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AOS'f'RACT 

Volunteers have been used i n  bioecdicul studies at H~rwcll since 1964. Tho 
procedures t o  be fol lowed by hvestigatoro nnd tho rodponoibilities of the Ifcad 
of Environcestal and Medical Sciences Divisloxi and tho Chid of Medical Yervicea 
were described i n  the minutes of the inaumral aeeting of the Inhalation Studies 

. and Approval Committee. Recently, these procedure6 have been reviewed and t o  mokC 
I them readily available aro s u m a i s c d  in t h i s  Code or' Practice. 
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Comaittee ( T I S A C )  to cover expcrit..cntn involving the k g c s t i o n  of radionuclides n t d  

the exterm1 irradiation of volunteers, 

members with expert knowlcdgc of radiation effect8 draw both fron t h e  United Kin&-;. - 

Atomic Energy Authority and -other orgauisationc. 

Tlris Camfttec includes medicol.ly quzliflcd 

_ -  

- 
The p r h c i p l e s  pvernicg tho use of volunteers were codified in 1964 by tkc 

Inha la t ion  Studies Approvd Camittee & the minutes of the inaugurel neet t ig  

(Is~c-2). 

volunteers and the fact that investigotors rcsy not  be faniliar with the ptoccdurca 

evolved at Harwell, it w a ~  fe l t  desirable to review procedures and to p r c y c c  a cade 

of practice covering the irradiation of wluntcerrt, who w e  mploytcs o f  the UUS, 

In view of tho.imprtrint ethical considerations inherent i z ~  the use of 

. in which the principlcs.to be followed are stated clearly. 

(1) An investigator must obtain thc approval of the Tracer m d  

Irradiation Studies Approval Cornittee before undertaking any 

I 

! 

\ 
investigation involving the  use of volunteers. 

1 1 2 2 3 9 1  - 1 -  



, ._.. . - - - --... :- -e.;-- .T..Lt p7s';L:.: :=: .3?,.?.L1c;; or. ti;[- .cz::34:.7; 
-1 

p i n  i,. . - 
a) Just i f icat ion f o r  thc propascd cxfcr iecntz inf ludins  d e ' ; r ; i l s  o; 

reievant imicd. ctudicc. 

b) A eunsarj of cxrcr imxtol  przccdurcc. 

c )  Estfaiatcs of the l i k e l y  r~diologicnl dose e i ther  to tbc wholc 

baJy,'or t o  thc *ingle orgzn wliich i t  as t n t i c i p a t c d  will rcccivc 

tho greatest dose,  with inforcation on how thfG w a 6  dcrivcd. 

d )  E s t i m t e s  of the nu;r,Scr of Gubjccts involved md whether skiglc. 

or cultip2.o adminictrationn will bc used. 

T a m s  of refcroica of t h e  Tracer md Irradiation Studies krnraval.Cormittct 
* -  

These a r c  as fol1owc:- 

a) To udvisc .the llead of the Lnvironmmtal and Kedicd Sciences 

Divis ion on the w i t a b i l i t y  a n d  safety of ,radioact ive  tracer 

e x p c r h n t s  using hunm voluntecrs. 

, 

- _ .  

b) TO d i 6 e ~ t s  and &prove proposds for exprimcntcr, 
.- 

c )  To rcvicv and comment on t h e  result6 o f  tdc cxpcrimcnts. 

. .  RADIOLLXICAL D03& 

R t s m n s i b i l i t i c s  o f  tho  inrestinator ' 

The investigator must ensure that the radiological &ees incurred 

by volunteer8 a r e  as low an possible, cormensurate w i t h  obtaining the 

desired cxperhtntal information. 

!he irIveBtigatOr is rc8p3nsibla for calculating the radiological. doze 

received- 

. 

An independent Mstssment af radiological dooe.may be 

obtained from the Dosimetry Hesccrrch Scctioa of .the Radiation Phy-' *&CS 

Group. 

, Limitattons on radio loecd.  dose 

h the minutes of the fnaugural meeting, i t  w a s  stated &at the tota l  dose to 
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a.05 
0.05 - c0.g 
0.5 - <4 

5 -10 

e 

. a025 
0.25 - k2.5 
2.5 - e 5  

25 - 50 

according t o  - t h e  Loilowini; schcnt:-- 

Limits of doso equivalent (rem) I 

. 

