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GENERAL CONSIDERATIONS IN VOLUNTEER STUDIES 

1. 
a q u a l i f i e d  pe r son  may a p p l y  s u r g i c a l  or o t h e r  t r e a t m e n t  t o  a w i l l i n g  p a t i e n t  
b e c a u s e  t h e  mutual  i n t e n t i o n  is b e n e f i c i a l .  The u s e  of v o l u n t e e r s  c a n - b e  
d i f f e r e n t  i n  t h a t  

A per son  may a g r e e  t o  i n c u r  a r i s k  o f  p e r s o n a l  i n j u r y ,  as  i n  s p o r t ,  and 

( a )  a l t h o u g h  t h e  p e r s o n  c o n s e n t s ,  t h e  r i s k  may not  have been  f o r e s e e n ,  so 
t h a t  c o n s e n t  i s  i m p e r f e c t  , 

( b )  t h e  g e n e r a l  o b j e c t i v e  s h o u l d  be viewed as b e n e f i c i a l ,  

( c )  t h e  v o l u n t e e r  w i l l  n o t  u s u a l l y ' h e n e f i t  d i r e c t l y .  

T h e r e  may a l s o  be a more immediate  commercial  advan tage .  

2. Thus ,  an  o v e r r i d i n g  r e q u i r e m e n t  is t h a t  t h e  v o l u n t e e r  s h o u l d  be c a p a b l e  
of  g i v i n g  ' in formed c o n s e n t ' .  Such c o n s e n t  must be based upon an e x p l a n a t i o n  
of b e n e f i t s  and p o s s i b l e  r i s k s  i n v o l v e d  i n  t h e  s t u d y .  It i s  t h e  
r e s p o n s i b i l i t y  of  t h e  loca l  Medical  S e r v i c e s  t o  assess t h a t  a v o l u n t e e r  has. 
g i v e n  informed c o n s e n t  and i s  f i t  t o  p a r t i c i p a t e .  

3. I n  t h e  case of a v o l u n t e e r  r e c r u i t e d  from t h e  w o r k f o r c e ,  t h e r e  must be 
no s u g g e s t i o n  t h a t  he  is  e x p e c t e d  t o  p a r t i c i p a t e  as p a r t  o f  h i s  d u t i e s .  T h i s  
p l a c e s  c o n s t r a i n t s  on t h e  way i n  which v o l u n t e e r s  are r e c r u i t e d ,  which s h o u l d  
n o t  n o r m a l l y  be by d i r e c t  a p p r o a c h  (See  p a r a g r a p h  28) .  I n  n o  case s h o u l d  a 
v o l u n t e e r  s u f f e r  loss of e a r n i n g s  as a r e s u l t  of p a r t i c i p a t i o n .  

4. I n  a l l  cases, t h e r e  s h o u l d  be a s i m p l e  w r i t t e n  r e c o r d  c o n f i r m i n g  t h e  
w i l l i n g n e s s  of t h e  v o l u n t e e r  t o  p a r t i c i p a t e ,  h i s  u n d e r s t a n d i n g  of t h e  
o b j e c t i v e  and any  a s s o c i a t e d  r i s k s  of  p a r t i c i p a t i o n ,  t h e  a b i l i t y  t o  wi thd raw 
a t  any  time, tlie n a t u r e  of any  reward and a n  u n d e r t a k i n g  of  l i a b i l i t y  by t h e  
A u t h o r i t y  . 
5 .  The document s h o u l d  c o n t a i n  a n  u n d e r t a k i n g  on t h e  p a r t  of t h e  A u t h o r i t y  
t o  compensate  t h e  v o l u n t e e r ,  or h i s  o r  h e r  d e p e n d a n t s ,  where a n y  h a r m f u l  
e f f e c t s  a r i se  from p a r t i c i p a t i o n  i n  a s t u d y ,  s u b j e c t  o n l y  t o  r e d u c t i o n  of 
compensa t ion  where t h e  harm h a s  r e s u l t e d  f rom t h e  f a u l t  of t h e  v o l u n t e e r .  

6. The d e t a i l s  of t h e  way i n  which t h e s e  c o n s i d e r a t i o n s  are p u t  i n t o  . 

p r a c t i c e  form t h e  main body of t h i s  Code of P r a c t i c e ,  which is a r e v i s i o n  of  
t h e  e x i s t i n g  C o d e ( l ) .  For  t h e  background,  see Appendix 1. 

7 .  A s  s t u d i e s  may be o f  a c o n f i d e n t i a l  n a t u r e ,  C o m m i t t e e  members and 
v o l u n t e e r s  w i l l  be  r e q u i r e d  t o  m a i n t a i n  t h i s  c o n f i d e n t i a l i t y  and n o t  d i v u l g e  
u n n e c e s s a r i l y  t h e  e x i s t e n c e  or n a t u r e  of  t h e  s t u d y .  

TRACER L IRRADIATION STUDIES APPROVAL COMnIlTEE (TISAC) 

8 .  Exper imen t s  which are conce rned  w i t h  n o n - r a d i o a c t i v e  materials and are 
s u b m i t t e d  t o  E t h i c s  Committees may i n v o l v e  t h e  a d m i n i s t r a t i o n  t o  v o l u n t e e r s  
of s i g n i f i c a n t  q u a n t i t i e s  of  b i o l o g i c a l l y  a c t i v e  materials which have  a l r e a d y  
been tested f o r  t o x i c i t y  i n  an ima l  e x p e r i m e n t s  and where t h e  unknown r i s k  
f a c t o r  is t h e  p o s s i b i l i t y  O F  d i f f e r e n c e s  between s p e c i e s  i n  s e n s i t i v i t y  t o  



, 

t o x i c  a c t i o n .  The a s s o c i a t e d  r i s k  is t h e n  v e r y  much s h o r t  term which is 
r e f l e c t e d  i n  p u b l i s h e d  g u i d e l i n e s  ( e g  ABPI(2)). However, t h e  T r a c e r  and 
I r r a d i a t i o n  S t u d i e s  Approval  Committee (TISAC) w i l l  m a i n l y  c o n s i d e r  s t u d i e s  
w i t h  r a d i o a c t i v e  t racers  where t h e  c h e m i c a l  t o x i c i t y  o f  t h e  accompanying 
s t a b l e  m a t e r i a l  i s  w e l l  documented. When r a d i o a c t i v e  tracers or  e x t e r n a l  
i r r a d i a t i o n  are t o  be u s e d ,  t h e  n a t u r e  of t h e  r i s k  i n  human s u b j e c t s  is w e l l  
known, t h e  o c c u r r e n c e  of  r a d i a t i o n - i n d u c e d  c a n c e r  i n  t h e  v o l u n t e e r  a t  some 
la te r  d a t e .  What is n o t  known e x a c t l y  is  t h e  r i s k  p e r  u n i t  t i s s u e  dose.  The 
r i s k  f a c t o r s  used i n  p l a n n i n g  r a d i o l o g i c a l  p r o t e c t i o n  are not  n e c e s s a r i l y  
r ea l i s t i c  and i n  many c o n t e x t s  seem l i k e l y  t o  be o v e r e s t i m a t e s  of r i s k .  
Moreover t h e  r i s k  o f  c a n c e r  r e s u l t i n g  from p a r t i c i p a t i o n  j n  a n  e x p e r i m e n t  as 
a v o l u n t e e r  has  t o  be c o n s i d e r e d  q g a i n s t  a n a t u r a l  background of c a n c e r  
a f f e c t i n g  one person  i n  f i v e .  
wide e x p e r i e n c e  of  r a d i o l o g i c a l  matters and w i l l  i n v i t e  s p e c i a l i s t s  on 
chemica l  t o x i c i t y  t o  j u d g e  s p e c i f i c  p r o p o s a l s  as r e q u i r e d .  

