  o f  e x e r c i s e .  

V o l u n t e e r s  w i l l  come t o  t h e  Nava l  Blood R e s e a r c h  L a b o r a t o r y  
and  w i l l  h a v e  p l a s m a  and  r e d  c e l l  vo lumes  measu red  on  o n e  
o c c a s i o n  e x a c t l y  a s  i n  t h e  o r i g i n a l  p r o t o c o l .  Our p a r t  o f  
t h i s  s t u d y  i s  i n  n o  w a y  d i f f e r e n t  f r o m  t h e  o r i g i n a l  
p r o t o c o l .  I h a v e  m o d i f i e d  t h e  f i r s t  p a r a g r a p h  and t i t l e  of  
t h e  i n f o r m e d  c o n s e n t  t o  d e s c r i b e . t h e  d i f f e r e n t  e x e r c i s e  
p r o g r a m s .  S u b j e c t s  w i l l  s i g n  a s e p a r a t e  c o n s e n t  f o r m  a t  
N a t i c k  d e s c r i b i n g  t h e  e x e r c i s e  t e s t i n g  i n  g r e a t  d e t a i l .  

The USARIEM h a s  s u b m i t t e d  t h i s  p r o t o c o l  t o  i t s  i n s t i t u t i o n a l  
review b o a r d  a n d  t h e  p r o g r a m  h a s  b e e n  a p p r o v e d .  I n  o r d e r  t o  
d o  t h e  s t u d y ,  t h e i r  I R B  r e q u i r e s  a n  amendmen t  f r o m  t h e  
B o s t o n  U n i v e r s i t y  I R B  w h i c h  w a s  s u b m i t t e d .  A l t h o u g h  t h e  
NBRL p a r t  i s  i d e n t i c a l  t o  t h e  o r i g i n a l ,  t h e  d e s i g n  of  t h e  
s t u d y  f r o m  N a t i c k ' s  p o i n t  of v i e w  i s  s l i g h t l y  d i f f e r e n t .  
The e n t i r e  USARIEM p r o t o c o l  and  a p p l i c a t i o n  was s u b m i t t e d  t o  
t h e  B o s t o n  U n i v e r s i t y  I R B  i n  J u n e  and i s  on  f i l e .  

No c h a n g e s  a r e  r e q u e s t e d  a t  t h i s  t i m e .  



. BOSTON UNIVERSITY MEDICAL CENTER 
INSTITUTIONAL REVIEW BOARD FOR HUMAN RESEARCH 

L 

INSTRUCTIONS: 

V '. 
.V . -  

V I  

V I  I 

APPLICATION #2 I 4 7 
***CATEGORY 111- 

REPORT ON STATUS OF APPROVED RESEARCH 

submit 30 copies o f  , c o l l a t e d  w i t h  30 COD 
o f  t h e  c u r r e n t  I n f o  pies of a revised 
Informed Consent Form if changes are being requested; use numbepd 
cont fnuat ion sheets as necessary, i d e n t i f y i n g  responses w i t h  appropr 
roman numerals and/or l e t t e r s ;  THIS  REPORT MUST BE TYPED 

i es 

i a t e  
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RESEARCH PROJECT TITLE: "INTERACTION OF AEROBIC FITNESS AND THE 
HYPODYDRATION JZESPONSE DURING EXERCISE - HEAT STREES 

PRINCIPAL INVESTIGATOR: Richard C. Dennis, M.D. 

DATE OF 

DATE OF 

PRESENT 

RENEWAL 

ORIGINAL APPROVAL BY IRB: 9 / 14 / 8 7  

LAST. APPROVAL BY IRB: 9 / 15 /89 

INACTIVE * NOT BEGUN STATUS OF PROJECT: xx ACTIVE 

COMPLETED= TERMINATED (.I NCOMPLETE BUT 
TERM1 NATED ) 

OF APPROVAL: 

xx - x E l E w m . R E Q m  -- 'AEIPFWAL"TS NUT REQUESTED 

If the p r o j e c t  i s  n o t  a c t i v e  please s t a t e  reasons f o r  requesting renewal: 

