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GENERAL CONSIDERATIONS IN VOLUNTEER STUDLES 

1 .  
a q u a l i f i e d  person  may a p p l y  s u r g i c a l  o r  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  
because  t h e  mutua l  i n t e n t i o n  i s  b e n e f i c i a l .  The use  of v o l u n t e e r s  can be 
d i f f e r e n t  i n  t h a t  

A person  may a g r e e  t o  i n c u r  a r i s k  of p e r s o n a l  i n j u r y ,  a s  i n  s p o r t ,  and 

( a )  a l t h o u g h  t h e  pe r son  c o n s e n t s ,  t h e  r i s k  may no t  have been f o r e s e e n ,  s o  
t h a t  consen 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  shou ld  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  no t  u s u a l l y  h e n e f i t  d i r e c t l y .  

The re  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  requi rement  i s  t h a t  t h e  v o l u n t e e r  shou ld  be capab le  
of g i v i n g  ' informed c o n s e n t ' .  Such consen 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  invo lved  i n  t h e  s tudy .  It i s  t h e  
r e s p o n s i b i l i t y  of t h e  l o c a l  Xed ica l  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 consen 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  c a s e  of  a v o l u n t e e r  r e c r u i t e d  from t h e  work fo rce ,  t h e r e  must be 
no s u g g e s t i o n  t h a t  he i s  expec ted  t o  p a r t i c i p a t e  as part of 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 should  
not  no rma l ly  be by d i r e c t  approach  (See  p a r a g r a p h  28). I n  no case should  a 
v o l u n t e e r  s u f f e r  l o s s  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 .  

k .  I n  a l l  cases, t h e r e  shou ld  be a s i m p l e  w r i t t e n  r eco rd  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  withdraw 
a t  any  time, t lw n a t u r e  of any reward and an 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  
Aut h o  r i  t y .  

5. The document shou ld  c o n t a i n  an 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 ,  o r  h i s  o r  h e r  d e p e n d a n t s ,  where any harmful  
e f f ec t s  a r i s e  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  from 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  a r e  put  f 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  O E  
t h e  e x i s t i n g  Code( l ) .  For t h e  background,  see Appendix 1. 

7 .  As s t u d i e s  may be of a c o n f i d e n t i a l  n a t u r e ,  Committee members and 
v o l u n t e e r s  wCll 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 not  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  o r  n a t u r e  of t h e  s t u d y .  

TRACER 6 LRBADIATIOR STUDIES APPROVAL COPQiITlPEE (TISAC) 

8. Exper iments  which are  concerned 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 t e s t e d  f o r  t o x i c i t y  i n  an imal  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  i s  t h e  p o s s i b i l i t y  of d i f f e r e n c e s  between s p e c i e s  t n  s e n s i t i v i t y  t o  
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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  i s  t h e n  v e r y  much s h o r t  term w h i c h  i s  
r e f l e c t e d  i n  pub l i shed  g u i d e l i n e s  ( e g  A B P I ( 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 :  main ly  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 r a c e r s  where t h e  chemica l  t o x i c i t y  of  t h e  accompanying 
s t a b l e  m a t e r i a l  is w e l l  documented. When r a d i o a c t i v e  t r a c e r s  o r  e x t e r n a l  
i r r a d i a t i o n  are t o  be used ,  t he  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  i s  well  
known, t h e  occur rence  of  r ad ia t ion - induced  c a n c e r  i n  t h e  v o l u n t e e r  a t  some 
l a t e r  d a t e .  What is not  known e x a c t l y  i s  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 ann ing  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 e a l i s t i c  and in many c o n t e x t s  seem l i k e l y  t o  he o v e r e s t i m a t e s  of risk. 
Moreover t h e  r i s k  o f  cance r  r e s u l t i n g  from p a r t i c i p a t i o n  in an  exper iment  a s  
a v o l u n t e e r  has  t o  be cons ide red  a g a i n s t  a n a t u r a l  background of cance r  
a f f e c t i n g  one person i n  f i v e .  Thus t h e  Committee i s  c o n s t i t u t e d  t o  provide  a 
w i d e  e x p e r i e n c e  of  r a d i o l o g i c a l  m a t t e r s  and w i l l  i n v i t e  s p e c i a l i s t s  on 
chemical  t o x i c i t y  t o  judge  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 .  