Thus t h e  C o m m i t t e e  i s  c o n s t i t u t e d  t o  p r o v i d e  a 

Terms of 

9 .  The 

0 

0 

0 

0 

reference of TISAC 

terms of  r e f e r e n c e  of TISAC s h a l l  be:  

t o  c o n s i d e r  t h e  e t h i c s  u n d e r l y i n g  a l l  p r o p o s a l s  f o r  e x p e r i m e n t s  
o r i g i n a t i n g  from E s t a b l i s h m e n t s  of  t h e  UKAEA i n v o l v i n g  v o l u n t e e r  
s u b j e c t s  ; 

t o  d e c i d e  whe the r  s u c h  p r o p o s a l s  are a c c e p t a b l e  on b o t h  e t h i c a l  and 
s c i e n t i f i c  g r o u n d s ;  

t o  a d v i s e  t h e  D i r e c t o r  of  t h e  r e l e v a n t  E s t a b l i s h m e n t  or h i s  
nominated Deputy of t h e  s u i t a b i l i t y  and s a f e t y  of  t h e  p r o p o s a l s ;  

t o  comment on t h e  e x p e r i m e n t a l  p r o t o c o l ;  

t o  r e c e i v e  r e p o r t s  on t h e  p r o g r e s s  and r e s u l t s  o f  approved s t u d i e s  
and t o  p r o v i d e  b r i e f  r e p o r t s  t o  local J o i n t  Committees on H e a l t h  
and S a f e t y  and t o  t h e  AJCHS. 

10. F l n a l  a p p r o v a l  f o r  p roposed  s t u d i e s  rests w i t h  t h e  a p p r o p r i a t e  
E s t a b l i s h m e n t  (see p a r a g r a p h  19). 

Hemberehip of TISAC 

11. The T r a c e r  and I r r a d i a t i o n  S t u d i e s  Approval  Committee s h a l l  i n c l u d e  f o u r  
independen t  members w i t h  e x p e r t  knowledge of t h e  e f f e c t s  of  r a d i a t i o n ;  t w o  
l a y  p e r s o n s  unconnec ted  w i t h  t h e  UKAEA; t h e  A u t h o r i t y  Ch ie f  Med ica l  O f f i c e r  
and t h e  Harwell  L a b o r a t o r y  P r i n c i p a l  Medical  O f f i c e r ;  o n e  s e n i o r  member of 
t h e  Harwell Env i ronmen ta l  and Med ica l  S c i e n c e s  D i v i s i o n  and a n o t h e r  member of 
t h e  same D i v i s i o n  who w i l l  ac t  as S e c r e t a r y ;  one r e p r e s e n t a t i v e  from t h e  
S t a f f  T rade  Union Side and o n e  from t h e  Trade  Union Side .  Members w i l l  be 
i n v i t e d  to  s e r v e  on t h e  Committee f o r  a term of t h r e e  y e a r s  by a Member of 
The A u t h o r i t y  i n  c o n s u l t a t i o n  w i t h  h i s  f u l l - t i m e  c o l l e a g u e s .  T h e r e  is no 
r e s t r i c t i o n  on t h e  number of times t h a t  a member may be r e a p p o i n t e d .  

12. The Chairman of t h e  C o m m i t t e e  w i l l  be one  o f  t h e  i n d e p e n d e n t  q u a l i f i e d  
members of  t h e  Committee and w i l l  a lso he a p p o i n t e d  by a Member o f  The 
A u t h o r i t y  i n  c o n s u l t a t i o n  w i t h  h i s  f u l l - t i m e  c o l l e a g u e s .  
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13. A quorum o i  t h e  Committee s h a l l  c o m p r i s e  t h e  Chairman t o g e t h e r  w i t h  two 
o f  t h e  independen t  q u a l i f i e d  members, o n e  l a y  p e r s o n ,  e i t h e r  t h e  ACMO or  t h e  
Harwell L a b o r a t o r y  PMO, one  member of  t h e  EMSc D i v i s i b n  who may be t h e  
S e c r e t a r y  and one  of  t h e  two r e p r e s e n t a t i v e s  nominated  by  t h e  S t a f f  T r a d e  
Union and t h e  Trade  Union S i d e s .  When a t o x i c  s u b s t a n c e  i s  t o  be used , . the  
quorum must a l so  i n c l u d e  a co-opted a p p r o p r i a t e  s p e c i a l i s t .  It is e x p e c t e d  
t h a t  i n v e s t i g a t o r s  s u b m i t t i n g  p r o p o s a l s  w i l l  p r e s e n t  t h e i r  case i n  p e r s o n  t o  
t h e  Committee which ,  i f  r e q u i r e d ,  is empowered t o  co-opt a d d i t i o n a l  members 
w i t h  s p e c i a l i s t  e x p e r i e n c e  of r e l e v a n c e  t o  t h a t  p roposa l .  B u s i n e s s  will 
n o r m a l l y  be conducted  i n  committee, b u t  c e r t a i n  matters, eg p r o p o s a l s  f o r  
minor a l t e r a t i o n s  t o  e x p e r i m e n t a l  p r o t o c o l ,  may be d e a l t  w i t h  by 
c o r r e s p o n d e n c e  between t h e  S e c r e t a r y  and t h e  Committee; 
b e  n o t e d  in t h e  m i n u t e s  of t h e  f o l l o w i n g  mee t ing .  

s u c h  b u s i n e s s  w i l l  

14. Recommendations w i l l  n o r m a l l y  be unanimous ,  b u t  where t h e r e  are m i n o r i t y  
v i e w s ,  s u c h  v iews  w i l l  be c l e a r l y  se t  down i n  t h e  m i n u t e s  of t h e  mee t ing .  

