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P2 1EERIARS - BRULEFHR

MAFXMIFELERL &H5

XE - RAWEFED TR 22 3A28
mAEERSEEEES NAT = hu—g—~o Biats
REBEE ErEELRMFEFRFTEDELTDE

wR EE

EBRERRETT MK - REUFRE
EEMRE K€ EHF

HBV-NAT SEREEREIHRD 2L o —t—riyg
(£=F) _HBV genotype NAT =1 hn—A—~yg gt @

(EE)

RS ESAREREREE S IRV TIE, BRFR YA AV XHBY), CBIFL YA AVARUE k
RERETANAD I HODY A VA OBHEERBENATORHRECBEL 4 BERDICES
& 100IU/ML & LT3, —F, BEREFCBV THBRREOHA FIA LicEkS0TH#Mm
BREL UTHBVNAT 2 EB LTV 5, BRICE VA ANRADBE SRV EBOTE—-BRUTES
EIQ=y ha—4—~f 2 EE L, SERPEEL TS RBNECHEER SN TS -
LERE L,

HBVICH2H#RT A-HD 8 DDREEFHE (genotype) RdbAZ ENMBATEY, 0N
IS T L ICR2 D, BRTROAD 2R genotype X C & B TH A, EECREEROBM
FIZBVTEK TERD genotype A BHAMEAMIZH Y | %12 genotype D bR AR B, #2 T,
BUIEE L TVW5 HBVNAT L 2 TBATRLNE AD D 4 o0 genotype @ HBV DNA %
genotype KX b P RHTE TV 304 R I AL 2B E=ZHa L hu— L9 —~<Ag 2 E
L ’

A=~ TL HBV genotype A, B, C, D (%7 100IU/mL,300IU/mL) 75723 HBV genotype
RENEBRBE LTAWE HEHRTH L 128E 16 ERASNL 21 BOMERER S h.
ERRPVERERH L, TRTOEEIZBNT, BATROLNE AD D 4 5D genotype @
HBV DNA % genotype IZ & 2B < BRHSBVIIERTE 52 L ABRB AT

BIBERS : HR &2 D MBS ERFREE T EF S I NAT 22 LTV A HERSER, 20
e LTFTH— =500 (D091, REA—~H—1) LEEBM (F0H1),

ik : HBV Genotype A, B, C, D (#9 100IU/mL,300IU/mL), WHO =% 5, EPMERLE LG
HMEE S 14 K222 5% 03y FEERA L, (F1)

RE: BRBERCERELTWAA) T v v Ent e AV TERE LTI EME LA,

BE.
(1) MEDERFOMBEFEES (R 24)
D6+ 7R (DPREEE 4 4ER. RUBAERLEE 21 3 2% e Uik,

@4 BEOREHE (AmpliScreen HBV*, TaqScreen MPX*, BEiE 2 i) BAVSHL, THED
BEREH I NI,

O&HHROT < TOREIC LT genotype A, B, C, D OBMEREE TR T & 7=, BIER TR 12
2TRMELHES N,
(2) BRMmEDORI Y —~=" 75 EH LTV DHR (& 3A)

O1#E4HERENE L L, (1 BRI ENANEEEEESORBER L ENRTING)

@2 ME DR E ik (TaqScreen MPX*, TaqScreen HBVHR A B, SHEDEENEH S i,

Q@EEROT R TOREIZI T genotype A, B, C, D DIBHMAE & THRHT % 7= BRIERB X
2TRELHES L,
(3) #AERAERT (K1)

OHBV-NAT 2 £ LT3 REOBERER 6 2t e Lk,

QERSHBWE 1 #¥ (COBAS TagMan HBV 4 — k] v2%) HAVSN. 6 MORIENRE
BWEhe, )