Terms of reference of TISAC 

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

0 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  expe r imen t s  
o r i g i n a t i n g  from Es tab l i shmen 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  ; 

e t o  d e c i d e  whether  such  p r o p o s a l s  a re  a c c e p t a b l e  on bo th  e t h i c a l  and 
s c i e n t i f i c  grounds ;  

0 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  o r  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 ;  

0 t o  comment on t h e  expe r imen ta l  p r o t o c o l ;  

0 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  of approved  s t u d i e s  
and t o  p rov ide  b r i e f  r e p o r t s  t o  l o c a l  J o i n t  Committees on Hea l th  
and S a f e t y  and t o  t h e  AJCHS. 

10. F i n a l  approva l  f o r  proposed 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  ( s e e  pa rag raph  19).  

lkmbership o f  TISAC 

11.  The Tracer and I r r a d i a t i o n  S t u d i e s  Approval  C o r n i t t e e  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 ;  two 
l a y  P e r s o n s  unconnected w i t h  t h e  UKAEA; t h e  A u t h o r i t y  Chief  Medical  O f f i c e r  
and t h e  Harwell  Labora to ry  P r i n c i p a l  Medical  O f f i c e r ;  one  s e n i o r  member of 
t h e  Harwell Envi ronmenta l  and Medical 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  act 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  Trade  Union Side and one from t h e  Trade  Union Side .  Members w i l l  be 
i n v i t e d  t o  s e r v e  on t h e  Committee for 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  wi th  h i s  f u l l - t i m e  c o l l e a g u e s .  There  i s  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  Committee w i l l  be one  of  t h e  independen t  q u a l i f i e d  
members of t h e  Comittee and w i l l  a l s o  be a p p o i n t e d  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 .  
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13.  .4 qiJ”fiin -1. t h e  C 0 1 ~ 1 - n i t t ; ~  s h a l l  compr ise  t h e  Chairman t o g e t h e r  w i t n  two 
o f  t h e  independent  a u a l i f i e d  menrbers, one  l a y  p e r s o n ,  e i t h e r  t h e  ACMO o r  the  
Harwell  Labora to ry  PYO,  one nenber  of t h e  EXSc D i v i s i o 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  Trade 
l ’ n i o n  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 ,  t h e  
auorum must a l s o  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 .  I t  is e x p e c t e d  
cha t  i r ! 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  c a s e  i n  person t o  
t h e  Committee which ,  i f  r e q u i r e d ,  i s  empowered t o  co-opt a d d i t i o n a l  members 
x 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 l2vance  t o  t h a t  p roposa l .  Bus iness  w i l l  
normally h e  conducted i n  commit tee ,  hu t  c e r t a i n  m a t t e r s ,  e g  p r o p o s a l s  f o r  
z i n o r  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  wi th  by 
co r re spondence  between t h e  S e c r e t a r y  and t h e  Committee;  such  b u s i n e s s  r - i l l  
he noted  i n  t h e  minu tes  of t h e  f o l l o w i n g  meet ing .  

l k .  Qesommendations wi l l .  normal ly  be unanimous,  bu t  where t h e r e  a r e  mi- ior i ty  
v i e w s ,  such  views w i l l  be c l e a r l y  set down i n  t h e  minu tes  of t h e  meetins. 

i 5 .  I t  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  t o  inform t h e  DirecLor cf 
t h e  r e l e v a n t  Es t ab l i shmen t  ( o r  h i s  nominated Deputy)  of  t h e  recommenda:lons 
of t h e  Committee,  v i a  t h e  minu tes  of t h e  meet ing .  

Lllitations on radiation doac 

16. The Committee w i l l  a s s e s s  a p roposa l  on t h e  assumpt ion  t h a t  t h e r e  is no 
d o s e ,  however s m a l l ,  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  
magni tude  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  with dose  i n  t h e  range  of 
d o s e  a p p r o p r i a t e  t o  expe r imen t s  u s ing  v o l u n t e e r s .  I n  j u d g i n g  a p r o p o s a l ,  
TTSAC w i l l  expec t  t h a t  t h e  in t ended  r a d i a t i o n  d o s e s  i n  a p r o p o s a l  a r e  as low 
as p r a c t i c a b l e ,  commensurate wi th  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 ,  r;hich 
shou ld  he  suppor t ed  by a c o n f i r m a t o r y  a s ses smen t  made by t h e  Es t ah l i shmen 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  shou ld  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 
committed e f f e c t i v e  dose  e q u i v a l e n t  a s  g i v e n  i n  T a b l e  1. 