15. 
t h e  r e l e v a n t  E s t a b l i s h m e n t  ( o r  h i s  nominated  Deputy) o f  t h e  recommendations 
o f  t h e  Committee, v i a  t h e  m i n u t e s  o f  t h e  mee t ing .  

It w i l l  be t h e  r e s p o n s i b i l i t y  o f  t h e  S e c r e t a r y  to  i n f o r m  t h e  Director of 

Limitations on radiation dose 

16. The Committee w i l l  assess a p r o p o s a l  on the as sumpt ion  t h a t  t h e r e  is no 
d o s e ,  however small ,  w i t h o u t  some p r o b a b i l i t y  of c a u s i n g  c a n c e r ,  and  t h a t  t h e  
m a g n i t u d e  of t h e  p r o b a b i l i t y  i n c r e a s e s  l i n e a r l y  w i t h  dose in the r a n g e  of 
d o s e  a p p r o p r i a t e  t o  e x p e r i m e n t s  u s i n g  v o l u n t e e r s .  In j u d g i n g  a p r o p o s a l ,  
TISAC w i l l  e x p e c t  t h a t  t h e  i n t e n d e d  r a d i a t i o n  doses i n  a p r o p o s a l  are as low 
as p r a c t i c a b l e ,  commensurate w i t h  o b t a i n i n g  t h e  d e s i r e d  e x p e r i m e n t a l  
i n f o r m a t i o n .  The i n v e s t i g a t o r  is r e s p o n s i h l e  f o r  e s t i m a t i n g  t h e  d o s e ,  which  
s h o u l d  be  s u p p o r t e d  by a c o n f i r m a t o r y  a s s e s s m e n t  made by  t h e  E s t a b l i s h m e n t ' s  
Approved Dosimetry S e r v i c e .  

17. 
i n v o l v i n g  human s u b j e c t s  s h o u l d  be c a t e g o r i s e d  a c c o r d i n g  t o  t h e  l e v e l  of 
commit ted  e f f e c t i v e  d o s e  e q u i v a l e n t  as g i v e n  in T a b l e  I .  

The World H e a l t h  O r g a n i ~ a t i a n ( ~ )  h a s  recommended t h a t  r e s e a r c h  p r o j e c t s  