RESEARCH PROJECT HAS NOT CHANGED FROM THAT DESCRIBED I N  THE ORIGINAL 
APPROVED APPLICATION, OR THE LAST REPORT ON STATUS OF APPROVED RESEARCH 

-- xx RESEARCH PROJECT HAS CHANGED (SEE ITEM VI11 E) 

-- CHANGE(S) I N  RESEARCH PROJECT ARE CONTEMPLATED. IRB APPROVAL IS BEING 
REQUESTED (SEE ITEM V I 1 1  F )  

" 

TOTAL NUMBER OF SUBJECTS ORIGINALLY PROPOSED: 

NUMBER OF SUBJECTS ENROLLED TO DATE: 

NUMBER OF SUBJECTS ENROLLED THIS YEAR: 

6 o  
2 o  
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USE A COMTINUATION PAGE(S) WITH RESPONSES IDEMTIFIED WITH APPROPRIATE L E I 3 5  : 

A. 
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C. 

.- 

D. 
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- 

F. 

SurrPnariZe your experience i n  ob ta in ing  research subjects dur ing tne 
Previous year, s p e c i f i c a l l y  addressing the fol lowing: number o f  . 
subjects. e n r o l l e d  (if none, explain);  number of subjects who withd;-’ew 
o r  were dpopped, and reasons f o r  e i t h e r  o r  both; any d i f f i c u l t y  i n  
ob ta in ing  subjects o r  i n  obta in ing informed consent. 

Summarize res-eaych r e s u l t s  obtained t o  date, if any. 

Describe any untoward e f f e c t s  G r  adverse react ions experienced by suojecrs , 
inc lud ing  t h e i r  frequency, sever i ty ,  and durat ion.  Were physical  or 
emotional i n j u r i e s  incurred by any subject  as a r e s u l t  o f  h i s  or nor 
D a r t i c i p a t i o n . i n  the research? 

Describe unant ic ipated events o r  circumstances r e q u i r i n g  changes i n  e i i n e r  
t h e  approved research p ro jec t ,  o r  the eligibility/ineligibility c r i t e r i a .  

- - 
Describe changes i n  research p r o j e c t  s ince l a s t  I R B  approval and the date 
of approval. 

If changes are requested a t  t h i s  time, s t a t e  reason(s) f o r  changes and 
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SIGNATURE: V &/Id la9 @ 2 7  (PRINCIPAL INVESTIGATOR) 
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” 

*****PLEASE NOTE THAT CHANGES I N  THE REGULATIONS MAY N E E S I T A T E  CHNitiES ***** 

I N  THE INFORMED CONSENT FORM EVEN THOUGH THE PROJECT HAS NOT CHANGED 
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I N T E R A C T I O N  OF H Y D R A T I O N  A N D  M E T A B O L I C  I N T E N S I T Y  O N  THERMAL 
REGULARTORY RESPONSES D U R I N G  EXERCISE-HEAT STRESS 

SUMMARY: You a r e  b e i n g  a s k e d  t o  p a r t i c i p a t e  i n  a r e s e a r c h  
p r o j e c t  t o  e x a m i n e  y o u r  a b i l i t y  t o  work i n  t h e  h e a t  v h e n  you  h a v e  
l e s e  t h a n  n o r m a l  body  water  ( d e h y d r a t e d ) .  We v i s h  t o  d e t e r m i n e  
if d e h y d r a t i o n  h a 8  t h e  same e f f e c t  d u r i n g  l i g h t  a s  m o d e r a t e  and  
h i g h  i n t e n s i t y  work ( t r e a d m i l l ,  v a l k i n g  and r u n n i n g ) .  T h i s  s t u d y  
v i l l  b e  c o n d u c t e d  a t  USARIEH f a c i l i t i e s  l o c a t e d  i n  N a t i c k ,  
M a s s a c h u s e t t e ,  a n d  a t  t h e  N a v a l  B l o o d  R e s e a r c h  L a b o r a t o r y  i n  
B o s t o n ,  M a s s a c h u s e t t s .  D e t a i l s  of  t h e  h e a t  e x e r c i s e  t e s t i n g  h a v e  
b e e n  e x p l a i n e d  t o  you  i n  a s e p a r a t e  i n f o r m e d  c o n s e n t .  T h e  volume 
o f  p l a s m a  and  r e d  c e l l s  c o n t a i n e d  i n  y o u r  body v i 1 1  b e  m e a s u r e d  
on o n e  o c c a s i o n  u s i n g  a small  amount  o f  r a d i o a c t i v e  chromium a n d  
r a d i o a c t i v e  i o d i n e .  T h e s e  m e a s u r e m e n t s  v i11  h e l p  d e t e r m i n e  y o u r  
l e v e l  o f  h y d r a t i o n .  