Q2HRDTRTOREIZINT genotype A, B, C, D DM H) 100IU/MmL,300IU/mL) %
REERSERTER, BESE R2 TR L UESRE,

&R NAT A N5 A LU ICBRBEDOH A F T4 U IcESOTHRIZERK LTV 5 HBV-NAT
KE>THFATRLND AD D4 SORGEFHOBRFL YA L2 DNA 2 REFHIC L SHE
REBHOHDVEERTE TWB I ENERSIE,

0 a AT T ) AT 4 v AEREH
Bk

TR 202 | FERESBHEHRERANS (BEES  EEEESL¥25 P —F /=2
ERAFR) [MEKFIOE SR LD DICER SN DR T4 L A SRE RO S EIEIC
BIo8E) B HRARE K8 E%7F)



Panel

Plasma source

HBV DNA _HBV

BAES  1U/mL_ Genotype ___Origin Plasma
34 100 A JRC blood center P1-057%
42 300 )
39 100 A WHOEBRERES  WHO-IS
44 300
40 100 B JRC blood center  P1-002%
35 300
31 100 [o] BEREES JBV-C129
41 300 ) .
37 100 [o] JRC blood center P1-003%
32 300
33 100 D JRC blood center P1-018%
43 10 D USA YO-8
38 30 .
36 0 - RETE Mm% NC

&1, BIEINATAL PO LY —RATHERLI-HBV genotype /I /L

* FEFHYETRLGNBHHEHRR T I-HOHMTOFELRUN
BN OBREERAOMRICHETIVRIBMMNERLUIHBVADIZE
ISRV I DHIASEEAE—DMIEERIRLTHERAL,

Assay methods

COBAS

AmpliScreen HBV TagScreen MPX In—house* Total
No. of Labs 4 1 2 7
/ assas":/l e( ZOLI) 250-500 1000 200-1333 200-1333
Genotype Plasma HIBUV/E‘:\_‘A Positive/tested Positive/tested Positive/tested Positive/tested

A P1-057 100 12712 373 T6/6 21/21
300 12/12 3/3 6/6 . 2t/21

A WHO-IS 100 12712 373 6/6 21721
300 12/12 3/3 6/6 21/21

B 51-002 100 12712 373 676 21/21
300 12/12 3/3 6/6 21/21

c Bv-C129 100 12712 73 676 71721
300 12/12 3/3 6/6 21/21

c P1-003 100 12/12 373 6/6 21721
300 12/12 3/3 6/6 21/21

0 P1-018 100 12712 373 676 Z1/21
D YO-8 10 12712 373 6/6 21721
30 12/12 3/3 6/6 21/21

NC NC 0 0712 073 0/6 0721

2010.2.15

F2A MEHERNANEFETEEFCHEVTRBOE T—LOREL LTRELTOAHBV-NATRIZ &L 3 HRER (X
&) , AL, AHBBERES - H—DBRITEELL,
*2HBMDRYG HARABE




Assay methods | TagScreen MPX | TagScreen HBV Total
No. of Labs 4 4 . 8
/assag" e( ZOL'L 654 654 654
Genotype Plasma HIBUV/rE:EA Positive/tested Positive/tested Positive/tested
A P1-057 100 12712 12712 24724
300 12/12 12/12 24/24
A WHO-IS 100 12/12 12/12 24724
300 12/12 12/12 . 24/24
B P1-002 700 12712 12712 24724
300 12/12 12/12 24/24
c JBV-C129 100 12/12 12/12 24/24
300 12/12 12/12 24/24
P P1-003 100 12/12 12/12 24/24
300 12/12 12/12 24/24
D P1-018. 100 2712 12712 24724
D YO8 10 12/12 12/12 24724
30 12/12 12/12 24/24
NC NC 0 0/12 0/12 0/24
2010.2.15

£IA. BfufED R~ T IRBEELTERBELTWAHBV-NATAICE A EH R (FEH), BL. AFEA—
h—RUZOMDOEHRDOERITEERL,

HBV DNA (Log 1U/mlL)

1. BHOTMERARICHVTHIEBBRAL LTEREL TS HBV -NATEIZL ZRAEER (F&dH)

100 1U/mL

HEA-—H—%8T.