TABLX'l , 

Annual l i m i t s  of  d o s e  u s i n g  ICRP w e i g h t i n g  fac tors  
~~~ ~ 

Category  of E f f e c t i v e  d o s e  e q u i v a l e n t  Dose e q u i v a l e n t  t o  
p r o j e c t  ( T o t a l  body) (msv) s i n g l e  organs (msv) 

I 
I1 

TI1 

0.5  

0 . 5  - 5 

5 - 50 

2.5 

2.5 - 25 

25 - 250 
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18. 
a c r o s s  a c o u n t r y  ( such  as t h e  UK) o f  a n n u a l  d o s e  d u e  t o  n a t u r a l  background 
r a d i a t i o n .  
r e c e i v e d  a n n u a l l y  from n a t u r a l  s o u r c e s .  
similar t o  t h e  a n n u a l  l i m i t s  recommended by ICRP f o r  o c c u p a t i o n a l l y  exposed 
people .  

I n  Category I ,  t h e  e f f e c t i v e  d o s e  e q u i v a l e n t s  are w i t h i n  t h e  v a r i a t i o n  

I n  Ca tegory  I1 t h e  e f f e c t i v e  d o s e s  are of  t h e  o r d e r  of t h o s e  
In  C a t e g o r y  111 t h e  v a l u e s - a r e  

19. 
I r e q u i r e  t o  be approved by t h e  Director o f  t h e  r e l e v a n t  E s t a b l i s h m e n t  o r  a 
nominated deputy.  In  most p r o p o s a l s ,  d o s e s  w i l l  f a l l  w i t h i n  t h i s  Category.  
P r o p o s a l s  i n  which t h e  a s s o c i a t e d  i n d i v i d u a l  d o s e s  f a l l  w i t h i n  Ca tegory  I1 o r  
I11 r e q u i r e  t h e  a p p r o v a l  of t h e  Director o f  t h e  E s t a b l i s h m e n t .  
p r o p o s a l s ,  a p p r o v a l  may be g i v e n  o n l y  a f t e r  r e c e i p t  o f  t h e  recommendations of 
TISAC. 
i t  is  recommended t h a t  a n  a d  hoc N a t i o n a l  Committee be convened i n  a d d i t i o n  
t o  TISAC, t o  a d v i s e  upon s u c h  a case. 
Rad io logy(4 )  recommend t h a t  s u c h  a Committee s h o u l d  be set up by t h e  DHSS 
and i n c l u d e  s p e c i a l i s t s  i n  r a d i o b i o l o g y ,  r a d i a t i o n  p h y s i c s ,  d i a g n o s t i c  
r a d i o l o g y ,  r a d i o t h e r a p y  and n u c l e a r  m e d i c i n e ,  as w e l l  as e x p e r t s  i n  v a r i o u s  
f i e l d s  of  m e d i c a l  r e s e a r c h .  

P r o p o s a l s  i n  which t h e  a s s o c i a t e d  i n d i v i d u a l  d o s e s  f a l l  w i t h i n  Ca tegory  

For a l l  

Should a p r o p o s a l  i n v o l v e  d o s e  commitments greater t h a n  C a t e g o r y  11, 

The B r i t i s h  I n s t i t u t e  o f  

Assessment of chenical toxicity 

20. 
a d m i n i s t e r e d  may be q u e s t i o n e d ,  t h e  Chairman may, i f  h e  deems it  n e c e s s a r y ,  
co-opt a s p e c i a l i s t  t o  j u d g e  t h i s  a s p e c t  of t h e  p r o p o s a l .  However, i t  might 
be f e l t  t h a t  t h e  p r o p o s a l  is beyond t h e  s c o p e  o f  t h e  Committee, i n  which case 
i t  may be r e f e r r e d  t o  a n o t h e r ,  a p p r o p r i a t e l y  c o n s t i t u t e d ,  E t h i c s  Committee. 

For t h o s e  p r o p o s a l s  where t h e  c h e m i c a l  t o x i c i t y  o f  t h e  material 

Procedure for submitting proposals to TISAC 

21. P r o p o s a l s  s u b m i t t e d  t o  TISAC must o r ig ina t e  from E s t a b l i s h m e n t s  of t h e  
UKAEA and p r o v i d e  i n f o r m a t i o n  on t h e  f o l l o w i n g :  

a t i t l e  page c o n t a i n i n g  de t a i l s  o f  t h e  p r i n c i p a l  i n v e s t i g a t o r s ,  t h e  
E s t a b l i s h m e n t  and a n y  s p o n s o r i n g  o r g a n i s a t i o n ;  

t h e  o b j e c t i v e  of t h e  e x p e r i m e n t  and i ts  relevance t o  matters of 
r a d i o l o g i c a l  p r o t e c t i o n ,  p u b l i c  or e n v i r o n m e n t a l  h e a l t h ,  or t h e  
h e a l t h  of t h e  work ing  p o p u l a t i o n ;  

t h e  j u s t i f i c a t i o n  f o r  u s i n g  v o l u n t e e r s ,  i n c l u d i n g  references t o  
p r e v i o u s  r e l a t e d  work and r e l e v a n t  a n i m a l  s t u d i e s ;  

a summary o f  e x p e r i m e n t a l  p r o c e d u r e s  i n c l u d i n g  d e t a i l s  of  any  
r a d i o n u c l i d e s  o r  i n a c t i v e  materials i n v o l v e d  and t h e  q u a n t i t i e s  t o  
be a d m i n i s t e r e d ;  

d e t a i l s  o f ,  and j u s t i f i c a t i o n  f o r ,  t h e  number of s u b j e c t s  t o  be 
used ; 

estimates of r a d i a t i o n  d o s e s  t o  i n d i v i d u a l  o r g a n s  from t h e  r e l e v a n t  
r a d i o n u c l i d e s  and t h e  committed e f f e c t i v e  d o s e  e q u i v a l e n t  t o g e t h e r  
w i t h  i n f o r m a t i o n  on t h e  method of c a l c u l a t i o n ;  

i n f o r m a t i o n  on t h e  chemical  t o x i c i t y  of a d m i n i s t e r e d  materials; 



0 t h e  p r o p o s a l  s h o u l d  be s i g n e d  and d a t e d  by t h e  p r i n c i p a l  
i n v e s t i g a t o r .  

OBTAINING A PROJECT LICENCe 
( f o r  e x p e r i m e n t s  i n v o l v i n g  r a d i o a c t i v e  s u b s t a n c e s  o n l y )  

22. A l l  s t u d i e s  i n v o l v i n g  t h e  a d m i n i s t r a t i o n  of r a d i o a c t i v e  s u b s t a n c e s  t o  
v o l u n t e e r s  r e q u i r e  a l i c e n c e  i s s u e d  by t h e  Government. This arises from a 
d i r e c t i v e  i s s e d  by t h e  Counc i l  o f  t h e  European Communities i n  1976, t o  
e s t a b l i s h  a sys t em of  p r i o r  a u t h o r i s a t i o n  i n  r e s p e c t  of t h e  a d m i n i s t r a t i o n  of 
r a d i o a c t i v e  s u b s t a n c e s  t o  p e r s o n s  €or  t h e  p u r p o s e s  of  d i a g n o s i s ,  t r e a t m e n t  o r  
r e s e a r c h  (76/579/Euratom).  I n  r e s p o n s e  t o  t h i s ,  t h e  B r i t i s h  Government 
i n t r o d u c e d  l e g i s l a t i o n  i n  1978 r e q u i ' r i n g  t h a t  from 1 J u l y  1980, anyone 
w i s h i n g  t o  a d m i n i s t e r  r a d i o a c t i v e  s u b s t a n c e s  must d o  so u n d e r  t h e  d i r e c t i o n s  
