EUROPEAN
BLOOD
ALLIANCE

Recent updates regarding variant Creutzfeldt-Jakob disease risk
assessments and impact on blood and plasma collection in Europe

The emergence of the variant Creutzfeldt-lakob disease (vCID) in the 1990s resulted in the
introduction of several safety measures worldwide aimed to reduce the risk of transmission of vCJD
by transfusion of blood components or administration of plasma-derived medicinal products
(PDMPs). These measures included also the deferral of blood and plasma donors deemed to be at
risk of being infected and transmitting the disease.

In consideration of recent vCJD risk assessments and their impact on blood and plasma collection,
the European Blood Alliance (EBA) issues the following statement:

e Increasing plasma collection by not for profit blood establishments in Europe is a priority
for the European Blood Alliance (EBA), to safeguard the supply of safe PDMPs and blood
components for patients in Europe while preserving donor health.

e The United Kingdom (UK) health authorities have undergone modeling risks analysis
regarding the variant Creutzfeldt-Jakob disease (vCID) risk in the UK, and have concluded
that plasma collected in the UK to manufacture immunoglobulin is acceptably safe’ and can
therefore recommence?.

e Furthermore, updated risk analysis regarding the vCID risk performed by the health
authorities in Australia® and in the USA* have recently resulted in the removal in both
countries of the deferral rules regarding blood and plasma donations by donors having lived
in the UK, Ireland and France (as well as, for the USA, by donors previously transfused with
blood components issued in the UK, Ireland and France). Earlier, risk analysis performed by
the Irish health authority also resulted in the abrogation of deferral rules regarding blood
donors having lived in the UK>.

e EBAnotes the change in deferral criteria in countries in which these risk analyses have been
performed and calls on all European stakeholders to assess the analyses, with a view to
perform a similar risk analysis and, where pertinent, to consider updating their own deferral
criteria regarding blood and plasma donation.
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