300 U/mL
M1z WI3 014 O15 W17 W18 W20 |
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Thdlt 54—

mIOMSaBTO(AdViM Committes on the
Safety of Blood, Tissue and Organs)
DRRESRINIL.

M/MEWGH RS A TOIE TR, BIRSEEWEIS
DNTT—EHHH1 DORFELBRHIS DV TREELIR
RAHEShT- BENRXNAALROEREDT>
H—R—F42 7 O REEEBLE L TH, METF
EEMIIRBUFELLD, BETITRASIMELTRES
NIRRT, FRELRAHSMMEPMER S SO

BETHMOYRIHEMESLERRLTING, T, FE |&

{LREFHWAM/MERNE RS- BE TR, DUMR
MORMHESENTENI, ChiZ, COL5EBEETR
SR BREORRENMELT . BEORLME. FH—
ORBORMBUTELBEAH D/MERMONHIEIS
FROTHRUEH T DL, SaBTOLL T, COHMILRM A
CIZEASMORETIILGV LM TSN, SHRORR
IEERITLYTARENRD,

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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Maly,

BREROMB L A—EM/MEFEERAOMEL IS

TS, LALLEMS ., RO EREORE LS T

2}3& FENBALLFEENMEBOIRL AR
AN

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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'éf:. 5B (Martinique, Guadeloupe, Reunion) T, %2
TZFRUTOIBHBELTRAZATING,

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

20074EICTHIRRIAZ LT
18732/ v (SEME &M
RD7.6%I748Y, ER

1T B4R THA (4R
h, IRIZBEROEE
A 3RILBAMTH
Y. FXLYZFRUT
T MEBRREELT
RN

lﬁﬁ;ﬁﬁlﬁ%im(msilzﬂ ~ 2007411

clinical trial, between 12/2005 and
11/2007

ESBRILER &L T27304 (391
73y HERA

L

I/MEFRF BB TIBATA TG,

HovonM =¥ Dintercept DR R E M (L\HH D
Hovon82 Study), COMEKRAD B WX T B BHEER
FREMNINTH 1A BON-FARRR T REWE
*ERATI-HDOTHUBRHNRONLLEI -, BRIZD
VTN TEHTRELHECR/ER S,

T7EM
YL

KRR A I, 8 RITAABB Y LT H A
k& U Transfusion 2009, vol49, no.3S,
page 2AZBE,

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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- 5 5 FHELBWRAES | FELCHFEEZEAL
ek BAOER FECHEBAICHT RS FECHEBARSR Prietibedy OB M
20095E6 R &Y., FELEMN . .
EMALLAMEEROB ST Pt s—T
BALTUS, R v eEREL [ EELTLS,
200957 14B(Z. £ TOMMEMMIS DT, 1ELIAIS EToERs. Exws. nagwes |00 TR STHRL onponifimans
FELEWERAT S LEMEL 1200046 A28B (1 E REHRENELTHNS.) NESROBRNRL, 030 |LIMRISEZTEAE
BERARTENT=, Superior Health Council DRI E (=B T#&. “Hot-, ’ o
20094 11 A, FAGGIZ B> &—(2. RF{LREHKH M -
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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®10 URISEVEE-HALBEN/MRORFICRT Iy SRFOEE(n=1)

pH (37°C)
y RS ERAL LR ERLOBE Rmn%k3BA BMm%s B H
N ) 7.1 7.1 7.1 6.9
8l A 7.0 7.1 7.1 6.8
Bm#%3 88 7.0 7.1 7.1 6.7
ABRE (mM)
v B BB CLE AT ER/LLEE Rhu%3IpHE Fm%s B H
RBEH 0.9 0.8 6.4 11.8
Hm4A 2.1 2.0 10.0 14.0
Bt 3 88 2.1 2.1 9.6 14.0
p~ELZF 1 (CDB2P
BREE %)
y REH BB BB LAEE BRO%3IHEE Bm#% 5 B E
FEH 5.2 10.6 36,0 58.4
BRm¥%A 4.3 5.5 39.6 53.9
Bh#%3BE 4.3 4.7 39.2 51.7
&L GPllb/Illa
(PACI binding) (%)
v SRR R BBt RO%3AA Fm#s B H
KRS NT NT NT NT
Rifn%H 8.3 88.8 24.6 23.6
HFm&3 A 8.3 86.9 30.9 17.4