C a t c p r y  of project 

I Single organs I 'To tal body 

I '= . 
1x1 
IV 

h Cattery I, the t o t a l  body radiation p e m i b d  Gould be within the 

varia'tion3 .of  naturd backgrowad radiation raceived by the mb ject mznuall.f (i.e. 

'4r 70-' rem). Ix Catawry 11, the total body radiation petmittad would be o f  the 
-1' 

aamc order M that received annually from natural murccs (Le. - 40 
Category 111 the t o t a l  body radiation parmittcd t o  4 subject i s  of the aamc order 

rem), zh 

of aagnitude as the annual limits of radiation pcrnitted by the ICRP for 

- 3 -  
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Rennansibi l i  t i c s  o f  t h c  invcstirntor 

( 4 )  h FnvcstiCator a i w t  itot ack people directly t o  yarticipclte i n  

txperlnccts. 

(2) Voluntocrs may be obtained by advertising. 

(3)  Prepant  wozea or people below the age of 18 years must not be used 

- as volunteers. 
- -- 

(4) No f h o n c i a l  inducement &ai be o f f e r e d  t o  volunteers sxcopt to  
- .  
ensure that thcrc  Ghdll be no l o s s  of e m i n g s  as a r e su l t  of taking 

. 

part i n  an ixivcstigation. 

By advertfsbe; h the k w o l l  Bullet in,  the Inhalation Toxicology Qroup of thc 

- L'! Division has obtained a panel of pooplc who, i n  prazclole, a r e  willinq to 

participate i n  bve6tigations. 

s p e c i f i c  exporirnentr and aaked if they will volunteer. 

quite clear that they m 4  withdrau from the  cxperincnt at  MY tfc.e if they chang? 

their Eind. 

mcmbers a f  the 

investigator and volunteers LB re'duced. 

Members of this panel a r c  circulated with details o f .  

A t  the em0 time, I t  is made 

* 

One advantage of t h i s  syatem is that ,  as m a y  of t k e  voluntctrc arc z o t  

Division, tho problerc of . epec fd  relat ionships . between 

In the event of a q u e r ~  by a Volunteer'G a p e t i o r  o f f i c e r  OS manager, thc  I!cd 
- 

of the ENS Divis ion will send thc rele\rmC Division Bead the letter ahown hl 

Appendix I, w i t h  a c o w  t o  the volunteer's superior officer or manager. 



. 

record. 

(2) Thc Chief of Rlediczl Services is respn.qiblc far obtaining infor::;ci 

c o n ~ c n t  fraia volrmtccrc arxi antst also s a t i s f y  h in te l f  (;tiat GUCS 

cor;sent hcs bccn given f reely.  

(3) The Clzicf' of I.icdic.ll Services fe recFocsible  f o r  completing t h e  

Voluntocr  Conscrrl; l%rc bliown in Appendix TI and for cncuring tlrat it 

i s  s i p c d  both by the voluntoer m d  by hincsclf. 

Resaonsibilitics of the investi ,m t o r  

(1) The investigator iE respns ib lc  f o r  prcpr ing  the ntcosfitrry yoLUf;tcer- 

' - Consent f o r m  (8eo'Appcndix 11) m d  f i l l i t i g  out tho details of tkc 

invcstieHtfon which must include (a) the purpose (b) the ap;rop?!'.cfc 

TISXC paper reference ( c )  thc mo'thod of adzinitstration (d)  the 

r a d i o r u l i d c  (SI involved (e) the approximate t o t d  act iv i ty  adzzinistere: 

( f>  the estbiated t o t a l  dose to  the reLevant critical. orpn(s) wi6 

(d whether a h g l c  or multiple administration8 82-8 involved. 

The general e t h i c 9  prhcipleB involved in f n v e s t i p t i o n s  on hunan subjects haTe 

been discussed in a statement by the #edictal Hosearch Council (7964). The 
- 

dist inct ion bFtween procedures contributing t o  the benefit  of  the indiv idual  

thOGC which h o e  no direct  benefit io-carefully drawn. Investigations of tho ryij'-' 

carried out at  Cfsruell generally fal l  into  the latter category. 