PROCEDURE: We w i l l  c o l l e c t  a b o u t  1 o u n c e  o f  y o u r  b l o o d  w h i c h  
v i l l  b e  . a n t i c o a g u l a t e d  u s i n g  a s t a n d a r d  s o l u t i o n  a n d  l a b e l e d  by  
a d d i n g  a s m a l l  a m o u n t  o f  r a d i o a c t i v e  c h r o m i u m  t o  t h e  b l o o d .  
A b o u t  2 t e a s p o o n 8  o f  t h i s  s a m p l e  a n d  a s m a l l  a m o u n t  of 
r a d i o a c t i v e  i o d i n e  vi11 b e  i n j e c t e d  i n t o  y o u r  v e i n .  You v i 1 1  
r e c e i v e  0 . 5  m i c r o c u r i e s  o f  r a d i o a c t i v e  1 2 5  I o d i n e - l a b e l e d  
a l b u m i n ,  a n d  5 m i c r o c u r i e s  o f  r a d i o a c t i v e  5 1  C r  d i s o d i u m  
c h r o m a t e .  B lood  s a m p l e s  v i11  b e  c o l l e c t e d  p r i o r  t o  t h e  i n j e c t i o n  
and  u p  t o  6 0  m i n u t e s  a f t e r  t h e  i n j e c t i o n .  The t o t a l  amount  o f  
b l o o d  c o l l e c t e d  w i l l  b e  l e s s  t h a n  a b o u t  2  ounce^. The p r o c e d u r e  
d e s c r i b e d  a b o v e  i s  p e r f o r m e d  r o u t i n e l y  i n  o u r  l a b o r a t o r y .  T h e s e  
m e a s u r e m e n t s  v i l l  t a k e  less  t h a n  2 h o u r s  and w i l l  b e  d o n e  a t  t h e  
N a v a l  Blood R e s e a r c h  L a b o r a t o r y .  

POTENTIAL RISKS AND H A Z A R D S :  T h e r e  i s  a r e m o t e  c h a n c e  t h a t  you 
m i g h t  m i s t a k e n l y  b e  i n j e c t e d  w i t h  a n o t h e r  d o n o r ' s  b l o o d  a n d  t h a t  
t h i s  m i g h t  p o s s i b l y  c a u s e  a r e a c t i o n  o r  d i s e a s e  ( s u c h  a s  
h e p a t i t i s ) ,  b u t  a s t r i c t  i d e n t i f i c a t i o n  s y s t e m  v i r t u a l l y  e x c l u d e s  
t h i s  p o s s i b i l i t y .  You c o u l d  g e t  a b l a c k  and b l u e  mark a t  t h e  
s i t e  o f  t h e  IV, o r  a n  i n f e c t i o n .  T h e r e  i s  a l s o  a s l i g h t  r i s k  
t h a t  t h e  r a d i o a c t i v e  i o d i n e  m i g h t  c a u s e  a r e a c t i o n .  T h e r e  a re  no 
r i s k s  known t o  b e  a 6 6 0 C i a t e d  w i t h  t h e  amoun t s  of r a d i o a c t i v i t y  
t h a t  you w i l l  b e  e x p o s e d  t o  i n  t h i s  s t u d y .  The t h y r o i d ,  t h e  
s i n g l e  o r g a n  s u b j e c t e d  t o  t h e  l a r g e s t  a m o u n t  o f  1 2 5  I o d i n e  
r a d i a t i o n  d u r i n g  t h i s  s t u d y ,  r e c e i v e s  l e s s  t h a n  1 / 5  o f  t h e  
p e r m i s s i b l e  e x p o s u r e  f o r  a s i n g l e  s t u d y  a s  o u t l i n e d  by  t h e  Food 
a n d  Drug A d m i n i s t r a t i o n .  The r a d i a t i o n  d o s e  t o  t h e  body  i s  l e s s  
t h a n  t h a t  of  o n e  c h e s t  x - r a y .  