11 URISEVESE —HARBIZETMMEREBOEE

(&S n=2)

p—EVIF L (CDE2P) BRE (%)

15 9 12 49 74
20 4 6 33 56

IE#E{k GPlIb/Illa(PACI binding) (%)
B B (B = ek

b

10 6 60 75 60
15 2 55 24 20
20 1 52 33 20
FUEREEE # mmol / 10" platelets
BT
10 1.20
15 0.79
20 0.41

£12 RR-

%13 BFERUXEISIT2/MEEFIOHBRONE

NT: not tested

RS BRI Y A IZER( AL (2005 5£57°—4)

R B RMm Y B IERCAELLOS v xRS

FM3A E Hil Y BIERGARL, %3 A BiZ v BE R
* BRI XIS DRI

2 URISE AR IR E L BRI

A&+ x*E"
Bh5E ML LM gz i
GEiLiloie 3AM¢E B 5 BR(6 AR) 5 BR(6 B )
WIRREINR 2.3% 22.2% 16.9%

HARBLAE O RELTHER (ML FE ] BELTER)
#2: B FAFRE AR 20 EEL B FEELH

+3:DHHS; THE 2007 NATIONAL BLOOD COLLECTION AND UTILIZATION SURVEY REPORT
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Mutat Res. 1992 Nov;298(1):9-167"

Assessment of the genotoxic potential of riboflavin and lumiflavin. A.
Effect of metabolic enzymes,

YRISEDELEISECORGEEREOFE, ARBBROER
Kale H, Harikumar P, Nair PM. Netrawali MS.

B kou

The mutagenic potential of riboflavin and its photodegradation product lumifiavin
was evaluated using the umu test, SOS chromotest and Ames Salmonella
assay. Both riboflavin and lumiflavin by themselves were found to be
non-mutagenic. On treatment with rat liver microsomal enzymes {S9) or caecal
celi-free extract (CCE), lumifiavin acquired mutagenicity, while the status of
riboflavin remained unaffected. Activation of lumiflavin by metabolic enzymes
was found to result in an alteration of its spectral characteristics.
YRISEDEFDRSREMTHINETISELOERBREOTRENE UMU FX
. S0S JOEFAL, Ames HAAERIRBRITLYRMBEL . JRISEDRIILEDS
£ri, FhEKICERREEEO LD o1, SYRFI/OY—LBER(S9) . &
3D~ O EBRRMEY (CCE)ITLANEB T, NIDIFEVEERFEHEL
EOEHL URISEL ORBIZREE RS of, RBBRICEILETIEY
DEELIE. TOBEARIILEER LS LN BEL LT,

L AREE OB L LY nutagenicity BB AL RB TIER I TWAEAITS
VR, VRV HE T A M TS BRI TELSGE ChA, PHEEETHIER

TSR AN ST O LD S RRENATS YR TS R d MR R m LIS

CRRVAS RO, ORISR 2008 4 5 B 23 Bh’éﬂfﬁéﬁhr”'$
i%?'ﬁfl:?% ; R R B a_&iﬁgﬁiﬁ‘ HERS ~ BCT
JAPAN fh( KRS0,

ks S RSERINSLUTREOFRERIDY, 2<0A—Y
IR T A ETHERLFHRL QORI IR I BIEARTRZONE
EMRRMEE TR, B YRSV ORSFHHE EHVAR T I
PRGBS OVT Navigant G B L 500 in vite CENVEERILIVRE
HEHEEL BBRELTLREEL TVS
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