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Trr. . J.A. Ilol te, 
Tept. of RFnl.tb & Social Security, 
(.?Henn Anne I o Alrnnions, 
L01`7D01T, I1.C.1• 

Dear Dr. Tlol.-,ate, 

Lurtn-" the final planning phnse of a larr.;e project hnr.P in 
+dinburgh, designed to investigate the use of vnri.ous approaches 
to the prophylaxis of post-operative thromhoembolic disease, I 
r1reu-: my colleague's attention to the potential ha.^,arch (viral 
hepatitis) Hof the currently available preparations of 1251-labelled 
human fibrino;en, supplied by the Radiochemical Centre, Amershem. 

Since liovember, 1970, vie have made repeated attemps to obtain 
advice on this matter from both the liedical Itecearch Council and the 
. a•diochemical Centre. As no assurance,; have been -riven that all 
possible moans are being used to ensure that i.hir regent is safe, 
v1th -regard to transmitting viral hepatitis. •,.e have concluded that 
it it unethical to proceed with our prol+oseu research project and it 
has, therefore, been abandoned. It is. oiir vie that the current 
;a.fety provisions which rncy have been satisfactory -3 years „ ;o ;,- .. 
row smonifeetly inrl enuate. le apprecintP that ever 7:•:hen x+11 ;.►,e 
neec:>..snry tee ni ia' at our disposal are employed, e0m3U1eta set r'ety 
%;i] 1 not be arS' ;evcd, but at leapt we can assure the volunteer that 
•,hi l a r- -1 i l] exists, all possible precautions have been taken 
to eliminate t. 

I thinl. as a, result of cu' - enquiries to the ].I.R.C., Dr. R. 
'nitam veri 1-ind1-r invited me to a meeting (concerned with this 

problem) at nil] Hi]] on 75th .Trnn r'r'. Ts rg the course of this 
reecting, I asked on several or:r-!3i ens, wlr nr WWhnt body wa• rospol 
'or (a) defining accredited .fi rino{;en n, r (1:) controlling t:hP ne+e 
of currently available materiel until f},'., l.r accredited reorror+ ' ai 

available. Once e ain, no am-;arc mere forthootning from 1-- '  -list, 
uinhed memh,trs at this meeting and I ecA?1,r' not escarp the c luBi 

that theses +rrnblex a were not being considt-rd by the eentra] 
suthoriti c'^ . 
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Despite tHs, I rmnderntend that significant sinns of money 
have al.resr1•r been released, pveaumabl.y from the L.IT. .S., to 
provide eddi H rr,;pl staff et the E•, t Blood Tema Kiwi on Centre 
to enable Dr. Clefhorn's group to "r to' ether a. ;;reup of 
accrediteu dono"o;. Dr. Cle'horn i.;< :orl•in ; up to an cccroditation 
scheme which, with certain no ii'ic tiong, we regard n.:, enit,e 
excellent. However, subsequ'•r t, conversatiana with Bier t ve re-
vealed that this accreditation system is hi e m person. 1 one and 
has not been formally considered by ,..TT.S.S. ., let s.]one the 
Dunlop Committee. Tie are bound to enquire who was responsible 
for the release of funds to establish an accredited pone' o! donors 
at idgeware, when as far as I can ascertain, the basic Unites 
Kingdom definition of accreditation has not been established" 
i.oreover, are the activities et Edgewere and Eletree confincri to 
responsibilities in England and Vales, or has the Central 
Consultative Committee of the Scottish Rational Blood Transfusion 
(S.It.R.T.JI.) been consulted and given arrenment to these' plans? 
If not, is it understood that the S.IT.".T.A. must make its own 
arrangements'? 

You will, I an sure, appreciate the reasons. for the strong 
feelings here in Edinburgh. We believe it is important thr,t the 
Problem is clearly and speedily defined and clarified. I am now 
under heavy/ pressure to riiraue the matter further by an open 
letter to the Lancet, particii)arJy as my colleagues now ]mow that 
those responsible for the I.i.'t.C. Aspirin Tri.tI have abandoned the 
use of labelled fibrinogen derived from In.l;i source: on the grounds 
of safety end would appear to have made their own nrrnn!*rmmer .,s to 
secure the relatively safe product originating from Edgeware. 

In or effort to be as eonstrizc4.ive as possible, I enclose 
separately, suggestions for the satis1nn1.,..y definition of an 
accredited donor at this moment of time, nLon with a. phased 
progrn:mme leading to the introduction of thin mom terial . 

Yours sincerely, 

John B. Cash, Ph,D. F.R.C.P.E. 
Deputy Regional Director. 

r.. [.3. McDonpld• 
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