. in mind the vide range of new trcatncats and inveotigations in present day medictl 

The mC, which hed 

r c a e a h ,  pointed Out that "the possibility or probability that a particular 

h v c s t i g a t i o n  will be of benofit  to humanity or t o  p x t c r i t y  would offer no d e f e x c  - - 
- 5 -  

. .  



. 

experiment 'involvifig the use of a voluztoor by complet ing the 

appropriate forni (scc kppendix 111) and returning it within one wcck 

of the cxperin.cn t o  
- _ -  

(2) The iavcstigator m s t  crsurc that 'tho subject'& cuffiulatfvc d o t c  from 

all investigations in thc wrteat cdcudar yoar s h a l l  not excccd 

50 mrem t o  the whole body, or 253 mrez t o  any single  organ. 

, -  

- 

R c s m n s l b i l i t i e s  of the Head of kedical  Records 

- (1) The Head Of Kcdicd, Rcccrds ahall keep & register of a l l  experiments 

h v o l v h g  thQ U s e  Of VO1uteers. 

name of the investiEator &d volunteer (b) the reference number of the 

approFriate m A C  paper ( c )  the radionuclide and a c t i v i t y  retained e=c 

The register n i l 1  include (e) thc 

.. 

(d)  the radiologiczd dose to t h e  cr i t ica l  organ, - 
(2) The Head of J4cdical Records will also record the c a u l a t i v e  dose to 

' *  
the volunteer in t h e  currcnt calendar year and, if this excccde 53 m e =  

t o  the total body, or 250 mrem to any obglc  organ, hc w i l l  notify t S e  . 

Chief of Medical Services. 

a (3) The Hevd of Medical Becords will enter detai l s  of doso incurrcd in 

. .  
- 6 -  
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rcqucst). 

Irradiation of hurnsn &;abject8 f o r  fficdical rcsearcti (1975) B r i t i s h  lns t i tu :c  of 

Radiology Eulletin - A/? p.4. 

R c s p n o i b i l i t y  in hvest icat ions  0.1 humn subjccta. 

Rcocarc!] CouncS (1954) Report 01 the Hodiczl Rcacmch Council for tlic ye& 

1962-1963, Hk%, 

Statement by the k:cdj.cd 
- _ -  

. -  

a 

. 

0 
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( the  hL%li Ethica l  C o m i t t e o ) .  t;ennpi;enf e t  Ihrwell has srmctioncd the uzc of 

vo lun tee r s  in biomcdicd research, Ftovidcd that pr io r  approvol of thc Ethicel. 

Coca i t t ea  is oktkincd. 

Uc!: volur.tccr . .  i s  f u l l y  ucqu;:intctd with thc ncrturc o f  thc proccciurcs invtl\ 'cd 

a d  the aasocfutec! r i s k s  and is given s thorou& mcdfcol examination t o  cnsurc 

thut  he is fit t o  pqrticipatc. A volunteer may withdraw h i s  canscnt a t  any titte 

- - _- if he so wishes. 

L trust that  you W i l l  agrc'c to this volunteer's participation. Provision .' 

CM b6 mado for the time spent by a volunteer t o  be bookcd apLqsl; tho apyroprktc 

project nrimbor. 

. .  

e -  
- 



Radfonuclidc(s) administered .......... 
Likely number of adninistrations .......... 
Tot& a c t i v i t y  adzinistored .......... 

b h u t c  refcrcnce .......... 

Anticipated t a t a l  doce(s) t o  critic& orljan(s! .......... 
NNEC of inveetigator ........... S i s e d  .......... 

Date 

VOLUNTARY CONSm! 

' h e  nature of the study and its possible  hazards havo been f u l l j  c.x&iinc!d 

t o  me by Dr .......... 
procedures outlined abovo, 

I hereby correont t o  take part and t o  carry out tho 

It is understood thvt I muy withdraw at any t -he  from 

part i c lps t ios  the study. 

Name .......... Signed .......... (Volunteer) 

Date ............. 
e 

above to this volunteer. 
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.- 

DiiLc <rP cxpc.rit,.cnt .......................... 
Radis:iuclide(s) ............................. 
A c t i v i t y  rcta incd ........................... 
Criticd O=EL?(S) ........................... 
Calculcltcd dose to critictl orgm(s)  ........ 

.. 

.. 

. 

, 