The World Hea l th  O r g a n i s a t i o n ( 3 )  h a s  recommended t h a t  r e s e a r c h  p r o j e c t s  

TABLE 1 

Annual l imits of dose  u s i n g  I C R P  w e i g h t i n g  f a c t o r s  

Category  of E f f e c t i v e  dose  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) (rnSv) s i n g l e  organs (msv) 

I 
I1 

I11 

0.5 

0 . 5  - 5 

5 - 50 

2 . 5  

2 . 5  - 2 5  

2 5  - 250 

- 3 -  



18. 
across a country (such as the UK) of annual dose due to natural background 
radiation. 
received annually from natural sources. 
similar to the annual limits recommended by ICRP for occupationally exposed 
people. 

19. Proposals in which the associated individual doses fall within Category 
I require to be approved by the Director of the relevant Establishment-or a 
nominated deputy. In most proposals, doses will fall within this Category. 
Proposals in which the associated individual doses fall within Category I 1  or 
111 require the approval of the Director of the Establishment. For all 
proposals, approval may be given only after receipt of the recommendations of 
TISAC. Should a proposal involve dose commitments greater than Category 11, 
it is recommended that an ad hoc National Committee be convened in addition 
to TISAC, to advise upon such a case. The British Institute of 
Radiology(') recommend that such a Committee should be set up by the DHSS 
and include specialists in radiobiology, radiation physics, diagnostic 
radiology, radiotherapy and nuclear medicine, as well as experts in various 
fields of medical research. 

In Category I, the effective dose equivalents are within the variation 

In Category 11 the effective doses are of the order of those 
In Category 111 the values are 

A.se8t~ment of c k d d  toxic i ty  

20. For those proposals where the chemical toxicity of the material 
administered may be questioned, the Chairman may, if he deems it necessary, 
co-opt a specialist to judge this aspect of the proposal. However, it might 
be felt that the proposal is beyond the scope of the Committee, in which case 
it may be referred to another, appropriately constituted, Ethics Committee. 

Procedure for 8 u h i t t i n g  proposal8 to  TISAC 

21. Proposals submitted to TISAC must originate from Establishments of the 
UKAEA and provide information on the following: 

a title page containing details of the principal investigators, the 
Establishment and any sponsoring organisation; 

the objective of the experiment and its relevance to matters of 
radiological protection, public or environmental health, or the 
health of the working population; 

the justification for using volunteers, including references to 
previous related work and relevant animal studies; 

a summary of experimental procedures including details of any 
radionuclides or inactive materials involved and the quantities to 
be administered; 

details of, and justification for, the number of subjects to be 
used ; 

estimates of radiation doses to individual organs from the relevant 
radionuclides and the committed effective dose equivalent together 
with information on the method of calculation; 

information on the chemical toxicity of administered materials; 



0 t h e  p r o p o s a l  s h o u l d  be s igned  and d a t e d  by the '  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  expe r imen 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 )  

2 2 .  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. T h i s  ar ises  from a 
d i r e c t i v e  i s s e d  by t h e  Counci l  of t h e  European Communities i n  1976,  t o  
establish a sys tem of p r i o r  a u t h o r i s a t i o n  In r e s p e c t  of t h e  admin i s t r a t - ion  of 
r a d i o a c t i v e  s u b s t a n c e s  t o  pe r sons  f o r  t h e  pu rposes  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/Eura tom) .  In response  t o  t h i s ,  t h e  B r i t i s h  Government 
in t roduced  l e g i s l a t i o n  in 1978 r e q u i r i n g  t h a t  from 1 J u l y  1980, anyone 
wi sh ing  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 do so under  t h e  d i r e c t i o n s  
of  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 pe r sons  by X-ray o r  t e l e t h e r a p y  machlnes ,  nor t o  t h e  use  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  Subs tances  Advisory  C o m m i t  tee (ARSAC) f o r  
a u t h o r i s a t i 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  on 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  no rma l ly  be t h e  Head of 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  per forming  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  of i n t e r e s t  w i t h  h i s  d u t i e s  
a s  a member of TISAC, so c e r t i f i c a t e s  w i l l  be he ld  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 .  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 ,  
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  t o  be 
a d m i n i s t e r e d .  Any subsequen t  d e v i a t i o n  from t h e s e  d e t a i l s  must a l s o  be 
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  wi th  
t h e r a p e u t i c  or d i a g n o s t i c  p u r p o s e s )  w i l l  no rma l ly  be v a l i d  f o r  two y e a r s ,  
w i th  p r o v i s i o n s  f o r  r enewa l  for  a f u r t h e r  two y e a r s  by 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  
of c e r t i f l 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 TLSAC 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 .  

