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Thank you for discossing this stady with ree 8t such ahort asties fast Friday. | am now writing 1o ask
that the tical stetus of this stncdy i vescosidered following recent dovelopments which © disouss
Babow,

o somend of this leter i that | received o better grennug ethical approvel for this sy on 61,1897
fappendedt and s lotter confimung approval of modification 1w this study e melude wodpieats of bood
producis as well 35 lapile plood components on 16103997 (appended).

The original application mdicaed that ndividuals whe were identiliod a3 recipients of blocd (ov biond
predictsy derivod from indtvaduals who subseguently developed CFDF o varlane O350 would 2oy be

notitied, The reasons for this were

i There w0 soreening fesi avatlable with can detent the possibilidy of an pelividusl beog
smsvepiiide o development of 711 in the {uure

wistic et auzilabie o dotect whether an individual has been inficted with e
£

2 There i no duag
agent which couses

diagmasis of T3 can ouly be mads with cotwnny by exmmmaation of pathology specimens
i: OrIR,

& Thers s oo imerveotinn wideh oan be offsred oo individuals detected 10 be a elsk of devaloping
dizenne, or g those whe bave siready developed svimptomane disease,

it of now that shere is no evidence e CHD has bean i"a”mmé‘tt-i thyough blood or Bood srdaciy
m»i the wisk remates theoreitoal | enciose o detier dated 20,1998 from Dy O Bhuyard, Divector of
Haeaith Services for the MPE Executive which reachied 2 similor gihioal view and which suged, “in

thase circmsiancss the general vigw {5 ihet potients witl not beneflt from this hoowiedge, and gt
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useriainly crogiod by informing patients could have the sontrary effect causing unjustified worry and
crgiing 2 permancnt bhight on their Hives in velation, for example, o obizining ife or health care
inswrance”. § also enclose o oopy of an indepondent review body report oo a lovkback snudy in e

iiAa which reached simibsr conslusions,

it is of note thay this report and our onginal othical application indicated that any change in the
capgnity to dagnose the disease in the tncubation pericd or i any Intervention becaine avallable e
ehvical posiion regarding notification of recipients would be immediately reconsidered. 2o such rew
or intervention is 35 vel, avaitable, 5

O 2011999 1 wrots 1o Dy Palmer regarding this study and wou kisdly discussed she ethical issoes
with me and wrote 2 letter on 30,1 2000 withdrawing ethical approval for the sy, The season for
this was that the Mationsl Blood Awhonty, in Hoe with 2 directive from the Buropean Union, changed
their policy znd decided that raciplents of blood from patients whoe later developed variant 35 should
themselves be deforred as Blood donors and that these indbdadasts mighs be informad of the reasons for
their defereal 35 hlood donors. :

b bave now discussed the lssue of the ethics of the lookback study in CJD with ropresentatives of the
Deparyment of Heslth snd the Mational Blood Authority, There is 2 view, with which | agroe, that i is
unethical not to do this shudy 23 s oaay be e onby meshenism by which transmission of variant CJ0
thrgugh biood or blood producis can be identified. This issue is o mater of great Importance to public
health and pubiic health poliny.

The simuation has chenged ines b wrode 10 you Jast Movembee Un 7121999 | received 2 beter from
D Adlsn Wight indiosting that the issue of reciplents of blowd donaiions from patients whe later
deveioped vanant CID and individuals who were idenniflied as being operatsd on using surgiond
imsdrrnenis previousiy used on variant CFD patients was w be eonsidersd by a special working group.
Thise group has now met on three oncasions and the Depurtment of Heslth propose setting up “An
Fapert Oroup on the Management of T Incidenis”. This &5 meforred 1o in the enclosed letter from D
Mike Molovern, dated 12,1 2000 which indicates thet s group will consider ipcidents, including
VA blowd reciplents, who act as blood doaors, 0n 3 case by case basis. In offest & meshanism 510
be sat up whinh will dest with each inoident 35 it oocurs and my view iz that these policy desisions arg
guite separate from the ethioal issues relading vo the ook baok soudy (edfl

Wiy collzagues and | feel that the ethical issues in the original study. which was approved, remaln
unchanged. [t i3 important 1o stress that should g diagoostic west for those inoubating Jisease or g
tregimen be developsd this would be mpedimtely reviewsd.  The policy decisions reganding
individual innidents, inclwding reciplonts whe themselves act a3 blood donors, are @ be considered by
i separate Deparbmers of Health Bapert Group on s case by case basig,

To view of these changes §would be grateful iT vou wasld revonsider the ethical stats of the jookback
atcly aned our reguent that athical approval for the study be reinstated,

Fhank vou for your help.
W ith wind regards

onyes sapoerchy

GRO-C

g R Wil
i Professor of Clinical Meurnlogy

presm——
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