BENEFITS:  P e r s o n a l  s a t i s f a c t i o n  a s i d e ,  you w i l l  d e r i v e  no h e a l t h  
o r  o t h e r  b e n e f i t s  f r o m  y o u r  p a r t i c i p a t i o n  i n  t h i s  s t u d y .  I f  you 
h a v e  a n y  q u e s t i o n s  r e g a r d i n g  t h e  r e s e a r c h  o r  y o u r  p a r t i c i p a t i o n  
i n  i t ,  e i t h e r  now o r  a t  a n y  time i n  t h e  f u t u r e ,  p l e a s e  f e e l  f r e e  
t o  a s k  t h e  r e s e a r c h  t eam,  p a r t i c u l a r l y  D r .  D e n n i s ,  who may b e  
r e a c h e d  a t  6 3 8 - 4 9 5 0 ,  w i l l  b e  happy  t o  a n s w e r  a n y  q u e s t i o n s  you 
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may h a v e .  You may o b t a i n  f u r t h e r  i n f o r m a t i o n  a b o u t  y o u r  r i g h t e  
a s  a r e s e a r c h  s u b j e c t  by  c a l l i n g  t h e  I n s t i t u t i o n a l  Review Board  
f o r  Human R e s e a r c h  a t  B o s t o n  U n i v e r s i t y  M e d i c a l  C e n t e r  a t  638-  
7 2 6 6 .  I f  a n y  p r o b l e m s  a r i s e  as  a r e s u l t  of  y o u r  p a r t i c i p a t i o n  i n  
t h i s  s t u d y ,  i n c l u d i n g  r e s e a r c h  r e l a t e d  i n j u r i e s ,  p l e a s e  c a l l  t h e  
p r i n c i p a l  i n v e s t i g a t o r ,  D r .  D e n n i s ,  o r  D r .  V a l e r i  a t  638-4950  
i m m e d i a t e l y  . 

VOLUNTEER SUBJECT CONSENT 

I h a v e  r e a d  a n d  u n d e r s t a n d  t h e  a b o v e  e x p l a n a t i o n  and  t h e  
r i s k s  of  p a r t i c i p a t i n g  i n  t h i s  s t u d y .  D e t a i l e  of t h i s  p r o c e d u r e  
and  p o t e n t i a l  r i sks  a n d  h a z a r d s  h a v e  b e e n  v e r b a l l y  e x p l a i n e d  t o  
me a n d  I have  h a d  a c h a n c e  t o  a s k  q u e s t i o n s  w h i c h  h a v e  b e e n  
a n s w e r e d  t o  m y  s a t i s f a c t i o n .  I u n d e r s t a n d  t h a t  a n y  n e w  
i n f o r m a t i o n  d e v e l o p e d  d u r i n g  t h e  c o u r s e  o f  t h e  research t h a t  may 
r e l a t e  t o  my w i l l i n g n e s s  t o  c o n t i n u e  p a r t i c i p a t i o n  w i l l  b e  
p r o v i d e d  t o  m e .  I u n d e r s t a n d  t h a t  my b l o o d  w i l l  be i n j e c t e d  b a c k  
t o  m e  a f t e r  i t  h a s  been m a n i p u l a t e d  i n  t h e  l a b o r a t o r y  and  t h a t  I 
am a s k e d  t o  p r o v s d e  b l o o d  s a m p l e s  a f t e r  t h e  i n j e c t i o n .  However ,  
I may d i s c o n t i n u e  p a r t i c i p a t i o n  a t  a n y  t ime  w i t h o u t  p e n a l t y  o r  
l o s s  o f  b e n e f i t s  t o  w h i c h  I am o t h e r w i s e  e n t i t l e d .  I f u r t h e r  
u n d e r s t a n d  t h a t  m y  i d e n t i t y  w i l l  b e  k n o w n  o n l y  t o  t h e  
i n v e s t i g a t o r e  a n d  I w i l l  n o t  b e  i d e n t i f i e d  b y  name i n  a n y  
p u b l i c a t i o n  r e s u l t i n g  f r o m  t h i s  s t u d y .  However,  t h e  Food a n d  
D r u g  A d m i n i s t r a t i o n  may i n s p e c t  m y  r e c o r d .  I a u t h o r i z e  t h e  
a t t e n d i n g  p h y s i c i a n ,  h i s  a s s i s t a n t s  o r  d e s i g n e e s  t o  p e r f o r m  s u c h  
t h e r a p i e s  o r  p r o c e d u r e s  w h i c h  i n  h i s  p r o f e s s i o n a l  j u d g e m e n t  may 
become n e c e s s a r y  t o  s a f e g u a r d  m y  h e a l t h  d u r i n g  t h i s  e t u d y .  

