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Sep tember  9 ,  1980 

FROM : D. C. Shephe rd  

SUBJECT: Human S u b j e c t s  Approval  80P-109-01 

T h i s  memorandum is t o  c o n f i r m  t h a t  a t  i ts  J u n e  13, 1980 
m e e t i n g  t h e  LLNL Human S u b j e c t s  Committee approved  y o u r  u s e  
of human s u b j e c t s  i n  t h e  p r o j e c t  t i t l e d ,  "Human S u b j e c t s  E x p e r i -  
men t s  With A i r  Tagged w i t h  R a d i o i s o t o p e s  13, and 150. 
u n d e r s t a n d s  t h a t  t h i s  p r o j e c t  i s  b e i n g  funded  by t h e  Navy. 

at  t h a t  t i m e ,  and t h e  L a b o r a t o r y ' s  O p e r a t i o n a l  S a f e t y  P r o c e d u r e  
No. 194, Supplement  27, d a t e d  August  1 ,  1980. Shou ld  you wi sh  
t o  change  t h e  p r o t o c o l  i n  any way, you must o b t a i n  t h e  p r i o r  
a p p r o v a l  of t h e  Committee. T h i s  a p p r o v a l  is s u b j e c t  t o  t h e  
f o l l o w i n g  c o n d i t i o n s .  

The Committee 

The Committee based  its a p p r o v a l  upon t h e  p r o t o c o l  r ev iewed  

1. The i d e n t i t y  of  t h e  p a r t i c i p a n t s  must be p r o t e c t e d  i n  any 
p u b l i c a t i o n  o f  t h e  r e s u l t s ,  and no medical i n f o r m a t i o n  
a b o u t  t h e  p a r t i c i p a n t s  c a n  be d i v u l g e d  p u b l i c l y .  

r e p o r t e d  t o  t h e  LLNL Med ica l  Depar tment .  
2. Any a d v e r s e  r e a c t i o n s  t o  t h e  t h i s  t e s t  must be p r o m p t l y  

3 .  A l l  p a r t i c i p a n t s  must be  g i v e n  a copy of  t h e  a t t a c h e d  
E x p e r i m e n t a l  S u b j e c t ' s  B i l l  of R i g h t s .  

4. The donor  must g i v e  h i s / h e r  in formed c o n s e n t ,  u s i n g  t h e  
a t t a c h e d  c o n s e n t  form w i t h  the  s e r i a l  number 80P-109-01. 

5. The donor  must be  g i v e n  a copy of  t h e  s i g n e d  LLNL c o n s e n t  
form.  

T h i s  a p p r o v a l  is v a l i d  f o r  t h e  p e r i o d  of  one y e a r .  I f  you d e s i r e  
t o  c o n t i n u e  t h i s  work beyond J u n e  13,  1981, you must o b t a i n  
p r i o r  a p p r o v a l  of  t h e  LLNL Human S u b j e c t s  Committee.  

LLNL Human S u b j e c t s  
Committee 

A DCS : VLJ / am 
a t t a c h m e n t s  

University of California L UVVRENCE LIVERMORE MEORATORY 
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D i s t r i b u t i o n :  

J. 0. B e a t t y  
M. W. B i g g s  
S. D. Co le  
R .  L.  Dobson 
F. T. Hatch  
J .  S. Johnson  
f i l e  

. 



IAWRENCE L 'ERMORE LABORATORY 

UNIVERSITY OF CALIFORNIA 
LAWRENCE LIVERMORE NATIONAL LABORATORY 

Consent t o  Act a s  a Human Subject 

LLNL Human Subjects Committee 
Approval Number: 8OP-109-01 
Approval Date: June 13, 1980 

Subjects Name: 

Date: 

1. I hereby consent t o  act as a t e s t  subject in the joint  Naval Medical 
Research Inst i tute  - Lawrence Livermore National Laboratory study t i t l e d  
Human Subject Experiments With Air Tagged With Radioisotopes 13N and 
150. 

2. I understand t h a t  the procedures for  conducting th i s  t e s t  are standard 
( n o t  of an experimental nature) and t h a t  they will involve: 

Twice breathing a i r  which has been tagged with 13N t h r o u g h  a 
mouthpiece for  30 minutes. 
w i t h  150 and  holding the breath f o r  30 seconds, t h i s  will be 
repeated three times. 

Breathing a single breath of a i r  t agged  

3. I understand t h a t  any possible risks and discomforts t h a t  may result from 
the procedures are considered unlikely b u t  include: 

The discomfort from breathing through a mouthpiece fo r  30 minutes and 
from s i t t ing  s t i l l  for  90 minutes. 

