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The Platelets working group had met previously to discuss the
current evidence, mainly conceming one pathogen inactivation

thod for which there axnsts data conoomm; nfoty and aﬁucy
and their views were dto b
inactivation of platelets would be an expensive measure, even after
taking into account the i lncvllary fits and bl
underreporting of fusi d infe Results from
a clmu:ul trial, recantly publwhad in nb:tnct form have suggested
that lets are at
mcmscd nsk of bleedm‘ In addition, those patxents receiving

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 imptemented at this time. The situation will be monitored by the
secrotariat.
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Licenses exist but are not used at the moment.

The blood establishments with licenses are alowed to produce Pl
platelets. However, high costs interfere with marketing. Currently,
there is no urgent reason from an epidemiclogical point of view to
use Amotosalen treated platelets.
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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.
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Routinely used under post marketing
surveillance
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clinical trial, between 12/2005 and
11/2007
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under clinical trial: see abstract about
results of the clinical trial at the site of
the AABB and Transfusion 2008, vol 49,
no.38, biz. 2A.
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at the end of 2010 we will start with a
clinical trial
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BERARTENT=, Superior Health Council DRI E (=B T#&. “Hot-, ’ o
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MERKHOBYHBERASHEL, RAOKRERELIX £ The post marketing surveillance applies  |from June 2009, 47 % of the |In Beigium, there are 6
0011 RET L E—EEMF LIz, T}V ically (for all medici dicals |platelet concentrates blood establishments. 5
= d devices, blood components, tissues, and |distributed by the blood are using the technology]|
FECAEXRAD/NMERRERELEBCH/NMIBROLR cells) establishments has been in routine for all their
HRSAT, HIAREL - LS BEDF D HoTht subject of a pathogen platelet concentrates
FLD/r—ZATCS5AEL Lo f-M/MMREREIL TLNV-C&D inactivation technology. For |produced. In 6 out of 10
5. M/MERBOENMBRESAMELTHSENLSLRE comparison: the total provinces.
Aot number of distributed
platelet concentrates in
2008 was 64,030.
~) l"‘g - O The atached Royal Decree of June28, 2009 was published July leTL\fib‘u
14,2009, laying down that all platelet concentrates have to ba CET—2 (1ML TL\BA. EETOE
ﬁr; ot :;ft:h. thI d mnstt:gd“of ;h d.‘m of' ti Qcm:e giﬂfmzt/v&m\e In vitroggﬁg
Y of the twelve mo X EhTHY, BE, o0 DIEEE
the Royal Decree. Based on an advice of the Superior Health -
Council, the FAGG sent in November 2009 a circular lotter to the @ﬁﬂiﬁ?flﬂét\_aff)éo
blood establishments limiting the maximum storage time of treated the product is on the market with a CE
platelet concentrates to § days and imposing a minimum content of | label. Because of very little data with
3.10" for the platelet concentrates for adults. . regard to the clinical use, in vitro
17'{? evaluations are carried out and results of
A few number of notifications was received from one hospital ?E/ further clinical studies are awaited.
throwing in doubt the efficacy of the treated platelets for >3
treat! of thromb: h | atients: no increase of
/| post transfusion, and persi: of bleeding post
transfi hereby the i bility 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.
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Cost affaciveness analysis is still in progress 3 Routinely used only in few blood centers ggout ﬁ.merammc
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Routine use in 4 centers. Validation on
going in 2 centers.
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validation in 3 blood centers
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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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Swissmedic expects that methods for reducing bacterial
con for alf pl
with PRT, will be implemented in the future.

concentrates, e.g. by treatment]
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Blood blish have not submitted an application to Health YR -
Canada yet. Preliminary stage of planning to see if they will SErs
implement the Pl technology or not and to which extent. FAatd
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At msent Austnlu uscs testm. md donor deferral rather than
X y to ensurs the ssfety of
d . These strategies have beon found to be very -
eﬁecuve in mducmg the risk of transfusion—transmitted disesses,
but are principally effective against known pathogens, as opposed e
to currently unknown Infecuws um Any consideration of
mtroducmg h logy in the future would il
need to carefully woigh the I for further reducing the risk of| &
itted di and the likely over all imp-ct on
the cost of ing and pi ing of blood prod
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IZEWBERHo(E 3), HEL W/ RMEAFICRBATIMERZIZLOBERLE
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