' .  
I u n d e r s t a n d  t h a t  i n  t h e  e v e n t  i n j u r y  o c c u r s  r e s u l t i n g  f r o m  

t h i s  r e sea rch  p r o c e d u r e ,  m e d i c a l  t r e a t m e n t  w i l l  be a v a i l a b l e  a t  
U n i v e r s i t y  H o s p i t a l .  However,  no s p e c i a l  a r r a n g e m e n t s  w i l l  b e  
made f o r  c o m p e n s a t i o n  or f o r  payment  f o r  t r e a t m e n t  s o l e l y  b e c a u s e  
o f  my p a r t i c i p a t i o n  i n  t h i s  e x p e r i m e n t .  I u n d e r s t a n d  t h a t  t h i s  
p a r a g r a p h  i s  a s t a t e m e n t  of  U n i v e r s i t y  H o s p i t a l ' s  p o l i c y  and  d o e s  
n o t  w a i v e  a n y  of  my l e g a l  r i g h t s .  

I u n d e r s t a n d  t h a t  I w i l l  r e c e i v e  a copy  o f  t h i s  fo rm.  

- 
s i g n  a t u r e o f  w i t  n e a s S i g n a t u r e  o f  V o l u n t e e r  

P 

S i g n a t u r e  o f  I n v e s t i g a t o r  Date  

V a l i d  

P e r  

f o r  u s e  t h r o u g h :  9/30/90 
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J u n e  26 ,  1990  

L i n d a  L .  F r a t t u r a  
A d m i n i s t r a t i v e  C o o r d i n a t o r  
I n s t i t u t i o n a l  Review Board  f o r  Human R e s e a r c h  
B o s t o n  U n i v e r s i t y  M e d i c a l  C e n t e r  
88 E a s t  Newton S t r e e t  
B o s t o n ,  MA 0 2 1 1 8  

R e :  P r o t o c o l  2147 

Dear Miss F r a t t u r a :  

' .  

I w i s h  t o  amend t h e  r e s e a r c h  p r o t o c o l  e n t i t l e d  " I n t e r a c t i o n  
of A e r o b i c  F i t n e s s  a n d  t h e  H y p o h y d r a t i o n  R e s p o n s e  D u r i n g  
E x e r c i s e - H e a t  S t r e s s "  ( 2 1 4 7 ) .  T h i s  i s  a c o l l a b o r a t i v e  s t u d y  
b e t w e e n  t h e  Naval B l o o d  R e s e a r c h  L a b o r a t o r y  a n d  t h e  U.S. Army 
R e s e a r c h  I n s t i t u t e  o f  E n v i r o n m e n t a l  M e d i c i n e  (USARIEM) a t  N a t i c k .  
We h a v e  c o l l a b o r a t e d  on  f o u r  o c c a s i o n s  w i t h  t h i s  g r o u p  (IRB 1459 ,  
I R B  1 4 5 9 - M o d i f i c a t i o n  F e b r u a r y  28 ,  1987 ,  I R B  2147,  a n d  I R B  2385) 
a n d  h a v e  e n c o u n t e r e d  no p r o b l e m s .  A s  i n  t h e  o r i g i n a l  p r o t o c o l ,  
t h e  r e c r u i t m e n t  o f  v o l u n t e e r s  a n d  a l l  i n i t i a l  s c r e e n i n g  a s  w e l l  
a s  t h e  e x e r c i s e  t e s t i n g ,  w i l l  b e  done  a t  N a t i c k .  