o f  a c e r t i f i c a t e  h o l d e r .  (These r e g u l a t i o n s  do  n o t  a p p l y  t o  t h e  e x t e r n a l  
i r r a d i a t i o n  of  p e r s o n s  by X-ray or t e l e t h e r a p y  mach ines ,  n o r  t o  t h e  u s e  of 
n u c l e a r  powered c a r d i a c  pacemakers.  ) 

23. A c e r t i f i c a t e  h o l d e r  must be a d o c t o r  or d e n t i s t ,  who must a p p l y  t o  t h e  
A d m i n i s t r a t i o n  of R a d i o a c t i v e  S u b s t a n c e s  A d v i s o r y  C o m m i t t e e  (ARSAC) f o r  
a u t h o r i s a t l o n .  Such a p p l i c a t i o n  must be accompanied by i n f o r m a t i o n  o n  t h e  
s c i e n t i f i c  s e r v i c e s  a v a i l a b l e  t o  t h e  a p p l i c a n t  i n c l u d i n g  f a c i l i t i e s  f o r  
r a d i o l o g i c a l  p r o t e c t i o n .  The a p p l i c a n t  w i l l  n o r m a l l y  be t h e  Head o f  Medical  
S e r v i c e s  a t  t h e  E s t a b l i s h m e n t  p e r f o r m i n g  t h e  i n v e s t i g a t i o n .  However, a t  t h e  
Harwell L a b o r a t o r y ,  t h i s  may r e p r e s e n t  a c o n f l i c t  o f  i n t e r e s t  w i t h  h i s  d u t i e s  
as a member of  TLSAC, so c e r t i f i c a t e s  w i l l  be h e l d  by a nominated q u a l i f i e d  
d e p u t y  i n  a l l  cases. 

' 

24. 
s p e c i f y i n g  f u l l  d e t a i l s  of t h e  v o l u n t e e r s ,  and t h e  r a d i o n u c l i d e s  to  be 
a d m i n i s t e r e d .  
approved .  C e r t i f i c a t e s  f o r  r e s e a r c h  programmes (as c o n t r a s t e d  w i t h  
t h e r a p e u t i c  o r  d i a g n o s t i c  p u r p o s e s )  w i l l  n o r m a l l y  be v a l i d  f o r  t w o  y e a r s ,  
w i t h  p r o v i s i o n s  f o r  r enewa l  f o r  a f u r t h e r  two y e a r s  b y  n o t i f i c a t i o n  t o  ARSAC. 
A p p l i c a t i o n  forms, t o g e t h e r  w i t h  Notes  f o r  Guidance on t h e  a d m i n i s t r a t i o n  of 
r a d i o a c t i v e  s u b s t a n c e s ( 5 )  are h e l d  by t h e  S e c r e t a r y  of TISAC. The o r i g i n a l s  
o f  c e r t i f i c a t e s  i s s u e d  w i l l  be h e l d  by t h e  c e r t i f i c a t e  h o l d e r  w i t h  c o p i e s  
s e n t  t o  t h e  S e c r e t a r y  of TISAC and t h e  p r i n c i p a l  i n v e s t i g a t o r .  

Each p r o j e c t  must be s e p a r a t e l y  l i c e n s e d  t o  t h e  c e r t i f i c a t e  h o l d e r ,  

Any s u b s e q u e n t  d e v i a t i o n  f rom t h e s e  d e t a i l s  must a lso be 

25. 
r a d i o a c t i v e  s u b s t a n c e s  in p e r s o n ,  m e r e l y  t h a t  t h e  a d m i n i s t r a t i o n  t a k e  p l a c e  
u n d e r  h i s  d i r e c t i o n .  Such a d m i n i s t r a t i o n  may c o n t i n u e  to o c c u r  when t h e  
c e r t i f i c a t e  h o l d e r  is t e m p o r a r i l y  a b s e n t  on d u t y ,  l e a v e  etc. I n  t h e  case of 
p r o l o n g e d  a b s e n c e ,  a r r a n g e m e n t s  must be made f o r  t h e  c o n d u c t  of t h e  
e x p e r i m e n t  t o  be s u p e r v i s e d  by a n o t h e r  c e r t i f i c a t e  h o l d e r .  

T h e r e  is no r e q u i r e m e n t  f o r  t h e  c e r t i f i c a t e  h o l d e r  t o  a d m i n i s t e r  the 

26. It i s  t h e  r e s p o n s i b i l i t y  of  t h e  r e l e v a n t  Head of D i v i s i o n  t o  e n s u r e  t h a t  
t h e s e ,  and a l l  o t h e r ,  l e g i s l a t i v e  r e q u i r e m e n t s  c o n c e r n i n g  t h e  h a n d l i n g  of  
r a d i o a c t i v e  s u b s t a n c e s  ( e g  I o n i s i n g  R a d i a t i o n s  R e g u l a t i o n s ,  1985) are met. 

CONDUCX OF VOLUNTEER EXPERIMENTS 

27. The way i n  which t h e  g e n e r a l  p r i n c i p l e s  o f  v o l u n t e e r  s t u d i e s  (see 
p a r a g r a p h s  1 t o  7 )  are p u t  i n t o  p r a c t i c e  i n  t h e  A u t h o r i t y  are set o u t  below. 



I n  a d d i t i o n  t o  t h e s e ,  i t  is recommended t h a t  a v o l u n t e e r ' s  l i n e  management be 
in fo rmed  of t h e i r  p a r t i c i p a t i o n  so t h a t  any a r r a n g e m e n t s  t o  free t h e  
v o l u n t e e r  from normal d u t i e s  can be completed.  A s ample  l e t t e r  i n f o r m i n g  t h e  
s u p e r v i s o r  is shown i n  Appendix 2. S i n c e  t h e  A u t h o r i t y  i s  now o p e r a t i n g  on a 
T r a d i n g  Fund b a s i s ,  p r o v i s i o n  s h o u l d  be made f o r  v o l u n t e e r s  t o  be a b l e  t o  
c h a r g e  time t o  t h e  a p p r o p r i a t e  s tudy .  Allowance f o r  t h i s  s h o u l d  be made when 
e s t i m a t i n g  t h e  cost of p o t e n t i a l  programmes. 

Recruitment 

28. 
e x p e r i m e n t s ,  a g e n e r a l  n o t i c e  r e q u e s t i n g  v o l u n t e e r s  f o r  a s p e c i f i c  s t u d y  
s h o u l d  be i s s u e d .  The n o t i c e  should  summarise  t h e  pu rpose  o f  t h e  s t u d y  and 
i n c l u d e  a n  o u t l i n e  of t h e  e x p e r i m e n t a l  p r o c e d u r e s .  However, t h e r e  may be 
e x c e p t i o n a l  cases which r e q u i r e  t h e  u s e  of  a p a r t i c u l a r  s u b - p o p u l a t i o n  of 
v o l u n t e e r s ,  e g  i n  a fol low-up s t u d y .  I n  s u c h  cases ( w i t h  t h e  a p p r o v a l  of 
TISAC) v o l u n t e e r s  may be approached d i r e c t l y .  

As a n  i n v e s t i g a t o r  s h o u l d  n o t  approach  p e o p l e  d i r e c t l y  t o  p a r t i c i p a t e  in 

29. When s e l e c t i n g  v o l u n t e e r s ,  p r o p e r  r e g a r d  s h o u l d  be p a i d  to  p u b l i s h e d  
g u i d e l i n e s ,  s u c h  as t h o s e  l i s t e d  i n  t h e  r e f e r e n c e s .  

30. As a p r e l i m i n a r y  t o  g i v i n g  informed c o n s e n t ,  e a c h  v o l u n t e e r  i n v o l v e d  
w i l l  meet t h e  i n v e s t i g a t a r  who w i l l  e x p l a i n  t h e  pu rpose  of t h e  s t u d y ,  t h e  
