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Itr"E , posted. Thu 29 Jan a, 

To: Ms Ch lstine n. HSDI of Department of Health 
c': Dr Mic:,-t...::,1 It , u; t l''i, HSDI of Department of He _ th. 

Mrs Mary Saii_ ... _on, HSD1 of Department of Health 

Davi.d suggested do some briefing on the Metters, fSn tpe- correspondence 

as you were busy with ? the  paper. s. 

have taken this to mean Press briefinc and attach a draft. I should 
s c.-, hat I .have not had time to read your second .Taper so have not. been 

ab.Le to draw on it, but have focussed on the fact. that a. "s.. ;'  . ..

t hie is suspicion hut not confirmation may escalate theC' L :"'1 ci 

the problem, i have said that a full  paper will sf-)on be with Ministers.

I assume BPI, will :act as Dr M says. I have spoken to 'om, saying that I. 

did not know whether the letter r had been faxeed. to Dr Snape or s.-one  by 

post. Tom was unaware of >,t but. will keep us in touch with plans, timing 

etc. 

I will, redraft if you want, 

Gwen 
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This is to advise that there is likely to he a further recall h\ BPI, of Ricnir V Ill and 
Albumin dcritcd Ii in plasma from a blood don tion ficirat ji per : €~ t t: tt .ected, (,, ut 
not cofflinurda ar st,ller-iric from nvCJD. Information on the tinlirta.=. c?t the recall will be 

pt-o ided as sotto as it is available. 'the non,.I K f,.:u wrttr.res who haivz n,,-% i <t.'d pi'oducts at.re. 
fkazsl, Indic tint Malaysia.. 

Fhis docs not thtlt t" the natter[ of other recalls, since the nvCJD diagnosis is suspected, 
hut not i:~mfrrined, 

the change of position arises from notidt,ati+eta hy RPb, to the MCA and €ft.i Department 
that they had traced the issue of the products derived from the plasma trims a donatiorn. 
9°iven in 199x' and i-ecc.vdd 1w IJPL its Septer€ntbev, 'i hey were hol litip I tttitlut t. €tit "CL 
issued, and pLum ed no recall whilst the twGI) cane: remained uracont ii mncd t u; itla 
immediate recall if c:c:«tafirttrat.ion was received;). Arts was in fine with the current publicly 
expressed (TNIII view that as a precautionary tirca sure it would he poide at to withdraw 
hatches of plasma dcr ived medicinal products form the market in rite ;.Avert that a donor to 
a plasma  po{: i suhsequcuth has a cpnfinned diagntssnn of iii ..5.11). 

However, on 27 January CPMP recommended that the tec:atfl fpolic:.t he extended to 
include implicated products from donors strongly . uspecie_cf tit having rnvt )1) in a 
recognised reference centre. This new guidance will not be announced until the next 
CPMP meeting at the end of February. but on behalf' of ("MO lDr Mutters has written tc 
BPL to ads ice that there are substantial public health, grounds Im, recalling as product if, 

as in this case, a contributing donor is suspected to have tivCJl). To delay the recall for 
several months while waiting for the diagnosis to be confirmed could be much criticised. 

The Government  has strongly emphasised its commitment to taking whatever steps are 
reccessaat s to protect the public, and its adherence to the advice of national and 
itarcrnaauonal € xpert committees. The anticipate in of tftc t.'PNII' announcem ent. 

emphasises still furt_ucrr the commitment. to protcetrrip, but titan irtit a lN', espccially'a hen 
unlinked to a format ('PMP announcement, he taken as ratcauitip that then.: ha:s been a 
significant shift. in buowledge about nvCJD with consequent alarm.. 

A full submission on the current position on nvCJD and blood, and likely imminent. 
devehtptncrits. will .lassr€fs, her ssith Ministers. 

Serf e tatted line to take 

Chan e In basis of recall 

We belie -'e that we are anticipating forthcoming advice from the European Re Fulatory 
euthorit , the Corim'iui iec on Prop ie€ary Medicinal Products CPMP. .'t. The ,chides ))clout 

taken in respect a ,#' ify t:".1I':'i are precautionary, The product recall where clear+gnosis has 
not vet been c=fnlmi'timed r'; oiie additional such measure, An extra safeguard is being put in 
place,. but this is as a. result of extra caution, not extra kraowledge. We will be open about 
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This latest product recall does not indicate an escalating problem. The recalls happen as 
new cases are identified. They are all part of the same package 

- 
a thorough ,h. and prudent 

approach.. 

lwations thy •Bicy Products Laboratoryj NBA) 

We export blood products which. are in excess of our own national. need. '1'he income 
helps "o 1)IJS'dt he e eo to hospitals here. Some of the products involved in recalls have 
heeu exported. \r, e ate looking at all the issues. 
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