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" Panel

Plasma source

HBVDNA HBV

BREES IU/mL  Genotype ____ Origin Plasma
34 100 A JRC blood center P1-057*
42 300. L ' .
39 100 A WHOREIEEES WHO-IS

- 44 300 .

40 . 100 B JRC blood center . P1-002% .
35 -300 ‘ - |
31 100 C - EREES  JBV-Ci29
41 300 ' : )
37 100 G~ JRC blood center P1-003%
32 ~300° g
33 100 D __JRC blood center. P1-018%
43 10 IH  USA® YO-8
38 30 o
36 0 - EEME NC

#1. EIENATIYFO—JLH — R A CHERMLFEHBY genotype 7S IL
* EESHE RS TMBANERET SO ORBORELR UMD

BHAOHREER RO SR IMAMERL-THBY,
/ w»mﬁm¢p§55949—mm§§5§ﬁbrﬁfﬁbf:°

ROBRE

Assay methods Ampli(é(z::r? HBY TaqScreen MPX In—housex . Total
No. of Labs_ 4 1 2 7
/assasn;pte voLl' | 250-500 1000 200-1333 200-1333
Genotype Plasma HIBUV/E‘EA Positive/tested | Positive/tested | Positive/tested | Positive/tested
A P1-057 100 12712 373 — 676 21721
, 400 12/12 3/3 6/6 . 21/21
A WHOS 100 12/12 3/3 6/6 21721
300 12/12 3/3 6/6 21/21
B P1-002 100 12712 3/3 6/6 21721
_ 300 D 12/12 3/3 6/6 21/21
c JBV-GC129 100 12/12 373 6/6 21721
. 300 12/12 3/3 . 8/6 21/21
c P1-003 100 12712 373 6/6 21/
300 12/12 3/3 - 6/6 21/21
D P1-018 100 12/12 ~3/3 ~6/6 FIVZi
b YO8 10 12/12 3/3 /6 21721
' 30 12/12 3/3 6/8 21/21
NG NC 0 0712 0/3 0/6 0721
] ‘ ‘ 2010.2.15
R2A MESERARSEHEREFICHVCRBME T—LOBRE L LTRIEL TLHHBV-NATES

L®) o BL, BHBBALREA—H—-OBRITEELL,
*2EMORG DAFRREE

FHMERR (F



Assay methods | TaqScreen MPX | TaqScreen HBV Total

No. of Labs 4 ‘4 ’ 8

‘/aSSasmapvI € V?_I R 654 : 654 654

Genotype ' Plasma HIBUV/gEA Positive/tested Paositive/tested Positive/tested
A P05 | 100 12712 12712 24728
~ 300 12/12 12/12 24/24
. A WHO-IS 100 12/12 12/12 . 24/24
o 300 12/12 2 24/24
B P1-002 100 12/12 12/12 . 24/24
300 12/12- - 12/12 24/24
P JBV-0129 100 12712 12712 74724
_ , | a0 12/12 12/12 . 24/24
c P1-003 100 1212 12/12 24724
’ ' : 300 12/12 . 12/12 24/24
D 1-018' 100 12/12 12712 24724
D vo-8 10 12712 12712 24724
30 12712 12/12 24/24
NC NC 0 0/12 0/12 0724
’ 2010.2.15

FIA. Bt EDAH)—= 71§§tLT¥ﬁELTL\6HBV-NAT’£( FHMBER(FLD), AL, HAEA—
I—RUZOHDOEROKERESTALL,

’

HBV DNA (Log 1U/mL)

SF S S s“\ “’\\“D N2 \@9
Q@ 9 ¢

1100 10/mL o 300 10/mL.

(w12 w13 Ou a5 =17 mis wmzd]

Efﬂwﬁiﬁﬁﬁﬁkht\’ciﬁmﬁﬁﬁﬁk LTRELTLS HBV—NAT;:*:LJ:%:}F!IEE% (F&d)
Eﬁ%—h —%8%.
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The Platelets working group had mat prwmusly to diucuu tho
current evid mainly

method for which there exists data concefmn: safety and cﬁcwy
and their views were d to

inactivation of platelets would be en expensive measure, wen after
taking into it the i am:ﬂlary fits and
underreporting of fusi infocti Results from
a clwcal trial, rccenﬂy pubhshod in abmct form have suggested "
that are at .
mcrused nsk of bleed‘n; !n addition, those natumtt receiving

show a red 5o in platelet
count. This contrasts with previous studies, which do not raise
similar concerns. The uncertainties around patient safety,
increased donor exposure and sfficacy of pathogen—inactivated
platelsts lead SaBTO to conclude that this technology should not
be implemented at this time. The situation will be monitored by the

St

secretariat.
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Licenses exist but are not used at the moment.

The blood establishments with licensas are alowad to produce Pl-
platelets, However, high costs interfere with marketing. Currently,
there is no urgent reason from an epidemiological point of view to
use Amotosalen treated platelets.
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357‘.~$%We Martinique, Guadel YT, FEY
T=PRUTY !&%H&L‘Cﬂkéhrt\éo

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

20075 (TR IAEEEL T
18732305 (SEMBENER
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Ao 3RITHARTH
Y. FRTZFRUT
ST RERREELT
BN

g
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clinical trial, between 12/2005 and
11/2007
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Hovon® 1= Dintercept DEEEKMEE KM (L rvhHid D
Hovon82 Study). COERERAD BN FELRELER
FTREMIDNTHH- BON-HAMR TR, AEE