p r o c e d u r e s  t o  be used and t h e  r a d i o l o g i c a l  d o s e .  On t h i s  o c c a s i o n ,  i t  w i l l  
be  made clear t h a t  v o l u n t e e r s  may withdraw from t h e  s t u d y  a t  any  t i m e .  

31. 
of  t h e  pu rpose  of  t h e  i n v e s t i g a t i o n ,  t h e  a p p r o p r i a t e  r e f e r e n c e  t o  TISAC 
a p p r o v a l ,  a d e s c r i p t i o n  of t h e  s t u d y ,  t h e  r a d i o n u c l i d e s  t o  be a d m i n i s t e r e d  
and t h e  a n t i c i p a t e d  dose .  

The i n v e s t i g a t o r  s h a l l  complete  a form (see Appendix 3) g i v i n g  d e t a i l s  

Acceptance of Volunteers 

32. B e f o r e  any  v o l u n t e e r s  are a c c e p t e d ,  t h e y  s h a l l  be examined by an 
A u t h o r i t y  Medical O f f i c e r  ( t h e  Medical  Examiner)  who is n o t  a member of 
TISAC. No v o l u n t e e r s  s h a l l  be a l lowed  t o  p a r t i c i p a t e  i n  a s t u d y  i f ,  i n  t h e  
v i ew of t h e  Medical  Examiner ,  t h e y  are u n f i t  t o  do so. The Medical Examiner 
s h a l l  have  access to ,  and take i n t o  c o n s i d e r a t i o n ,  t h e  v o l u n t e e r s '  r a d i a t i o n  
d o s e  r e c o r d s  i n c l u d i n g  t h o s e  r e l a t i n g  t o  p r e v i o u s  v o l u n t e e r  s t u d i e s .  

33. The Medical  Examiner w i l l  be r e s p o n s i b l e  for e n s u r i n g  t h a t  v o l u n t e e r s  
are f u l l y  c o g n i s a n t  of  what i s  i n v o l v e d  i n  p a r t i c i p a t i n g  i n  a s t u d y  and f o r  
o b t a i n i n g  informed c o n s e n t ,  c o n s i s t e n t  w i t h  t h e  l e v e l  of r i s k  and t h e  
v o l u n t e e r ' s  a b i l i t y  t o  u n d e r s t a n d .  

34. When t h e  Med ica l  Examiner h a s  e s t a b l i s h e d  t h e  f i t n e s s  of t h e  v o l u n t e e r  
and t h a t  he  is a b l e  to g i v e  informed c o n s e n t ,  h e  w i l l  c o m p l e t e  P a r t  11 of t h e  
c o n s e n t  form. P a r t  111 must be s i g n e d  by t h e  v o l u n t e e r  i n  t h e  p r e s e n c e  of 
t h e  Medical  Examiner. The completed form w i l l  be  fo rwarded  t o  t h e  local 
E s t a b l i s h m e n t ' s  Medical  s e r v i c e s  w i t h  c o p i e s  g o i n g  to  t h e  v o l u n t e e r ' s  med ica l  
f i l e ,  t h e  i n v e s t i g a t o r  and t h e  v o l u n t e e r .  
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P r o c e d u r e s  during s t u d y  

35. 
p r o c e d u r e s ,  and w i l l  be e x p e c t e d  t o  p r o v i d e  a r e p o r t  on t h e  p r o g r e s s  of  t h e  
s t u d y  a t  e a c h  mee t ing  of TISAC. 
w i t h o u t  p r i o r  a p p r o v a l  of  TISAC a n d ,  where r a d i o a c t i v e  s u b s t a n c e s  are 
i n v o l v e d ,  ARSAC. 
minimum r i s k  commensurate w i t h  a t t a i n i n g  t h e  s t u d y ' s  o b j e c t i v e s  s h a l l  be 
o b s e r v e d .  

The i n v e s t i g a t o r s  s h a l l  compile  d e t a i l e d  r e c o r d s ' o f  t h e  e x p e r i m e n t a l  

The g e n e r a l  p r o t o c o l  may n o t  be a l t e r e d  

A t  a l l  times, t h e  p r i n c i p l e  of p u t t i n g  a v o l u n t e e r  a t  

36. 
f o r  j u s t i f i c a t i o n .  
w i t h  t h e  Medical  Examiner a t  a n y  time. 

The v o l u n t e e r  may wi thd raw from t h e  s t u d y  a t  any  stage, w i t h o u t  t h e  need 
V o l u n t e e r s  are f r e e  t o  d i s c u s s  t h e i r  f e e l i n g s  and d o u b t s  

3 7 .  R a d i o a c t i v e  s u b s t a n c e s  are r e q u i r e d  t o  be a d m i n i s t e r e d  u n d e r  t h e  
d i r e c t i o n  of a c e r t i f i c a t e  h o l d e r  (see p a r a g r a p h s  22 t o  26). 
n o n - r a d i o a c t i v e  s u b s t a n c e s  are t o  be a d m i n i s t e r e d ,  i t  is recommended t h a t  
t h i s  t a k e s  p l a c e  unde r  t h e  s u p e r v i s i o n  of t h e  l o c a l  Head of Medica l  S e r v i c e s  
or h i s  nominated deputy .  A comple t e  r e c o r d  of e a c h  a d m i n i s t r a t i o n  t o  a g i v e n  
v o l u n t e e r  s h a l l  be fo rwarded  t o  t h e  l o c a l  E s t a b l i s h m e n t ' s  Med ica l  Services as 
soon  as is p r a c t i c a b l e  a f t e r  t h e  end of t h e  s t u d y ,  or s o o n e r  i f  r e q u e s t e d  b y  
t h e  Med ica l  Examiner.  

Where 

\ 

38. 
p r e p a r e d  i n  a c c o r d a n c e  w i t h  Appendix 4 and s i g n e d  by t h e  i n v e s t i g a t o r .  
d o s e s  w i l l  be  e n t e r e d  i n t o  t h e  v o l u n t e e r ' s  employment r e c o r d .  
is e n t i t l e d  t o  r e c e i v e  a copy of  t h e  r e c o r d  o f  t h e s e  d o s e s  o n  demand. The 
v o l u n t e e r ,  Med ica l  Examiner o r  TISAC may r e q u e s t  a n  i n d e p e n d e n t  a s s e s s m e n t  of 
dose .  

I n  s t u d i e s  i n v o l v i n g  r a d i o a c t i v e  s u b s t a n c e s ,  a d o s e  record w i l l  be 
These  

The v o l u n t e e r  

39. 
e v e n t  o c c u r r i n g  i n  t h e  c o u r s e  o f  a s t u d y ,  and be c o n s u l t e d  a b o u t  material 
c h a n g e s  i n  a p r o j e c t .  

The Committee w i l l  be  informed p rompt ly  o f  any s i g n i f i c a n t  untoward 

F i n a l  reporting 

40. The Committee w i l l  be  t o l d  when a p r o j e c t  is comple t ed ,  and see 
r e s u l t a n t  p u b l i c a t i o n s .  

41. A v o l u n t e e r  s h a l l  n o t  w i t h o u t  h i s  c o n s e n t ,  be i d e n t i f i a b l e  i n  any r e p o r t  
i n  t h e  open l i t e r a t u r e  a r i s i n g  from t h e  s t u d y .  
r i g h t  t o  r e s t r i c t  t h e  way i n  which t h e  r e s u l t s  a r i s i n g  from t h e  s t u d y  are 
u t i l i s e d .  
i n d i c a t e  t h a t  t h e  r e s e a r c h  h a s  been b e f o r e  a n  E t h i c s  C o m m i t t e e  when 