4. Since t h i s  act ivi ty  does not  involve medical treatment, there i s  no 
alternative procedure which might be advantageous t o  me. 

5. A t  the conclusion of t h i s  procedure i t  i s  expected t h a t  I will be able t o  
function normally immediately. 

6. I further understand t h a t  t h i s  s tudy may result  in no direct  benefit t o  me 
b u t  i t  may contribute to  the understanding of nitrogen uotake and 
elimination in the body and may therefore, a i d  in the understanding of 
decompress i on sickness . 

7. I understand t h a t  and/or  such assistants 
as may be selected will answer any inquiries I may have a t  any time 
concerning the procedures and/or investigation. 

reference t o  my name. 
8. Any publication arising from th i s  study will be made w i t h o u t  specific 
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LLNL Human Subjects  Committee 
Approva 1 Number 80P- 109-01 
Approval Date: June 13, 1980 

9. I recognize t h a t  my p a r t i c i p a t i o n  i n  t h i s  experiment i s  e n t i r e l y  vo luntary  
and I may re fuse  t o  p a r t i c i p a t e  o r  may withdraw a t  any t ime w i t h o u t  
jeopardy. 
may i n  h i s  absolute d i s c r e t i o n  terminate t h e  procedures and/or 
i n v e s t i g a t i o n s  a t  any t i m e .  

10. Paul Meyer, an employee o f  t h e  U n i v e r s i t y  o f  C a l i f o r n i a  - Lawrence 
Livermore Nat iona l  Laboratory, i s  responsib le  f o r  t h e  conduct o f  t h e  
research i n  which I am t o  p a r t i c i p a t e .  
O f f i c e  o f  Naval Medical Research and Lawrence Livermore Nat iona l  
L a bor a t  o r y  . 

11.  I understand t h a t  i f  I have any complaints o r  concerns about t h e  
procedures, I may address them t o  David C. Shepherd, Secretary  of t h e  
Human Subjects Committee, i n  person, by telephone, o r  i n  w r i t i n q .  
Mr. Shepherd can be reached a t  (415) 422-0182, L-455, Lawrence Livermore 
Nat iona l  Laboratory, P .  0. Box 808, Livermore, CA 94550. 

Owing t o  t h e  s c i e n t i f i c  na ture  o f  t h e  study, t h e  i n v e s t i g a t o r  

T h i s  research i s  sponsored by 

Sub jec t ' s  S ignature 

Witness 

To be completed i f  Subject  i s  a minor o r  o therwise unable t o  s iqn:  

Subject  i s  a minor (age - ) o r  otherwise unable t o  s i g n  because: 

Fa t  her 

Mother 

Leqal Guardian 

Witness 
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U W R E N C E  LI VEERMORE LABORATORY 

EXPERIMENTAL SUBJECT'S BILL OF RIGHTS 

The management and s t a f f  of t he  U n i v e r s i t y  o f  C a l i f o r n i a ,  Lawrence Livermore 
Na t iona l  Laboratory,  wish you t o  know: 

Any person who i s  requested t o  consent t o  p a r t i c i p a t e  as a sub jec t  i n  a 
research study i n v o l v i n g  a medical experiment, o r  who i s  requested t o  
consent on behal f  o f  another, has the  r i g h t  t o :  

1. 

2. 

3. 

4. 

5 .  

6. 

7. 

8. 

Be informed o f  the  nature and purpose o f  t he  experiment. 

Be g iven an exp lanat ion  o f  t he  procedures t o  be fo l lowed i n  t h e  
medical  experiment, and any druq o r  dev ice t o  be u t i l i z e d .  

Be g iven a d e s c r i p t i o n  o f  any at tendant d iscomfor ts  and r i s k s  
reasonably t o  be expected f r o m  the  experiment, i f  appl icable.  

Be g iven an exp lanat ion  o f  any b e n e f i t s  t o  t h e  subject  
reasonably t o  be expected from the experiment, i f  appl icable.  

e .  

Be g iven a d i sc losu re  o f  any appropr ia te a l t e r n a t i v e  procedures, 
drugs, o r  devices t h a t  might be advantageous t o  the  subject ,  and 
t h e i r  r e l a t i v e  r i s k s  and benef i t s .  

Be informed o f  t he  avenues o f  medical treatment, i f  any, 
a v a i l a b l e  t o  the  sub jec t  a f t e r  t he  experiment, i f  compl ica t ions  
should a r ise .  

Be g iven the  oppor tun i t y  t o  ask any quest ions concerning the 
experiment o r  t h e  procedures involved. 

