
NOTES Of MEETING [NG HELD FRIDAY 16TH JANUARY 1998 
TO DISUs TIE SAFETY` Of T'HE . RODI CTh FOR 

1IAE'IOPHt,[A PATIENTS 

Working group: Dr Caron (lrai lger 
Dr Briar A1la t 'luske,, / 

Dr Steven viunday 
Dr Jeremy Hawker 
Dr C; lari s Hyde 
l l r S i rri c kl t i i rsr .aape .. 

Nlr Mick CJ' Donnell .,, 

Apologies: Dr Chris Heath 

Invited Experts 
Dr Bob Wills, Consultant Neurologist CJD Surveillance Centre, 
Dr Warren, PHLS Shrewsbury 
Dr Tim Wallinfcton. Zrmal Clinical :Director. NBS West and South 
West Region 

All were aware of the 1997 advice from the UK Haemophilia Centre' s Directors 
Organisation (LKHCDO) which was, issued following new advice from the 
Spongi hrcu Enceph alopathies Advisory Committee (SEAL ). The difference between 
the 1996 L KHCDO statement and lh.: l° statement is as fol.lowv~s: 

• 1996: Creutztbldt - Jacob disease (CJD). "The theoretical possibility of L' 11) by 
transf €sion has been extensively examined. There is no evidence that the causative 
agent is transmitted by plasma. products. "There have been no links between CJD 
and haemophilia" 
1997: "`There is concern alx,ut the possibility,. that blood and blood products might 
transmit the agent roroonsrhlo Dr us s_ r H. As a result of the recent directive from 
the Committee f br P.roprk rr, :ti :dic :rad Products (C.PMP ) two batches of FV111 
concentrate have been withdrawn in the UK by, the manufacturer because they were 
produced from plasma conininini donations from individuals who subsequently 
developed :nvC'JD, 

Directors of Public Health have asked the working group to reconvene to examine the 
new evidence around nvCJD, in relation to purchasing blood products for 
haemophilia. in particular: 

Should recombinant factor VIII be the product of choice 
In the absence of a change to rFVIIL should US blood products be the preferred 
choice. 
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ADVICE FROM EXPERTS 

The fhll vvin'° I r^rots were made: 

• There is no major risk of transmission of sporadic CJL) at blood and blood 
products. and them: has be'ea rat case in which a haemophiliac patient has 
developed sporadic L-Jl) tevid.enee from loolr.hack exercises sshere haemophiliacs 
have received factor VIII from donors who subsequently developed following i.ng 

• NvCJD is, due to a different agent to sporadic CJD, arid. it is not the fore possible 
to assume a simile: r sk. assessment ;-Ior nvCJD as fear snoradic CJD. 

• To date, lyniphoreticular tissue has Ibund to be infected with, the priori protein 
responsible :for .nvCJD, "his phase is erha,,ced_ so that seca in sporadic CJD. 

• There is a prolonged v°irrtz,rnia i:sict associated with nvCJD, prior to diagnosis. 
There is therefore a possible risk that infective agents are present in blood donated 
many months near, earlier by an individual  who subsequently develops nvCJD, 

• It would be reasonable is assume that any infective agent associated with nvCJD is 
likely to concentrate ie in the Buffe coat 

• ibere is no fireci evidence relarinri  to transmission of nvCJD via blood at present. 
All experimental and epidem€lolot ical siucdl'.s will take years to reach fruition, 

However, Various laboratory experimental models suggest that it is possible to 
transmit TSEs forbes than nvCJD) by direct inoculation of infected blood into 
cerebral tis ile. Cbiiri : ,: .ee experiments show no evidence of blood to blood 
transnl sssi+fir of TSEs. 

• With the cxc nation of nvCJD. the UK donor pool is considered to have the lowest 
tick. of I[Is c€t; t,q> of all world wide donor pools. However, appropriate selection; of 
donors lnaiarti'vn ,  upphes. strucdaI measures eta render all donor pants of 
comparable risk. In ne:ae :.1_ it. takes the process to fail for infection to be 
transmitted through blood products.. 

• According to various mathematical models fur nvCJD, there are an estimated 300 
to 30,000 cases likely over the next 25 to 30 years. Accordingly it is impossible to 
know, holy many donor are i<ac a r; stir r the d14c,.1., t"atcli unit of: ka.ctor \ Il.l 
concern ate is produced t from about 30A100 pooled donations. 

• Although human albumin is . i?Ijs l rs d to be an extremely safe blood product, the 
risk of transmission of an agent cannot be excluded. although any risk is likely to 
be minim-al. 

• Laboratory, experiments e priest t'r..it there is probably a threshold level above 
which inffc ion with 1. ,'°'•1.:; is possible. le. There it currently ;ntl? no evidence as to 
whether or not cumulative risk affect is also in operation, although this is clearly a 

possibility. 
• There is currently <:a risk aissr,s.:T,: ta  bring undertaken fool n^' at the risk of human 

to h':wT a i transmission via blood. lbs svhlc,h l'eucodepleti n may be an answer. The 

NBA is uncorsakap a feasibility exercise for leucodep etiun_ The :repo:rt of the 
assessment end feasibility exercises are likely to be available in mid. February. Any

.

leuccodepleti n will not reduce the risk of infectivity completely as only 2 to 5 logs 
of°cells: V'C removed (i.e. lea via  .;.bout 5 million leukocytes per dose of product, 

• Looking across the regions. funding of recombinant Factor VIII in the summer of 
1997 was extremely variable, with the West Midlands, most of the North West, 

1u', ,43n":•:Ob7.`%::t . ,i k:...... (; . ~':tif2E33S;`.:  ,~3 
.... _.,..,>. 
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South ; s: and "` crtIiern and York ,pro r rtc,_s ntt _,t u't rtui2 its use, The 
situation is l k ,h . ,  c aaired IOr.lOt-V #r—, t a C D )bter1. -'o,-,)n HA is 
1:boLing to v it s: Lr ret ombir.srr piodlucts for onil_lren- in .he near iht ire. 

• L tt.le. pri.rtar , ecs ndary research literature is available which re'<tte;s specifically 
to the t, :I'1 [sl )ii rz of 1} ) `i': blood pro€ducts. Best evidence in this area comes 

from export aY n''on and the ore' literature, 

POSITION AGREED BY THE WORKiNG GI OU . 

Pending the CUWTertt Ii. , .l as sio'nc'ni exercise and le1,codepletlo 4 feasibiiity' study, 

th r: i.S ro r.hange in tire 11 -; >" 1 i that one would recommend a change in current 

i v ra at present to switch to non U El rU e ei products at 

ibis rime. 

ACTIONS 

• Mr Mick (.l De rmeil to seek rt '[ ,t.. ,m tiL. it > Tl, rerrard to recombinant Factor 

* Dr .t :t re, rt; 'r Dr ' t _ rcr Mar 'in; rod M Mick O Donne l to meet with Dr 
Erand 1 11, D. .' LM iIl arar and Dr iZ .al,:Elr'. \V'ildo to obtain them views, 

' i; n't l ~M i- ;I. Mb' a  r 'dreaM it r ra...l dram rdencc oresented by the experts, 
t:rc eliniorans continents,and 7 a, rrDiir dronirs r 4 i r I < tion , 

c sio 1 by UsED siroulo. to # , al,s l J'•' l'i. S t s .: Chief Executives and then 

Airy decision ,h u.d he considered ;an interim solution subject to review once the 
national exercises have reported.  

• CC to obtairi a re lt<t economicsview from Prof l (y f , 
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