s u b m i t t i n g  f o r  QUbliCatiOn. 

The v o l u n t e e r  w a i v e s  any  

The Royal  C o l l e g e  of P h y s i c i a n s ( 6 )  recommend t h a t  a u t h o r s  s h o u l d  

TBE USE OF NON-AUTBORITY VOLUNTEERS 

42. The s i t u a t i o n  when non-Authori ty  employees p a r t i c i p a t e  i n  a n  e x p e r i m e n t  
c o n d u c t e d  a t  a n  A u t h o r i t y  e s t a b l i s h m e n t  is v e r y  s imi la r  t o  t h a t  a l r e a d y  
d e s c r i b e d ,  so t h a t  t h e  p r o c e d u r e s  adop ted  a re  as o u t l i n e d  above.  However, 
c o p i e s  of t h e  c o n s e n t  form, a d m i n i s t r a t i o n  r e c o r d  and ,  when a p p r o p r i a t e ,  d o s e  
r e c o r d  s h o u l d  a l so  be fo rwarded  t o  t h e  v o l u n t e e r ' s  g e n e r a l  p r a c t i t i o n e r .  If 



t h e  v o l u n t e e r  is a r a d i a t i o n  worker ,  c o p i e s  of t h e  d o s e  r e c o r d  s h o u l d  be 
forwarded t o  h i s  employer  f o r  i n c l u s i o n  i n  h i s  employment r e c o r d .  

43. 
A u t h o r i t y  i t  I s  i m p o r t a n t  t o  h o l d  d e t a i l e d  c o n s u l t a t i o n  w i t h  local  management 
and u n i o n s .  
a s s o c i a t e d  r i s k ,  i t  i s  i m p o r t a n t  t h a t  a l l  p a r t i e s  u n d e r s t a n d  t h a t  t h e  
A u t h o r i t y  accepts l i a b i l i t y  i n  r e s p e c t  of t h e s e  e x p e r i m e n t s  ( s u b j e c t  t o  t h e  
q u a l i f i c a t i o n  t h a t  where e x p e r i m e n t s  a r e  c a r r i e d  o u t  a t  a l i c e n s e d  n u c l e a r  
s i t e  or a s i t e  used by a Government d e p a r t m e n t  which would o t h e r w i s e  r e q u i r e  
a n u c l e a r  s i t e  l i c e n c e ,  t h e  law may impose l i a b i l i t y  o n  t h e  operator of t h a t  
s i t e  o r  on t h e  Crown). F u r t h e r ,  t h e r e  must be a g r e e d  a clear p o l i c y  for t h e  
s u b s e q u e n t  d i s s e m i n a t i o n  of  i n f o r m a t i o n  a r i s i n g  from t h e  s t u d y .  It I s  also 
i m p o r t a n t  t o  i n v o l v e  t h e  Employment Medical  Advice S e r v i c e ,  p a r t i c u l a r l y  i f  
r a d i o a c t i v e  s u b s t a n c e s  are t o  be used ,  as t h e  e s t a b l i s h m e n t  may have  no 
r a d i o l o g i c a l  p r o t e c t i o n  f a c i l i t i e s .  
d e s c r i b e d  i n  pa rag raph  42. For a l l  e x p e r i m e n t s  i n v o l v i n g  n o n - A u t h o r i t y  
v o l u n t e e r s ,  who may be less f a m i l i a r  w i t h  t h e  e f f e c t s  of  r a d i a t i o n ,  t h e r e  is 
a g r e a t e r  r e s p o n s i b i l i t y  on t h e  A u t h o r i t y ’ s  Medical  Examiner t o  a s c e r t a i n  
t h a t  t h e  c o n s e n t  g i v e n  i s  t r u l y  informed.  

Before  c o n d u c t i n g  e x p e r i m e n t s  a t  e s t a b l i s h m e n t s  o t h e r  t h a n  t h o s e  of  t h e  

I n  a d d i t i o n  t o  d e s c r i b i n g  t h e  expe r imen t  and t h e  l e v e l  of  

Records s h o u l d  be d i s s e m i n a t e d  as 
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APPENDIX 1 

I .  Vo lun tee r  s u b j e c t s  have  been used i n  r e s e a r c h  i n  t h e  l i f e  s c i e n c e s  a t  
t h e  Harwell Labora to ry  s i n c e  1962. 
i n v o l v i n g  v o l u n t e e r s  was t o  i n v e s t i g a t e  t h e  metabol i sm of caes ium i n  man i n  
o r d e r  t o  improve d o s i m e t r i c  models.  S i n c e  t h a t  time however ,  e x p e r i m e n t s  i n  
which r a d i o a c t i v e  materials have been a d m i n i s t e r e d  t o  v o l u n t e e r s  have  been  
conducted  t o  i n v e s t i g a t e  a v a r i e t y  of problems i n  t h e  f i e l d s  of  m e d i c i n e  and 
of o c c u p a t i o n a l  and e n v i r o n m e n t a l  h e a l t h .  

The pu rpose  of  t h e  f i r s t  e x p e r i m e n t s  

2. I n i t i a l l y ,  e x p e r i m e n t s  i n v o l v i n g  t h e  u s e  of v o l u n t e e r s  were r e g u l a t e d  by 
t h e  I n h a l a t i o n  S t u d i e s  Approval  Committee (ISAC l a t e r  mod i f i ed  t o  INSAC). I n  
1970 however ,  i n  o r d e r  t o  i n c l u d e ,  i n v e s t i g a t i o n s  i n v o l v i n g  t h e  i n g e s t i o n  of  
r a d i o n u c l i d e s  and e x t e r n a l  i r r a d i a t i o n  of v o l u n t e e r s ,  INSAC was renamed the 
T r a c e r  and I r r a d i a t i o n  S t u d i e s  Approval C o m m i t t e e  (TISAC). The c u r r e n t  
membership of TISAC i n c l u d e s  f o u r  e x t e r n a l  members w i t h  e x p e r t  knowledge of 
t h e  e f f e c t s  of r a d i a t i o n ,  drawn from c u r r e n t  and former s t a f f  o f  t h e  MRC 
Rad iob io logy  Uni t  and t h e  N a t i o n a l  R a d i o l o g i c a l  P r o t e c t i o n  Board. 

3. 
t h e  minu tes  (ISAC-2) of t h e  i n a u g u r a l  mee t ing  of  ISAC. About IO y e a r s  la ter ,  
a working document(3) on  t h e  'The u s e  of I o n i s i n g  R a d i a t i o n  on  Human Beings  
f o r  Medical  Resea rch  and T r a i n i n g  i n c l u d i n g  t h e  u s e  of R a d i o a c t i v e  Materials' 
p repa red  by t h e  WHO was c i r c u l a t e d  i n  t h e  UK and i t  seemed a p p r o p r i a t e  a t  
t h a t  t i m e  t o  r ev iew t h e  p r o c e d u r e s  used by TISAC. The outcome was ' A  Code of 
P r a c t i c e  f o r  u se  i n  Biomedica l  Resea rch  i n c l u d i n g  t h e  I r r a d i a t i o n  of 
Employees of t h e  UKAEA(l) which was i s s u e d  i n  1976. 

The p r i n c i p l e s  g o v e r n i n g  t h e  use  of v o l u n t e e r s  were c o d i f i e d  i n  1964 i n  

4 .  S i n c e  t h a t  Code of Pract ice  w a s  i s s u e d ,  t h e r e  have been  f u r t h e r  
deve lopments  i n  l e g i s l a t i o n  c o n t r o l l i n g  t h e  u s e  of v o l u n t e e r s .  I n  1980, t h e  
