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The Platelets working group had met previously to discuss the
current evidence, mainly concerning one pathogen inactivation
method for which there exists data concerning safety and efficacy,
and their views were communicated to members. Pathogen
inactivation of platelets would be an expensive measure, even after
taking into account the potential ancillary benefits and possible
underreporting of transfusion-transmitted infections. Results from
a clinical trial, recently published in abstract form, have suggested
that patients receiving pathogen-inactivated platelets are at
increased risk of bleeding. In addition, those patients receiving
pathogen inactivated platelets show a reduced increase in platelet
count. This contrasts with previous studies, which do not raise
similar concerns. The uncertainties around patient safety,
increased donor exposure and efficacy of pathogen-inactivated
platelets lead SaBTO to conclude that this technology should not
be implemented at this time. The situation will be monitored by the
secretariat.
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Licenses exist but are not used at the moment.
The blood establishments with licenses are alowed to produce PI-
platelets. However, high costs interfere with marketing. Currently,

there Is no urgent reason from an epidemiological point of view to
use Amotosalen treated platelets.

Martinigue Guadeloupe Reunion

The technology Is deployed In a pilot centre (the first which
has developed the technology In France: Alsace province). It
IS also deployed In three overseas French provinces
(Martinique, Guadeloupe and Reunion) because of the risk of
Chikungunya and Dengue epidemics In these areas.

Hovon Intercept
Hovon82 Study)
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Routinely used under post marketing
survelllance

2005 12 2007 11

clinical trial, between 12/2005 and
11/2007

AABB

Transfusion 2009, vol49, no.3S,
page 2A

under clinical trial: see abstract about
results of the clinical trial at the site of
the AABB and Transfusion 2009, vol 49,
no.3S, biz. 2A.
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at the end of 2010 we will start with a
clinical tnal
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The atached Royal Decree of June28, 2009 was published July
14,2009, laying down that all platelet concentrates have to be
subjected to a validated method of pathogen inactivation from the
first day of the twelve month following the date of publication of
the Royal Decree. Based on an advice of the Superior Health
Councill, the FAGG sent in November 2009 a circular letter to the
blood establishments limiting the maximum storage time of treated
platelet concentrates to 5 days and imposing a minimum content of

3.10™ for the platelet concentrates for adults.

A few number of notifications was received from one hospital
throwing In doubt the efficacy of the treated platelets for
treatment of thrombopenic haematology patients: no increase of
platelets post transfusion, and persistence of bleeding post
transfusion, whereby the imputability of the platelets was
considered "'possible™.

However, most platelets in this hospital were transfused after 5
days of storage.

Notifications stopped after changing the storage time to maximum
5 days.

Cost effeciveness analysis Is still in progress
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The post marketing survelllance applies

automatically (for all medicines, medicals
devices, blood components, tissues, and
cells)

In VItro

the product Is on the market with a CE
label. Because of very little data with
regard to the clinical use, In vitro
evaluations are carried out and results of
further clinical studies are awaited.

Routinely used only in few blood centers

Data not yet available
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2009 6

47
2008 106

04 030

from June 2009, 47 % of the|In Belgium, there are 6
platelet concentrates blood establishments. 5
distributed by the blood are using the technology
establishments has been In routine for all their
subject of a pathogen platelet concentrates
Inactivation technology. For produced. In 6 out of 10

comparison: the total provinces.
number of distributed
platelet concentrates In
2008 was 64,030.
11 10

0,000 2009

About 6,000 therapeutic
doses in 2009

Data not yet available Data not yet available
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Swissmedic expects that methods for reducing bacterial

contaminations for all platelet concentrates, e.g. by treatment
with PRT, will be implemented in the future.

Routine use In 4 centers. Validation on
going In 2 centers.

validation In 3 blood centers

Routinely used (regional blood center).
The number of centers 1 in Warsaw
province.

100% of Platelets Products in Regional
Blood Center in Warsaw.
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Blood establishments have not submitted an application to Health
Canada yet. Preliminary stage of planning to see If they will
Implement the PI technology or not and to which extent.

At present Australia uses testing and donor deferral rather than
pathogen Inactivation/reduction technology to ensure the safety of
platelet products. These strategies have been found to be very
effective in reducing the risk of transfusion-transmitted diseases,
but are principally effective against known pathogens, as opposed
to currently unknown infectious agents. Any consideration of
Introducing pathogen inacivation technology in the future would
need to carefully weigh the potential for further reducing the risk of
transfusion-transmitted diseases and the likely over all impact on
the cost of manyufacturing and processing of blood products
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