25. There  is no r equ i r emen 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  t h e  
r a d i o a c t i v e  s u b s t a n c e s  i n  p e r s o n ,  mere ly  t h a t  t h e  a d m i n i s t r a t t o n  t a k e  p l a c e  
under  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  ts  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  e tc .  In t h e  case of 
pro longed  a b s e n c e ,  a r r angemen t s  must be made f o r  t h e  conduct  of t h e  
expe r imen t  t o  be s u p e r v i s e d  hy a n o t h e r  c e r t i f i c a t e  h o l d e r .  

26. It  is  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 equ i r emen t s  conce rn ing  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  Lon i s ing  R a d i a t i o n s  R e g u l a t i o n s ,  1985) a r e  met. 

CONDUCX' OF VOLUNTEER EX'PERIMEMTS 

2 7 .  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  of v o l u n t e e r  s t u d i e s  (see 
pa rag raphs  1 t o  7 )  are p u t  i n t o  p r a c t i c e  in t h e  A u t h o r i t y  a r e  set  o u t  below. 
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I n  a d d i t i o n  t o  t h e s e ,  i t  i s  recommended t h a t  a v o l u n t e e r ' s  l i n e  management be 
informed 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  ar rangements  t o  f r ee  t h e  
v o l u n t e e r  from normal d u t i e s  can be comple ted .  A sample l e t t e r  informing  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 
Trad ing  Fund b a s i s ,  p r o v i s i o n  shou ld  be made f o r  v o l u n t e e r s  t o  be a b l e  t o  
cha rge  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  c o s t  of p o t e n t i a l  programmes. 

Rtcrai tment 

28. A s  an i n v e s t i g a t o r  s h o u l d  no t  approach  people  d i r e c t l y  t o  p a r t i c i p a t e  i n  
expe r imen 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  
shou ld  be i s s u e d .  The n o t i c e  shou ld  summarise t h e  purpose of t h e  s t u d y  and 
i n c l u d e  an o u t l i n e  of t h e  e x p e r i m e n t a l  p rocedures .  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  sub -popu la t ion  of 
v o l u n t e e r s ,  eg  i n  a fo l low-up s tudy .  I n  such  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 .  

29. When s e l e c t i n g  v o l u n t e e r s ,  p rope r  r e g a r d  shou ld  be pa id  t o  p u b l i s h e d  
g u i d e l i n e s ,  such  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. A s  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 ,  each  v o l u n t e e r  i nvo lved  
w i l l  meet t h e  i n v e s t i g a t o r  who w i l l  e x p l a i n  t h e  purpose of t h e  s t u d y ,  t h e  
p rocedures  t o  be used and t h e  r a d i o l o g i c a l  dose .  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 wi thdraw from t h e  s t u d y  a t  any  time. 

31. The i n v e s t i g a t o r  s h a l l  comple te  a form (see Appendix 3) g i v i n g  d e t a i l s  
of t h e  purpose  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 .  

Acceptance of Voluntecr~ 

32. Before  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 no 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 e w  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 t o ,  and t a k e  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  
dose  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. 
are f u l l y  c o g n i s a n t  of what is invo lved  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 ,  consis tent  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  unde r s t and .  

The Medical  Examiner w i l l  be r e s p o n s i b l e  f o r  e n s u r i n g  t h a t  v o l u n t e e r s  

34. When t h e  Medical  Examiner has  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  t o  g i v e  Informed c o n s e n t ,  he  w i l l  comple te  Part I1 of t h e  
consen t  form. P a r t  I11 must be s igned  by t h e  v o l u n t e e r  i n  t h e  p re sence  of 
t h e  Medical  Examiner.  The comple ted  form w i l l  be forwarded t o  t h e  l o c a l  
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  t o  t h e  v o l u n t e e r ' s  medica 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 ,  a n d - w i l l  be expec ted  t o  p rov ide  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  each  meet 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  a r e  
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 
observed  . 