The m o d i f i c a t i o n  i s  e n t i t l e d  " I n t e r a c t i o n  o f  H y d r a t i o n  and  
M e t a b o l i c  I n t e n s i t y  o n  T h e r m a l  R e g u l a t o r y  R e s p o n s e s  D u r i n g  
E x e r c i s e  Heat S t r e s s " .  The  s t u d y  o u t l i n e  o f  t h i s  amendment is 

male s o l d i e r  v o l u n t e e r s  who a r e  r e c r u i t e d  a t  N a t i c k .  The  
e x e r c i s e  p r o g r a m ,  Hea t  A c c l i m a t i o n .  a n d  Hea t  S t r e s s  T e s t  a r e  
s i m i l a r ,  o n l y  t h e  d e t a i l s  a r e  d i f f e r e n t  i n c l u d i n g  a d i f f e r e n t  
t e m p e r a t u r e  a n d  d i f f e r e n t  d e g r e e s  o f  h y p o h y d r a t i o n  a n d  d i f f e r e n t  
l e v e l s  o f  e x e r c i s e .  I 

V o l u n t e e r s  come w i l l  come t o  t h e  Naval  B l o o d  R e s e a r c h  I 

s i m i l a r  t o  t h e  o r i g i n a l  p r o t o c o l  i n  t h a t  t h e  s u b j e c t s  a r e  h e a l t h y  I 
I 

I 
I 

I 

L a b o r a t o r y  a n d  w i l l  h a v e  p l a s m a  a n d  r e d  c e l l  v o l u m e s  m e a s u r e d  on 
o n e  o c c a s i o n  e x a c t l y  a s  i n  t h e  o r i g i n a l  p r o t o c o l .  Our p a r t  o f  
t h e  s t u d y  i s  i n  no way d i f f e r e n t  f rom t h e  o r i g i n a l  p r o t o c o l .  I 
h a v e  m o d i f i e d  o u r  t h e  f i r s t  p a r a g r a p h  a n d  t i t l e  o f  t h e  i n f o r m e d  
c o n s e n t  t o  d e s c r i b e  t h e  d i f f e r e n t  e x e r c i s e  p r o g r a m .  S u b j e c t 6  
w i l l  s i g n  a s e p a r a t e  I n f o r m e d  C o n s e n t  Form a t  N a t i c k  d e s c r i b i n g  
t h e  e x e r c i s e  t e s t i n g  a n d  g r e a t  d e t a i l .  



, 

The USARIEM h a s  s u b m i t t e d  t h i s  p r o t o c o l  t o  i t s  I n s t i t u t i o n a l  
Review B o a r d  a n d  t h e  p r o g r a m  h a s  b e e n  a p p r o v e d .  I n  o r d e r  t o  d o  
t h e  s t u d y  t h e i r  I R B  r e q u i r e s  an s m e n d m e n t  f r o m  t h e  B o s t o n  
U n i v e r s i t y  IRB. A l t h o u g h  t h e  N B R L  p a r t  is i d e n t i c a l  t o  t h e  
o r i g i n a l ,  t h e  d e s i g n  of t h e  s t u d y  f r o m  Natick's p o i n t  a f  view i s  
s l i g h t l y  d i f f e r e n t .  

Thank y o u  f o r  your c o n s i d e r a t i o n .  

S i n c e r e l y ,  

R i c h a r d  C .  D e n n i s ,  M.D. 
P r i n c i p l e  I n v e s t i g a t o r  

e n c l .  I n f o r m e d  C o n s e n t  Form 
N a t i c k  IRB S u b m i s s i o n  8nd A p p r o v a l  
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STATEMENT JNFORf4ED CONSENT 