Be i n s t r u c t e d  t h a t  consent t o  p a r t i c i p a t e  i n  t h e  medical 
experiment may be withdrawn a t  any t ime and t h e  sub jec t  may 
d i scon t inue  p a r t i c i p a t i o n  i n  the  medical experiment w i thout  
p re jud i ce .  
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Experimental  Subjects  B i l l  o f  R igh ts  
Page 2 

9. Be g i ven  a copy o f  t h e  signed and dated w r i t t e n  consent form. 

10. Be g iven the  oppor tun i t y  t o  decide t o  consent o r  n o t  t o  consent 
t o  a medical  experiment w i thout  t h e  i n t e r v e n t i o n  o f  any element 
o f  fo rce ,  f raud, decei t ,  duress, coercion, o r  undue in f l uence  on 
the s u b j e c t ' s  dec is ion.  

I f  a t  any t ime you have any quest ions regard ing a research study, the 
researcher o r  h i s /he r  a s s i s t a n t  w i l l  be g l a d  t o  answer them. You may 
a l s o  seek ass is tance f rom t h e  Human Subjects Committee which was 
es tab l i shed f o r  t he  p r o t e c t i o n  o f  vo lunteers i n  research p ro jec ts .  The 
Secre tary  o f  t h a t  Committee, David C. Shepherd, may be reached by 
c a l l i n g ,  (415) 422-0182, f rom 8:OO a.m. u n t i l  5:OO p.m., Monday throuqh 
Fr iday ,  o r  by w r i t i n g  t o  t h e  Human Subjects Committee, L-455, Lawrence 
Livermore Na t iona l  Laboratory, P. 0. Box 808, Livermore, CA 94550. 



_ -  

E! LAWFENCE LIVERMORE LABORATORY 

CERTIFICATION OF REVIEW 

AND 

SPECIAL IMPLEMENTATION OF INSTITUTIONAL A S S U R A N C E  

The programmat ic  a c t i v i t y  t i t l e d ,  "Measurements of Pulmonary 
Gas Rates i n  Man'' s u b m i t t e d  on b e h a l f  Pau l  M .  Meyer 
May 29 ,  1980 t o  t h e  Naval Medical Research I n s t i t u t e ,  h a s  
been rev iewed by t h e  assembled  members of t h e  Committee 
whose s i g n a t u r e s  a p p e a r  be low i n  acco rdance  w i t h  t h e  r e q u i r e -  
ments  of t h e  DOE r e g u l a t i o n s  on t h e  P r o t e c t i o n  of Human 
S u b j e c t s .  

A .  T h i s  Committee h a s  de t e rmined  t h a t  t h e  s u b j e c t s  i n  t h i s  
a c t i v i t y  are a t  r i s k .  The r i s k s  are: 

1 .  I n v a s i o n  of p r i v a c y  r e s u l t i n g  from t h e  d i s c l o s u r e  
of any medical i n f o r m a t i o n  p e r t a i n i n g  t o  t h e  donor .  

2 .  D i scomfor t  f rom b r e a t h i n g  t h r o u g h  a mouthpiece  
f o r  30 m i n u t e s  and from s i t t i n g  s t i l l  f o r  90 
m i n u t e s .  

B. T h i s  Committee has de te rmined  t o  i ts  s a t i s f a c t i o n  t h a t  
t h e  f o l l o w i n g  s a f e g u a r d s  a g a i n s t  t h e  s p e c i f i e d  r i s k s  
are adequa te :  

All w o r k  i n v o l v i n g  human s u b j e c t s  under  t h i s  a c t i v i t y  
w i l l  be performed by t h e  U n i v e r s i t y  of  C a l i f o r n i a  
Lawrence Livermore  L a b o r a t o r y  whose Human S u b j e c t s  
Committee has rev iewed and approved t h i s  a c t i v i t y .  
A copy of t h e  a p p r o v a l s  from t h i s  committee is  attached. 
T h i s  p r o j e c t  is a c o o p e r a t i v e  e f f o r t  w i t h  t h e  Naval 
Medical Research I n s t i t u t e ,  whose human u s e  committee 
has  rev iewed and approved t h i s  work. A copy of t h i s  
a p p r o v a l  is attached. A l l  w o r k  performed w i l l  be  
i n  compl iance  w i t h  t h e  L a b o r a t o r y ' s  O p e r a t i o n a l  S a f e t y  
P r o c e d u r e  No. 194,  Supplement  27,  d a t e d  August 1 ,  1980. 
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The Committee has determined to its satisfaction that 
the risks to the subjects are so outweiged by the sum 
of the benefits to the subject and the importance of 
the knowledge to be gained as to warrant a decision to 
allow the subject to accept the risks. This determination 
is based upon the following benefits or reasons: 

The aim of this study is study the uptake and 
elimination of nitrogen in the body, and may lead 
to the understanding of decompression sickness. 