The i n v e s t i g a t o r s  s h a l l  compi le  d e t a i l e d  r e c o r d s  of 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 no 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. The v o l u n t e e r  may wi thdraw from t h e  s t u d y  a t  any  s t a g e ,  w i thou t  t h e  need 
f o r  j u s t i f i c a t i o n .  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 doub t s  
w i th  t h e  Medical  Examiner a t  any time. 

37. 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 admin i s t e red  under  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  ( s e e  p a r a g r a p h s  2 2  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  under  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 Medical S e r v i c e s  
o r  h i s  nominated deputy .  A comple te  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 forwarded  t o  t h e . l o c a 1  E s t a b l i s h m e n t ' s  Medical S e r v i c e s  as 
soon a s  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 sooner  i f  r e q u e s t e d  by  
t h e  Medica l  Examiner. 

Where 

38. 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 dose  r eco rd  w i l l  be 
p repa red  i n  acco rdance  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 .  These 
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 eco rd .  The v o l u n t e e r  
i s  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  of t h e s e  doses  on demand. The 
v o l u n t e e r ,  Medical  Examiner or TISAC may r e q u e s t  an independent  a s ses smen t  of 
dose .  

39. The Committee w i l l  be informed prompt ly  of any s i g n i f i c a n t  untoward 
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  of a s t u d y ,  and be c o n s u l t e d  about  m a t e r i a l  
changes  i n  a p r o j e c t .  

Final reporting 

40. The Committee w i l l  be t o l d  when a p r o j e c t  is comple ted ,  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  res t r ic 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  an  E t h i c s  Committee when 
s u b m i t t i n g  f o r  p u b l i c a t i o n .  

The v o l u n t e e r  waives  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  shou ld  

TEE USE OF NOt+AUIWORIIP VOLURTEEBS 

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  exper iment  
conducted  a t  an  A u t h o r i t y  e s t a b l i s h m e n t  i s  v e r y  similar 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  adopted  are as o u t l i n e d  above. However, 
c o p i e s  of t h e  consen 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 ,  dose  
r e c o r d  shou ld  a l s o  be forwarded  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 
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t h e  v o l u n t e e r  is  a r a d i a t i o n  worke r ,  c o p i e s  of t h e  dose  r e c o r d  shou ld  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 .  

4 3 .  Before  conduc t ing  expe r imen 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  
A u t h o r i t y  i t  is impor t an t  t o  hold  d e t a i l e d  c o n s u l t a t i o n  w i t h  l o c a l  management 
and unions .  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  exper iment  and t h e  l e v e l  of 
a s s o c i a t e d  r i s k ,  i t  i s  impor t an t  t h a t  a l l  p a r t i e s  unde r s t and  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  expe r imen 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 exper iments  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  o r  a s i t e  used by a Government depar tment  w h i c h  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  l a w  may impose l i a b i l i t y  on t h e  o p e r a t o r  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 ag reed  a c l e a r  p o l i c y  f o r  t h e  
subsequen 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  is a l s o  
impor t an 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  a r e  t o  be u s e d ,  a s  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 .  Records shou ld  be d i s s e m i n a t e d  as 
d e s c r i b e d  in paragraph  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  non-Authori ty  
v o l u n t e e r s ,  who may be less  familiar w i t h  t h e  e f f e c t s  of r a d i a t i o n ,  there  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  consent  g i v e n  is t r u l y  informed.  
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APPENDIX 1 

1, Volun tee r  s u h f 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  me tabo l i sm of  caes ium i n  man in 
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,  expe r imen t s  i n  
which r a d i o a c t i v e  r a t e r i a l s  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 'medicine and 
of o c c u p a t i o n a l  and env i ronmen ta l  h e a l t h .  

1. I n i t i a l l y ,  expe r imen 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  b y  
t h e  I n h a l a t i o r ,  S t u d i e s  Approval Committee (ISAC l a t e r  mod i f i ed  t o  ISSAC). 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  thca 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 t h e  
Tracer and I r r a d i a t i o n  S t u d i e s  Approval Committee (TISAC). T h e  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  of t h e  XRC 
Rad iob io logy  Unit  and t h e  Na t iona l  R a d i o l o g i c a l  P r o t e c t i o n  Board. 

