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Announcement of the Natl. Advisory Committee ‘Blood’ (Arbeitskreis Blut) of the 
German Federal Ministry of Health 

The following statement (S8) was adopted at the 68th session of the Natl. Advisory 
Committee ‘Blood’ held on April 03, 2009. 

 
Statement regarding the risk of variant Creutzfeldt-Jakob disease (vCJD) 

transmission by plasma derivatives from human plasma 
 

 

On February 16, 2009, the UK Health Protection Agency reported that a person with 
haemophilia has recently been found to have evidence of the agent (abnormal prion 
protein) that causes vCJD only in his spleen at post mortem. The haemophilia patient 
was in his 70s when he died of a condition unrelated to vCJD. He also did not show 
any symptoms of vCJD or other neurological disease when alive. 

Toward the end of the 1990s this haemophilia patient had been treated with several 
batches of UK-sourced clotting factors, including one batch of factor VIII (BPLY) that 
was manufactured using plasma from a donor who went on to develop vCJD. The 
post mortem was carried out as part of a study jointly co-ordinated by the UK 
Haemophilia Centre Doctors Organisation and the National CJD Surveillance Unit. In 
this study more than 3000 persons who had received blood or plasma products that 
were potentially contaminated with vCJD are under surveillance. 

The hemophilia patient had been subject to additional risks of prion transmission. He 
lived in Great Britain, was not a vegetarian, had repeatedly received erythrocyte 
concentrates and had undergone surgery. British authorities consider the Factor VIII 
concentrate (BPL 8Y) to be the most likely mode of transmission. BPL 8Y is a rather 
crudely purified Factor VIII concentrate (25 IU/ml, 2 IU/mg Protein). These types of 
preparations derived from UK plasma were at no time exported to Germany. Since 
1998 clotting preparations in the UK are no longer prepared from domestic plasma, 
but rather are made from imported plasma.  
 
The new variant of CJD in humans was first diagnosed in the UK. The disease 
causes damage to the brain, usually affecting younger people and resulting in death 
within 2 years after onset. The disease results from infection with so-called prions. 
The most prevalent way of transmission is by ingestion of prions in foodstuffs 
contaminated with products derived from BSE infected cattle. The prions gain entry 
to the body through the gastrointestinal tract, accumulate in lymphatic tissue such as 
the spleen and can then reach the blood. Finally, they reach the brain. They can also 
reach the brain from the intestines via the nervous system. Clinical symptoms may 
occur between 5 and 20 years after infection. 
 
Animal experiments have shown that transmission of prions by blood is possible. 
Four human cases have been documented in which prions were transmitted by 
erythrocyte concentrates. 
 
vCJD is very rare. As of February 2009 a total of 211 people have contracted the 
disease worldwide, 167 of those in Great Britain. In recent years the number of cases 
has declined markedly to less than 5 people per year worldwide. No cases of vCJD 
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have been reported in Germany and thus there has been no transmission of vCJD by 
blood components or plasma derivatives. 
 
It is known that there is a genetic predisposition to the disease. All genetically typed 
individuals who have contracted vCJD were homozygotic for methionine/methionine 
at codon 129 of the prion protein gene. Asymptomatic carriers for the vCJD agent are 
known to exist. Two such cases have been detected and both were heterozygotic 
(129methionine/129valine). The number of such asymptomatic carriers is unknown. 
 
Hemophilia patient organizations strongly recommend autopsy of deceased 
hemophilia patients in order to obtain information on the possible presence of the 
vCJD infectious agent. The Natl. Advisory Committee ‘Blood’ concurs fully with this 
recommendation.  
 
The Natl. Advisory Committee ‘Blood’ considers the likelihood of vCJD transmission 
by commercially available clotting factor concentrates in Germany to be extremely 
small. This evaluation is based upon the following considerations (see also the 
publication of the Paul-Ehrlich Institute dated March 16, 2009): 
 
1. Blood products prepared from plasma obtained in Great Britain may not be and 
have not been imported into Germany. 
 
2. Since 2004 plasma from persons who, between 1980 and 1996 (e.g. the time of 
the BSE epidemic), spent more than 6 months in Great Britain or Northern Ireland  or 
who were treated surgically in Great Britain during that time period may not be used 
for the preparation of blood products.  
 
3. All producers of plasma derivatives have provided the Paul-Ehrlich Institute with 
the results of studies on the degree of prion depletion achieved by the production 
methods used. The standards required were laid down in guidelines published in 
2004 by the European Medicines Agency EMEA for testing the capacity of plasma 
derivative production methods for prion depletion (www.emea.eu.int). This depletion 
represents an effective step in safety improvement.  
 
As a result of this evaluation, the Natl. Advisory Committee ‘Blood’ does not see the 
need to change the treatment of patients with plasma products made from human 
plasma. 
 
 
On behalf of the Natl. Advisory Committee ‘Blood’ 
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