D. This Committee has determined to its satisfaction that 
legally effective informed consent is to be obtained 
and properly documented in accordance with the require- 
ments specified in the regulation 10 CFR 745 (a). 
The informational statement to be given or read to each 
prospective subject before his participation in the 
activity is attached. 

E. This Committee agrees to arrange for the continuing 
exchange of information and advice between itself and 
the activity director on any matters affecting the rights 
and welfare of human subjects who participate in the 
activity. The specific instructions, advice, counsel, 
and conditions imposed by the Committee for the conduct 
of the activity are: 

The LLL Human Subjects Committee has advised Mr. 
Meyer that the Committee must approve any changes 
in the protocol. Also, all participants in the tests 
must be screened for respiratory and/or cardiac problems 
prior to taking part in the tests. Also any adverse 
reactions to the tests must be promptly reported 
to the LLL Medical Department. 

The next scheduled meeting of the Committee for review of 
this activity is June 12, 1981. The Committee may be 
called into an interim review session by the Chairman 
at the request of any member, an institutional official 
or the project director to consider any matter concerned 
with the rights and welfare of any subject. 

F. This Committee has determined to its satisfaction that 
this institution will have available the professional 
attention and facilities that may be needed for subjects 
who may suffer physical, psychological, or other injury 
as a result of participation in the activity. 

. 



Signature Requirements 

The members of the Committee are listed below. None of the 
signatories has a vested professional interest in this activity 
that conflicts with the principle of independent, objective 
review . 

I certify that this review was carried out in accordance 
with the requirements of Part 745, Protection of Human Subjects 
of Title 10 of the Code of Federal Regulations. 

Director 
Lawrence Livermore Laboratory 

Max %&- W. Biggs, M.D.Ffi ai rman 
Director, Medical Department 

Licensed State of California 
Employee, Practioner 

Lawrence Livermore Laboratory 

John 0. Beatty, M.D. 
P hy si c i an 
Lawrence Livermore Laboratory 
Licensed State of California 
Employee, Practioner 

Samuel D. Cole, J.D. 
Legal Advisor, Office of the 

Member, California State Bar 
Controller 

Association 
m e q t  orne y 

Research Scientist 

Investigator 
Employee 3 

David B. Gordon, Ph.D. 
Director, Research Laboratory 
U.S. Veterans Admin. Hospital 
Livermore, California 

Board Member, Investigator 

pdbuby&&k 
Frederick T. Hatch, M.D. 
Research Scientist 
Licensed State of California 
Employee 
Invest i ga tor 

Certified Industrial Hygienist 

MS. Hygiene 
Employee, Hazards Evaluation 

In Training 

David C. Shepherd; A.B. -. 

Manager 
Past Member & Chairman, 
Community Concerns Committee 
City of Pleasanton, California 

Employee, Administrator 



A S S U R A N C E  OF COMPLIANCE WITH DOE 

REGULATIONS ON PROTECTION OF HUMAN SUBJECTS 

1. The U n i v e r s i t y  of C a l i f o r n i a  Lawrence Livermore  L a b o r a t o r y  
( L L L )  w i l l  comply w i t h  t h e  Department  of Energy r e g u l a t i o n s  
on P r o t e c t i o n  of Human Sub jec t s  (10  CFR 745 as amended),  
a c c o r d i n g l y .  

board ,  t i t l e d  Human S u b j e c t s  Committee, competent  t o  review 
p r o j e c t s  and a c t i v i t i e s  t h a t  i n v o l v e  human s u b j e c t s .  The 
Committee s h a l l  d e t e r m i n e  f o r  each a c t i v i t y  as p lanned  and 
conducted  w h e t h e r  s u b j e c t s  w i l l  b e  p l a c e d  a t  r i s k ,  and i f  
r i s k  is i n v o l v e d ,  whether:  

( a )  The r i s k s  t o  t h e  s u b j e c t  are so  outweighed by t h e  sum 

2 .  LLL has  e s t a b l i s h e d  and w i l l  m a i n t a i n  an i n s t i t u t i o n a l  review 

of t h e  b e n e f i t  t o  t h e  s u b j e c t  and t h e  impor tance  of 
t h e  knowledge t o  be g a i n e d  as t o  w a r r a n t  a d e c i s i o n  
t o  a l low t h e  s u b j e c t  t o  accept these r i s k s ;  

( b )  t h e  r i g h t s  and welfare of any such  s u b j e c t s  w i l l  be 
a d e q u a t e l y  p r o t e c t e d ;  

t c )  l e g a l l y  e f f e c t i v e  informed c o n s e n t  w i l l  be o b t a i n e d  
by adequa te  and a p p r o p r i a t e  methods i n  acco rdance  w i t h  
t h e  p r o v i s i o n  of t h e  r e g u l a t i o n ;  

( d )  t h e  conduct  of t h e  a c t i v i t y  w i l l  be reviewed a t  t i m e l y  
i n t e r v a l s .  