The pu rpose  of t h e  f i r s t  expe r imen t s  

3 .  The p r i n c i p l e s  gove rn ing  t h e  use  of  v o l u n t e e r s  were c o d i f i e d  in 1964 i n  
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 10 y e a r s  l a t e r ,  
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 Research  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  time t o  r ev iew t h e  p rocedures  used by TISAC. The outcome was ' A  Code of 
P r a c t i c e  f o r  u s e  i n  Biomedical Research  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. 

h .  S i n c e  t h a t  Code of  P r a c t i c e  was 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  
Govercment In t roduced  l e g i s l a t i o n ( ' )  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  pe r sons  fo r  t h e  p u r p o s e  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 
subrn i t ted  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  Advisory  Committee 
(ARSAC) i r r e s p e c t i v e  of whether  t h e y  have p r i o r  a p p r o v a l  of a l o c a l  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 Pract ice  f o r  t h e  conduct  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  Pha rmaceu t i ca l  
I n d u s t r i e s  (ABPI) h a s  u d a t e d  i t s  own G u i d e l i n e s  for  Medical Exper iments  on 

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^(^). 
Non-Patient Vo lun tee r s  ($1 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 

5 .  I n  1985, i t  was d e c i d e d  t o  nominate a n  independen t  Chairman. Th i s  
p rov ided  an  o p p o r t u n i t y  t o  r ev iew 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 t 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) could  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 also' t o  be i n c l u d e d .  

- Al.1 - 
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STAFF I N  CONFIDENCE OFFICIAL USE ONLY 

T i t l e  of  S tudy  

To t h e  v o l u n t e e r :  

. 

Please g i v e  this le t te r  t o  y o u r  s u p e r v i s o r  

A member of your  s e c t i o n ,  , has  
v o l u n t e e r e d  t o  take par t  i n  one  of ou r  s t u d i e s .  T h i s  s t u d y  h a s  been approved 
by t h e  Tracer and I r r a d i a t i o n  S t u d i e s  Approval  Committee ( t h e  UKAEA E t h i c s  
c o m m i t t e e ) .  Each v o l u n t e e r  is f u l l y  a c q u a i n t e d  w i t h  the n a t u r e  of t h e  
p r o c e d u r e s  i n v o l v e d  and t h e  a s s o c i a t e d  r i s k s ,  and is g i v e n  a tho rough  m e d i c a l  
e x a m i n a t i o n  t o  e n s u r e  t h a t  he is €it to  participate.  A v o l u n t e e r  may 
wi thd raw h i s  c o n s e n t  a t  any t i m e  w i t h o u t  p r i o r  j u s t i f i c a t i o n .  

I t r u s t  t h a t  you w i l l  agree t o  t h i s  v o l u n t e e r ' s  p a r t i c i p a t i o n .  
P r o v i s i o n  can  be made for  t h e  t i m e  s p e n t  by a v o l u n t e e r  to be booked a g a i n s t  
t h e  a p p r o p r i a t e  p r o j e c t .  I t  is l i k e l y  t h a t  t h i s  v o l u n t e e r  w i l l  be r e q u i r e d  
f o r  t h e  f o l l o w i n g  t i m e s  o v e r  t h e  p e r i o d  t o  .- 

I 

! 

I 

N a m e  of i n v e s t i g a t o r :  Date: / / 

Extn : 

- A 2 . 1  - I 
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PART I 

Title of Study: 

Description of Study: 

TISAC paper 

ARSAC Cert 

Radionuclide(s) 

Total activity administered: 

Minute Reference 

Held by Dr 

Likely No of 
administrations 

kBq maximum 

Anticipated committed dose equivalent to organ(s1: 

Name : 

Signed: 

(Investigator) 

Committed 
effective dose 
equivalent 

Date: / / 



I 

PART I 1  

I 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 ,  purpose  and p o s s i b l e  
h a z a r d s  of 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  : Date: / I 
(Medica l  Examiner)  

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 Dr . 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  I have  r e c e n t l y  t a k e n ,  am t a k i n g  or p l a n n i n g  t o  t a k e ,  
whether  p r e s 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 i s  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 consen t .  I s h a l l  n o 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  any  way, t h e  u s e  t o  which t h e  r e s u l t s  o f  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  or 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 .  

I t  is unde r s tood  t h a t  I may withdraw 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 he reby  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. 

Same : Signed  : Date f 

PART IV 

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  p a r t i c i p a t e  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 
A t o m i c  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  Vo lun tee 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  even 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  or damage a s  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  provided  t h a t  s u c h  compensat ion may be 
reduced 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. 

Name : Signed : Date 1 1 
( I n v e s t i g a t o r )  
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