S Y ~ B ~ X  You a r e  being asked t o  p a r t i c i p a t e  i n  a r e sea rch  
p ro jec t  t o  examine t h e  e f f e c t  of physical  f i t n e s s  on your a b i l f t y  
t o  exerc ise  i n  t he  hea t  when dehydrated. We wish t o  determine i f  
h i g h  l e v e l s  o f  p h y s i c a l  f i t n e s s  w i l l  e n a b l e  d e h y d r a t e d  
i n d i v i d u a l s  t o  p e r f o r m  more e x e r c i s e  and  a t  a l o w e r  body  
temperatures than t h e i r  l e s s  f i t  counterparts.  T h i s  s tudy  w i l l  
be conducted a t  USARIEM and USANRDEC f a c i l i t i e s  l o c a t e d  i n  
Natick, MA, and a t  t h e  Naval Blood Research Laboratory i n  Boston, 
MA. D e t a i l s  of t h e  heat  exerc ise  t e s t i n g  have been explained t o  
you i n  a s e p a r a t e  Informed Consent . .  The  volume o f  t h e  plasma 
and red  c e l l s  con ta ined  i n  your body w i l l  be measured on one  
occas ion  us ing  a small  amount of r a d i o a c t i v e  chromium and 
r ad ioac t ive  iodine. These measurements w i l l  h e l p  determine your 
l e v e l  of hydration. 

PROCEDUREx We w i l l  c o l l e c t  about  1 ounce of your  b lood  which 
w i l l  be ant icoagulated using a standard s o l u t i o n  and labe led  by 
adding  a small  amount bf r a d i o a c t i v e  chromium t o  t h e  blood. 
About  2 t e a s p o o n s  o f  this sample and  a smal l  amount of  
r a d i o a c t i v e  i o d i n e  w i l l  be injected into yof j5ve ins .  You w i l l  
r e c e i v e  0.5 m i c r o c u r i e s  of r a d i o a c ' t f v e  I o d i n e - l a b e l e d  
albumin, and 5 mictocuries of r ad ioac t ive  51Cr disodium chromate. 
Blood samples w i l l  be c o l l e c t e d  p r io r  t o  t h e  i n j ec t ion  and up t o  
6 0  minutes  a f t e r  t h e  i n j e c t i o n .  The t o t a l  amount of blood 
c o l l e c t e d  w i l l  be less t han  about  2 ounces. The procedure 
described above is performed rou t ine ly  i n  our laboratory.  These 
measurements w i l l  t ake  l e s s  t h a n  2 hours  and w i l l  be done a t  t h e  
Naval Blood Research Laboratory. 

* 

POTENTIAL PISKS M A R D S :  There  i s  a remote chance t h a t  you  
m i g h t  mistakenly be in jec ted  w i t h  another donor's blood and t h a t  
t h i s  m i g h t  p o s s i b l y .  c a u s e  a r e a c t i o n  o r  d i s e a s e  ( s u c h  a s  
h e p a t i t i s ) ,  b u t  a s t r i c t  i d e n t i f i c a t i o n  system v i r t u a l l y  excludes 
t h i s  p o s s i b i l i t y .  You c o u l d  g e t  a black and b l u e  mark a t  t h e  
s i t e  of t h e  IV, or  an i n f e c t i o n .  There is also a s l i g h t  risk 
t h a t  t h e  r ad ioac t ive  iodine might  cause a reaction. There a r e  no 
r i s k s  known t o  be a s s o c i a t e d  w i t h  t h e  amounts of  r a d i o a c t i v i t y  
t h a t  you w i l l  be exposed t o  i n  t h i s  s t u d y .  The t h y f f i  d,  t h e  
s i n g l e  organ  s u b j e c t e d  t o  t h e  l a r g e s t  amount of Iod ine  
r a d i a t i o n  d u r i n g  t h i s  s t u d y ,  r e c e i v e s  l e s s  than  1 / 5  of  t h e  
pe rmis s ib l e  exposure f o r  a s i n g l e  study as ou t l ined  by t h e  Food 
and Drug Administration. The r ad ia t ion  dose t o  t h e  body is less 
than t h a t  of one ches t  X-ray. 