3 .  LLL w i l l  p r o v i d e  f o r  Committee r ev iews  t o  be conducted  w i t h  
o b j e c t i v i t y  and i n  a manner t o  i n s u r e  t he  e x e r c i s e  of i n d e p e n d e n t  
judgment of t h e  members. Members w i l l  be exc luded  from rev iew 
of p r o j e c t s  or a c t i v i t i e s  i n  which t h e y  have an a c t i v e  r o l e  
o r  c o n f l i c t  of i n t e r e s t .  

4 .  LLL w i l l  encourage  c o n t i n u i n g  c o n s t r u c t i v e  communication 
between t h e  Committee and t h e  a c t i v i t y  d i r e c t o r  as a means 
of s a f e g u a r d i n g  t h e  r i g h t s  and welfare of t h e  s u b j e c t s .  

5.  LLL w i l l  have a v a i l a b l e  t h e  f a c i l i t i e s  and p r o f e s s i o n a l  
a t t e n t i o n  r e q u i r e d  f o r  s u b j e c t s  who may s u f f e r  p h y s i c a l ,  
p s y c h o l o g i c a l ,  or o the r  i n j u r y  as a r e s u l t  of p a r t i c i p a t i o n  
i n  an a c t i v i t y .  

6 .  LLL acknowledges t h a t  i t  w i l l  bear f u l l  r e s p o n s i b i l i t y  f o r  
t h e  p r o p e r  per formance  of a l l  work  and services i n c l u d i n g  
t h e  u s e  of human s u b j e c t s  under  any g r a n t  o r  c o n t r a c t  
cove red  by t h i s  a s s u r a n c e ,  i n c l u d i n g  c o n t i n u i n g  compl iance  
w i t h  p e r t i n e n t  s t a t e  o r  l o c a l  laws, p a r t i c u l a r l y  t h o s e  
concerned  w i t h  informed c o n s e n t .  



7.  LLL w i l l  m a i n t a i n  a p p r o p r i a t e  and i n f o r m a t i v e  r e c o r d s  of 
t h e  Board ' s  rev iew of a p p l i c a t i o n s  and a c t i v i t i e s ,  of 
documenta t ion  t h a t  may p e r t a i n  t o  t h e  s e l e c t i o n ,  p a r t i c i -  
p a t i o n ,  and p r o t e c t i o n  of s u b j e c t s  and t o  t h e  r ev iew of 
c i r c u m s t a n c e s  t h a t  a d v e r s e l y  a f f e c t  t h e  r i g h t s  o r  welfare 
of i n d i v i d u a l  s u b j e c t s .  

8 .  LLL w i l l  a t  l e a s t  a n n u a l l y  r e a s s u r e  i t s e l f  t h r o u g h  appro-  
p r i a t e  a d m i n i s t r a t i v e  overview t h a t  i t s  p r a c t i c e s  and pro- 
c e d u r e s  des igned  f o r  t h e  p r o t e c t i o n  of t h e  r i g h t s  and welfare 
of human s u b j e c t s  are b e i n g  e f f e c t i v e l y  a p p l i e d  and are con- 
s i s t e n t  w i t h  t h e  r e g u l a t i o n  and w i t h  t h e  imp lemen ta t ion  of 
t h i s  a s s u r a n c e  as a c c e p t e d  by t h e  Department  of  Energy.  

9 .  T h i s  s p e c i a l  a s s u r a n c e  of compl i ance  a p p l i e s  s p e c i f i c a l l y  
t o  t h e  p r o p o s a l ,  p r o j e c t ,  o r  a c t i v i t y  e n t i t l e d  Human S u b j e c t s  
Exper iments  Wi th  A i r  Tagged w i t h  R a d i o i s o t o p e s  l 3 ~  and 
150 s u b m i t t e d  by t h e  U n i v e r s i t y  of  C a l i f o r n i a ,  Lawrence 
Livermore L a b o r a t o r y  on beha l f  of P a u l  M. Meyer on May 29, 1980 
t o  t h e  Uni ted  S t a t e s  Department  o f  Energy.  

D i r e c t o r  
Lawrence Livermore L a b o r a t o r y  


