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11 June 1984 
Chairman, Cornittee f o r  the Protection of Human Subjects, NMRI 

Director, Hyperbaric Medicine Program Center 
S c i e n t i f i c  Director, NMRI 

Hyperbaric Medicine Program Center protocols involving human use, 
review and approval of 

Approvals and consent forms for: 

Work tolerance i n  the hyperbaric environment 
( M0099.0 1A. 0007 ) 

Thermal balance and performance i n  divers d u r i n g  cold exposure 
(M0099.018.0008) - - .  

Scient i f ica l ly  based decompression tables  f o r  a i r  'diving 
(MOO99.0 IA. 0005 ) 

- ..- . 

Physiological design c r i t e r i a  f o r  underwater b r e a t h i n g  
(MOO99.0 1 B -001 0)  

1. 
and approved the Hyperbaric Medicine Program Center protocols 
involving human use. 

2. 
the appropriate consent forms t o  be used i n  the study. 

The Cornittee for the Protection o f  Human Subjects has reviewed 

L 

The signed Comittee approval forms a r e  enclosed together w i t h  

REPOSITORY LLNL B361, Rm. B940A 

COLLECT,ON Insti tutional Review Board 

BOX No. IRB PROTOCOL File 

FOLDERMe-yer, P .  IRM N O .  80P-109 
Decompression Sickness Studies 
with Radioactive Gases 
Folder 1 of 2 
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D E P A R T M E N T  O F  THE N A V Y  

N A V A L  M E D I C A L  R E S E A R C H  I N S T I T U T E  

N A T I O N A L  N A V A L  M E D I C A L  C E N T E R  
IN H C P L V  R E F E R  TO B C I T H E S D A .  MD 2 0 1 1 4  

TECCAVII IST  3900.398 
Cert i f icat ion o f  Research Protocol NFIRIINST 3900.6A 

Review a n d  /rr.Droval 
Commi  t t e e  f o r  the Protection of  Human Subjects 

. .  

Research Protocol: Sc i en t i f i ca l ly  based decompression tables  f o r  a i r  diving 
(M0099.01A.0005) 

Jnvesiiqator(s):  M. Bradley, P .  Weathersby, R .  L i l l o  

1. 
o f  the Committee f o r  the Protection of Human Subjects, rlaval Hedical Research 
Ins t i t u t e  i n  accordance with the direct ives  of SECNAVINST 3900.39B. 

The l i s t ed  research protocol h a s  been reviewed and approved by the members 

2. 
i n  t h i s  study have been adequately assessed and  appropriate safeguards ins t i tu ted .  

The Committee has  determined t h a t  the r i sks  t o  the subjects par t ic ipat ing 

3,  
provided to  each subject  par t ic ipat ing in the study to  fu l f i ' l l  the requirements 
f o r  b o t h  effect ive,  informed consent and proper documentation. 

The attached, approved consent form(s) must be adequately explained and  

4. 
by the knowledge t o  be gained a s  t o  merit  acceptance of the r isks  by the subject. 
The Ins t i t u t e  will have emergency professional care and f a c i l i t i e s  available a s  
may be needed f o r  subjects who may suf fer  physical , psychological, o r  other injury 
a s  a r e su l t  of par t ic ipat ion i n  the study. 

5. 
adverse reactions or accidents occurring to  subjects d u r i n g  the study. 

6. 
were carried o u t  i n  accordance with the requirements of SECNAVINST 3900.39B. 

The risks, i f  any, t o  the subjects i n  this  study a r e  suf f ic ien t ly  outweighed 

The Committee Chairman must be notified by the invest igator(s)  of any serious 

The signatories c e r t i f y  t h a t  the review and  a p p r o v a l  of the l i s t e d  protocol 
L 

Flernbors : 

f. Palmer, L C D R ,  MSC, USN 

W .  Shur tz ,  HI-lCS, USfJ 

Alternates: 

D. Seeland, C D R ,  C H C ,  USN 

d&-lA43J -- 
D. Hagengruber 

J. t i a n f r o ,  LCDR, MC, USNR 

1 1  2 1  - j b  I 
R. L i .1  l o  



, -- 
. ,  

n i t rogen  uptake and e l i m i n a t i o n  I n  t h e  human body. 
among d i v e r s  i s  thought t o  be  caused by an I n a b i l i t y  t o  remove t h e  excess  
n i t rogen  f r o =  a d l v e r ' s  body a f t e r  b r e a t h i n g  high-pressure a i r .  Prevent ion of 
decompression s i c k n e s s  I s  approached by adherence t o  decompression t a b l e s  t h a t  
a r e  ca l cu la t ed  t o  match t h e  r a t e  of n i t rogen  removal wi th  t h e  r a t e  of d i v e r  
r e t u r n  t o  normal p r e s s u r e .  The proposed study w i l l  a t tempt  t o  provide  t h e  
da t a  necessary f o r  NHRI t o  provide t h e  s a f e r  decompression t a b l e s  r equ i r ed  by 
the  Navy. 

DeCOmpreSSiOn s l c k n e s s  

d. Have t h e  r equ i r ed  elements  of informed consent been s a t i s f i e d ?  
Discuss  how the  consent  w i l l  be obtained and a t t a c h  a copy of t h e  consent 
fom.  

Consent forms f o r  bo th  NMRI and the  Lawrence Livermore Laboratory a r e  
a t tached .  P o t e n t i a l  s u b j e c t s  will be  b r i e f e d  a t  both s i t e s  on t h e  procedures ,  
r i s k s ,  and r e s u l t s  t o  date. In  previous experiments ,  t h e  b r i e f i n g  ques t ions  
and d iscuss ion  have r equ i r ed  1-3 h r  f o r  each experimental  s u b j e c t .  

e. A r e  t h e  procedures  e s t a b l i s h e d  and accepted n a t i o n a l l y  and l o c a l l y  
and are they for t h e  p a t i e n t ' s  b e n e f i t ?  

The i so tope  p r e p a r a t i o n  and d e t e c t i o n ,  and t h e  r a d i a t i o n  dosimetry are 
e s t a b l i s h e d  and accepted  a t  t h e  Livermore Laboratory.  The procedures  are 
spec ia l i zed  and u s e  unusual  f a c i l i t i e s ,  so  no n a t i o n a l  s tandard  i s  poss ib l e .  
The b rea th ing  equipment is assembled wi th  components common t o  pulmonary 
physiology l a b o r a t o r i e s .  
f o r  t h e i r  i n d i v i d u a l  b e n e f i t .  

The s u b j e c t s  are hea l thy  and t h e  procedures  are n o t  
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