B E N E F I T S  : Personal s a t i s f a c t i o n  aside,  you w i l l  d e r i v e  no hea l th  
o r  o ther  bene f i t s  from your p a r t i c i p a t i o n  i n  t h i s  s tudy .  
I f  you h a v e  any  q u e s t i o n s  r e g a r d i n g  t h e  r e s e a r c h  o r  your  
p a r t i c i p a t i o n  i n  it, e i t h e r  now o r  a t  any time i n  t h e  fu tu re ,  
p l e a s e  feel f r e e  t o  ask t h e  r e s e a r c h  team, p a r t i c u l a r l y  Dr. 
Dennis, who may be reached a t  638-4950 ,  w i l l  be happy t o  answer 

I 
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. , ' .  

a n y  q u e s t i o n s  you may have. Y O U  may o b t a i n  f u r t h e r  i n fo rma t ion  
a b o u t  your  r i g h t s  a s  a r e s e a r c h  s u b j e c t  b y  C a l l i n g  t h e  
~ n s t i t u t i o n a l  Review Board  f o r  Human R e s e a r c h  a t  ~ o s t o n  
University Medical Center  a t  638-7266. If any' problems a t i s e  as 
a r e s u l t  of youc pac t i c ipa t ion  i n  t h i s  study, including reseacch- 
r e l a t e a  i n j u r i e s ,  p l e a s e  c a l l  t h e  p r i n c i p a l  i n v e s t i g a t o r ,  Dr. 
Dennis, o r  Dr. Valeri  a t  638-4950 i.mmediately. 

SOBJECT 'CONSENT 
I have read  and undess t and  t h e  above  e x p l a n a t i o n  and t h e  

r i sks  of p a r t i c i p a t i n g  i n  t h i s  study. Details  of t h i s  procedure 
and p o t e n t i a l  risks and hazards have been v e r b a l l y  explained t o  
me and I have  had a chance t o  ask q u e a t i o n s  which have been 
answered  t o  my s a t i s f a c t i o n .  I u n d e r s t a n d  t h a t  any new 
information developed d u r i n g  t h e  course of t h e  research t h a t  may 
r e l a t e  t o  my w i l l i n g n e s s  t o  con t inue  p a r t i c i p a t i o n  w i l l .  be 
provided t o  me. I understand t h a t  my blood w i l l  be in jec ted  back 
t o  me a f t e r  it has been manipulated i n  t h e  labora tory  and t h a t  I 
am asked t o  provide blood samples a f t e r  t h e  in jec t ion .  However, 
I may d i s c o n t i n u e  p a r t i c i p a t i o n  a t  any time wi thou t  p e n a l t y  O'r 
l o s s  of b e n e f i t s  t o  which I am o the rwise  e n t i t l e d .  I f u r t h e r  
u n d e r s t a n d  t h a t  my i d e n t i t y  w i l l  be known o n l y  t o  t h e  
i n v e s t i g a t o r s  and  I w i l l  n o t  be i d e n t i f i e d  by name i n  any 
p u b l i c a t i o n  r e s u l t i n g  from t h i s  s tudy.  However, t h e  Food and 
Drug Admin i s t r a t ion  may i n s p e c t  my record .  I a u t h o r i z e  t h e  
a t t e n d i n g  physician, h i s  a s s i s t a n t s  or designees t o  perform s u c h  
t he rap ie s  oc procedures which i n  h i s  p ro fes s iona l  judgement may 
become necessary t o  safeguard my h e a l t h  during t h i s  study. 

I understand t h a t  i n  t h e  even t  i n j u r y  occurs  r e s u l t i n g  from 
t h i s  research procedure, medical t r e a b e n t  w i l l  be a v a i l a b l e  a t  
Universi ty  Hospital. However, no s p e c i a l  atrangements w i l l  be 
made f o r  compensation or f o r  payment f o r  t r e a t n e n t  solely because 
of my p a r t i c i p a t i o n  i n  t h i s  experiment .  I unde r s t and  t h a t  t h i s  
paragraph is a s ta tement  of Univers i ty  Hospi ta l ' s  po l i cy  and does 
n o t  waive any of my l e g a l  rights. 

I unders tand  t h a t  I w i l l  r e c e i v e  a c o p y  o f t h i s  fo rk .  

Signature  of Witness Signature  of Volunteer 

Signature  of Inves t iga to r  Date 

Valid f o r  use through: 
Per 1m:J.F " g / i  5/89 - 
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