Government i n t r o d u c e d  l e g i s l a t i o n ( 7 )  r e g u l a t i n g  t h e  a d m i n i s t r a t i o n  of 
r a d i o a c t i v e  s u b s t a n c e s  t o  p e r s o n s  f o r  t h e  pu rpose  of d i a g n o s i s ,  t h e r a p y  and 
r e s e a r c h .  From t h a t  d a t e ,  a l l  p r o p o s a l s  f o r  such  i n v e s t i g a t i o n s  must be 
s u b m i t t e d  t o  t h e  A d m i n i s t r a t i o n  of R a d i o a c t i v e  S u b s t a n c e s  Adv i so ry  C o m m i t t e e  
(ARSAC) i r r e s p e c t i v e  of w h e t h e r  t h e y  have  p r i o r  a p p r o v a l  of a local  E t h i c s  
Committee. More r e c e n t l y ,  t h e  Royal  C o l l e g e  of P h y s i c i a n s  e s t a b l i s h e d  a 
Working Group which produced  a Code of P r a c t i c e  f o r  t h e  conduc t  of r e s e a r c h  
i n  non-pa t i en t  v o l u n t e e r s ( 8 ) ,  t h e  A s s o c i a t i o n  of B r i t i s h  P h a r m a c e u t i c a l  
I n d u s t r i e s  ( A B P I )  h a s  u d a t e d  i t s  own G u i d e l i n e s  f o r  Medica l  Expe r imen t s  o n  
Non-Pat ient  Volunteers(!) and t h e  N a t i o n a l  R a d i o l o g i c a l  P r o t e c t  i o n  Board 
h a s  produced a Code of P r a c t i c e  f o r  Human V o l u n t e e r   experiment^(^). 

5. I n  1985, i t  was d e c i d e d  t o  nominate  a n  independen t  Chairman. T h i s  
p rov ided  a n  o p p o r t u n i t y  t o  r e v i e w  t h e  membership of TISAC, i t s  terms of  
r e f e r e n c e  and t h e  p r o c e d u r e s  f o r  pe r fo rming  v o l u n t e e r  s t u d i e s .  The 
p o s s i b i l i t y  t h a t  t h e  s c o p e  of Harwell's E t h i c s  Committee (TISAC) c o u l d  be  
widened t o  approve  v o l u n t e e r  s t u d i e s  conduc ted  i n  o t h e r  E s t a b l i s h m e n t s  of t h e  
UKAEA was a l s o  t o  be i n c l u d e d .  



APPENDIX 2 

STAFF IN CONFIDENCE OFFICIAL USE ONLY 

Title of Study 

To the volunteer: 

Please give this letter to your superv-sor 

A member of your section, , has 
This study has been approved volunteered to take part in one of our studies. 

by the Tracer and Irradiation Studies Approval Committee (the UKAEA Ethics 
committee). Each volunteer is fully acquainted with the nature of the 
procedures involved and the associated risks, and is given a thorough medical 
examination to ensure that he is fit to participate. A volunteer may 
withdraw his consent at any time without prior justification. 

I trust that you will agree to this volunteer's participation. 
Provision can be made for the time spent by a volunteer to be booked against 
the appropriate project. It is likely that this volunteer will be required 
for the following times over the period to .- 

Name of investigator: Date: / / 

Extn: 
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APPmDIX 3 

OFFICIAL USE ONLY 

Page 1 of 2 

PART I 

Title of Study: , 

Purpose of investigation: 

DescriDtion of Study: 

TISAC paper 

ARShC Cert 

Radionuclide(s1 

Total activity administered: 

Minute Reference 

Held by Dr 

Likely No of 
administrations 

kBq maximum 

Anticipated committed dose equivalent to organ(s1: 

Committed 
effective dose 
equivalent 

Name : 

Signed: 

(Investigator) 

Date: / / 

I I 2 2 2 2  1 
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STUDY TITLE : 
Page 2 tjf 2 

OFFICIAL USE ONLY 

PART 11 

1 conf i rm t h a t  I have e x p l a i n e d  t h e  n a t u r e ,  pu rpose  and p o s s i b l e  
h a z a r d s  o f  t h i s  s t u d y  t o  t h i s  v o l u n t e e r .  

Name : 

Signed  : 

(Medica l  Examiner)  

Date: / / 

PART 111 

The n a t u r e  of t h e  s t u d y  and i t s  p o s s i b l e  h a z a r d s  have been e x p l a i n e d  t o  
me by D r  . I have  informed t h e  Doctor  of any 
m e d i c a t i o n / d r u g s  t h a t  1 have r e c e n t l y  t a k e n ,  am t a k i n g  o r  p l a n n i n g  t o  t a k e ,  
whe the r  p r e a c r i h e d  o r  n o t .  

I w i l l  n o t  be r e f e r r e d  t o  by name i n  any  r e p o r t  d e s c r i b i n g  t h e  s t u d y ,  
which is d i s c l o s e d  t o  a t h i r d  p a r t y  w i t h o u t  my c o n s e n t .  I s h a l l  no t  claim t o  
be e n t i t l e d  t o  r e s t r i c t ,  i n  a n y  way, t h e  use t o  which t h e  results of s a i d  
s t u d y  may be p u t .  

I u n d e r s t a n d  t h a t  t h e  s t u d y  may be of  a c o n f i d e n t i a l  n a t u r e  and I 
u n d e r t a k e  no t  t o  d i v u l g e  u n n e c e s s a r i l y  t h e  e x i s t e n c e  of t h e  s t u d y  o r  i t s  
n a t u r e .  I may, however ,  c o n s u l t  my GP on my p a r t i c i p a t i o n .  

It i s  u n d e r s t o o d  t h a t  I may wi thdraw from t h i s  s t u d y  a t  any time, 
w i t h o u t  t h e  need t o  j u s t i f y  my d e c i s i o n .  

I h e r e b y  c o n s e n t  t o  t a k e  p a r t ,  and t o  c a r r y  o u t  t h e  p r o c e d u r e s  o u t l i n e d  
above.  

Name : Signed  : Date / 1 

PART I V  

I n  c o n s i d e r a t i o n  of .................. ( V o l u n t e e r ' s  name) ('The V o l u n t e e r ' )  
a g r e e i n g  t o  participate i n  t h e  s t u d y  d e s c r i b e d  above ,  t h e  Uni ted  Kingdom 
Atomic Energy A u t h o r i t y  ( 'The  UKAEA') w i l l  pay compensa t ion  t o  t h e  V o l u n t e e r  
o r  h i s  or h e r  dependan t s  w i t h o u t  proof  of  n e g l i g e n c e  on  t h e  p a r t  of t h e  UKAEA 
i n  t h e  e v e n t  of t h e  v o l u n t e e r  s u f f e r i n g  any  i n j u r y  o r  damage as a r e s u l t  of 
h i s  p a r t i c i p a t i o n  i n  t h e  s a i d  s t u d y  p r o v i d e d  t h a t  s u c h  compensa t ion  may be 
r educed  t o  t a k e  a c c o u n t  of any  f a u l t  on  t h e  p a r t  of t h e  v o l u n t e e r  which h a s  
c o n t r i b u t e d  t o  t h e  i n j u r y  or damage. 

N a m e  : Signed  : Date / / 
( I n v e s t i g a t o r )  
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