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The FDA, CJD and possible deferral of US blood donors visiting or resident in. 
the UK. 

Introduction 
The 

FDA's 
group on Transmissible Spengiform Ence halrsp athv Advisory CNosntrnmittcc 

(TS AC' is considering what advice it should give to their Advisory Committee €.zn 
:Blood Safety and Availability. TSEAC AC meets .3 June to c. ns€d€ rti the options and the 
impact of tt i; on a' ailability of blood in the US. This s one in a series of upcoming 
high lc ;gel US p rhlic. health committee meetings on the safety of the [IS blood 'up ply. 

2. There is a possibility that TW:l AC:" Mil advise that all potential blood donors who 
visited the UK from 1980 to 199$ for a period of 28 days or more should not donate 
blood. Potential plasma donors are also likely to be deferred no matter how long they 
visited the UK. Cr. You will remember that 18 Decernebr 1998, TSEAC voted 6 to 3 
in favour of introducing restrictions reflecting concern about transmissability of vCJD 
through blood and blood products. This note summarises current intelligence and 
provides lines to take. 

Intelligence 
E. ilneiin from a senior FDA official last week suggested that there are three 
possibilities: 

a1 that the new restrictions on blood and plasma donors will be introduced with 
immediate effect. According to the €✓ ` \d s'i ,ory= Committee on Rlood Safety and 
Availability the expected 1 % drop in hiceod donors (l million units) could be balance 
by allowing the 1.5 million US citi esn, with , s,ymptonnatic haemochromatosis (an 
iron overload condition) to donate t (f s blood  iös. the first time. Up to no they could 
not donate blood despite having to hay it removed every three to six weeks at a free 
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ranging from Ito l 0, Donation would be free and there tore an incentive for this 
ve  powerful lobby to donate. 

h} that. iSFiAC ought refer the issue to a further Public Safety fed d isory Committee ttee 
which meets 26'`2 7 August for a decision. However this coin nalttec is unlikely to take 
action on the basis € fthe irr' rrmation available so far. In addition the US Defense 
l.)epart me€tt is represented fi;.r'e and is strongly against the introduction of the 
proposed new donor det^rrrul measures as it would .involve s cry large numbers of 
military personnel and would effeciively cripple the Air i'orce donor programme and 
significantly reduce the donor pool of the Army and Na.vyr',. 

c) the position might be referred to the Surgeon General, who is unlikely to oppose 
the powerful arguments from the Assistant Secretary of Defense for Health Affairs. 
We are advised that this view is likely to prevail and that it would be difficult: for 
TInA:. to act independently, though the meeting is public and there may be media 
activity. It is likely therefore that the Department of Health :and liaaaina n Services 
Blood. Safety Committee will discuss the advice when it meets 7 June. 

What is likely= to happen? 
4. The TSEAC will almost vote for donor deferral as described above and by the same 
and if not a greater majority than 18 yecember, There is likely ely= to be some media 
activity around the issue though the advice may be referred to the more senior US 
decision making health committees. Given the Balkan conflict, the antipathy of the 

{ Department of Defense to the proposition on the basis of lack of evidence and 
negative impact on blood and plasma supplies, and the questionable use of blood from 
people with haemcchrotmatosis the TEAL advice may not be acted on. 

5. One way or the other there may be significant media interest in the advice fron-z 
"t'SIAC whether or riot is in pk.mented. Haemo Quebec have already implemented 
danor deferral as described and though their blood supply is adequate at the moment 
they, are almost certain to need to ask the UJS to supplement their storks. 

implications Inc the UK 
6. Apart form the media implications there may be some knock on el`ec.ts on. the UK 
blood product programme. Currently England imports all its plasma from which 
blood products are processed from US sources. Arty reduction in this supply could. 
put pressure on that supply or increase prices. The effect may .not however he 
immediate and manageable as U S stocks are currently very g mod.. 

Line to take 
7. There is no evidence that CJD or vCJD are transmitted by blood transfusion or 
blood products. Jr is fur individual countries to consider what action they think 
necessary to ensure the safety of their blood supply. Like the UK, the US (and 
Canada) will need to consider the balance between the real risks to patients from 
restricting the blood supply and the theoretical and unquantifiable risk of transmission 
of vCJl) through blood and blood. products. 

Dr Mike McGovern 
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General Lines to Take 

What e actly is the US planning to do. I here is a possibility that TSEAC will 
advise this( all potential blood donors who visited the UK from 198 to I992 for a 
period of 3g days or more should not donate blood. Potential plasma donors are also 
likely to be deferred. This will rus it in a reduction of 11% in the US blood supply. 

Will this action make the US blood supply safer. The TSEAC consider that this 
action will reduce the unquantifiable wad t cur'etical risk of transmitting vCJD 
through blood and blood products. There is no evidence e world wide that Cl or 
vt..R.) hoc e er been transmitted r.larou~.h blood or blood products. The U'S 
Canada; will need to consider the balance between the real risks to patients from 
restricting the blood supply and the th ret ea.i and unguantifi ble risk of transm ission 
of vCJJ) through blood and blood products. 

Why isn}t the UK taking the same measures- This is not an option for the [1K as 
we use 2,5 million units of blood every year and this cannot be replaced. There is no 
ready market for blood. A reduction of 10% in the UK. blood supply would 
compromise the care of patients especially those suffering severe accidents, patients 
with cancer and leukaemia.. and those needing surgery. 

Is UK blood safe; Almost every medical treatment including blood transfusion is 
as,,oci aced web sonic risk. Two recent major studies from SHOT (Serious Haa:ards of 
Tranafesion) have demonstrated that blood transfusion is very safe and that it is 
becoming even safer with improving technology. There is no evidence world wide 
that C ii or v J I) have ever been transmitted through blood or blood products. 

lint what about the 'risk of C:`d from UK blood: There is no evidence world wide 
that t or Y<'C .1 hav e ever been n trantniucd tllr bta 4t blood or blood d rp oducts. We 
need to consider the balance between the real risks to patents from restricting the 
blood supply and the theoretical and unqua.,ntifiable risk - of transmission of vCJI) 
through blood and blood products. 

What have you done about reducing the risk from vC.. I) from UK blood; As the 
experts have advised we have 1) instructed our labonuories to wake. blood product
only from plasma imported from countries where there is no evidence of vCJ.l.) and 2) 
instituted universal leucodepletion of the blood f :r transfusion [whrch 4sill he 
complete by 31 October 1999 as planned 

Patients will beworried; "[`here is no ev,'idence world wide that CJ[. or vC:`Jl have 
ever been transmitted through blood or blood rrodueti We need to eoo idcr the 
balance between the real risks to patients from restricting the blood supply and the 
theoretical and unquantiffable risk of transmission of vC D through blood and blood 
products. We are doing every thing the exper .' have recommended »importing 
plasma and .leucodepletion -to reduce any possible risk. 

Why can't the UK import blood from abroad. This is not an option for the UK as 
we use 2,j million units ofblood every year and this cannot be replaced. `[item is no 
ready international :market for blood nor are there viable replacement products. 
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Do donors continue to need to give blood x The NHS needs blood donors more t o 
ever heVore to support the rising demand for blood as crated with the increasing 
iww,be of operations and treatments we carry out in our hospitals. 
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