VTN E LD TRES BB,

EERT 2100+ HEEAMN RO MDEM ot BRI [&

EERBE R, S RIZAABES T 1
R U Transfusion 2009, vol49, no.3S,

page 2A%$H,

under clinical triak see abstract about
results of the clinical trial at the site of
the AABB and Transfusion 2008, vol 49,
no.3S, biz. 2A.
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at the end of 2010 we will start with a
clinical trial
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2009467 A 142, 2 TOMMRBFIZDNT, 1 LNIC (RTOERS. ERRE. MASAE (T 000 i [(ORBPORISfIEING
TECBMEWRAT SCEEMEL 1200096 A2 B HHE EHREREL DTS, ) RN ot 530 |WMEICIZRTRAR
BEHSRTENT:, Superior Health Council DB BI-E 3%, Tdot= " o
2009411 B (<, FAGGIZ Ml 82— (2. FE{LMBAH M = :
IMNERROHEDMBERASBEL, RAOKREREES X PE- The post marketmg surveillance applles from June 2009, 47 % of the |In Belgium, there are 8
10011 M\EFTILE—ERF LIz, L ically (for all medici fatel e blood establishments. §
% ~ |devices, blood components, hssues. and |distributed by the blood are using the technology]
FRELREFHO/MEERERSURCH/NMEBO LR cells) |establishments has been  [in routine for all their
AMRASHhT ., HMARELLVOSBE TG MHHT=5L, subject of a pathogen . platolet concentrates
LD —ATSALLE >l /MREMIML TV =CEf inactivati For |produced. In 6 out of 10
5, M/MRBEFOBAMBESAMEL THLTOLSTHE | comparison: the total provinces.
Hawliotz, number of distributed
platelet concentrates in
2008 was 64,030.
~NJ l’#— O The atached Royal Decree of June28, 2009 was published July ﬁ ALTULEL,
14,2008, laying down that ail plataiet concentrates have to be CET—(EBRBL T34 R CORE
|subjected to a validated method of pathogen inactivation from the FARMMIEEAELL, In viroDAEMEIL
e e I oot e S bor oty = RiETh TEY., BE, SoLIMERR
e Royal Decree. Based on an ice e penof -
Council, the FAGG sent in November 2009 & circular letter to the OREREFITLSECSTH,
blood ' limiting the storage time of trested the product is on the market with a CE .
platelet concentrates to 5 days and imposing a minimum content of| label. Because of very little data with
3.10" for the plateiet concentrates for adults. s regard to the clinical use, in vitro
, C S¢- evaluations are carried out and results of
A few number of notifications was received from one hospital 75~ Lfurther clinical studies are awaited.
throwing in doubt the efficacy of the treated platelets for
tr of thromb ic h 1 tients: no i of
' fusion, and ence of biseding post
transfusi hereby the i bility of the pl was
considered “possibie”. .
‘IHowever, most platelets in this hospital were transfused after 5
days of storage.
Notifications stopped after changing the storage time to maximum
5 days. .
A \ S i ~ = Vo
RENHRES Hich g <P OMAES=TA—FUER 06 000l c2000%8) TS (1om <8
’ YL
: Cost effaciveness analysis is still in progress k3 Routinely used only in few blood centers About §,000 therapeutic
A3Y7F O doses in 2009
VT | FSEEERRTLGL, F—suErAs R TLIL P RERARRTY
> o .
;; Data not yet available Data not yet available Data not yet available
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Routine use in 4 centers. Validation on
going in 2 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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210 URISEURE—HRLBN/MIORKIZHT Iy BBHOEE (1)

pH (37°C)
v B R LA ERibaBg BO®3IBPH Hm#Es5 88
KB 7.1 7.1 7.1 6.9
il A 7.0 71 7.1 6.8
BM%3IBE 7.0 7.1 7.1 6.7
LBRE (mM)
v RIS SR LB Bt Sn%3BE gm#gks HE
RRH 0.9 0.8 6.4 11.8
Bl 2.1 2.0 10.0 14.0
Bm#3p8 2.1 2.1 9.6 14.0
p—EL 75 (CD62P) '
RER &) '
v RS {ERALRER ERLREE RO%3BE BRm#gs5HE
KR 5.2 10.6 36.0 58.4
Bifn %[ 43 5.5 39.6 53.9
Bm#%3ER 4.3 4.7 39.2 51.7
T GPlb/Illa
(PAC1 binding) (%)
y RN {ERR LR ERassg Rm#E3EAE Bm#s5 A8
KRS NT _NT NT NT
B A 8.3 88.8 24.6 23.6
Ba%3BE 8.3 86.9 30.9 17.4

NT: not tested .

RS BRI Y B IEREAHE (2005 £5—%)

BB R0 R ICERCAELEDD v R

®M3E B R0 Y BIERCAEL ., %38 Bz y BB
* LRI OEELE

2 URISEURMERI-RE L ERR

. pEVIF(CDE2P) %
Bi{Y 3 LALEET {8

&1 URISELZE—HAREICETAM/MRELEOES

(BB ES n=2)

% -
Bk

B {59 #
10 13 16 59 73
15 9 12 49 74
20 4 6 33 56

15 2 55 24 20
20 1 52 33 20
SLEREEA B mmol / 10! platelets
BT -
10 1.20
15 0.79
20 0.4]1 °

K12 RR—D

%13 BARPKECHY SI/MINHO MR LE

R :E KET
| BiLE®% ARSI EE 3l _ BAYgRM
B3R SETGICREL D) 5 AR (6 BRD) 5 BfH(6 AW
HRonE 2.3% 22.2% 16.9%

AR EAE 0 REL CHRR R L FE 1 2L THF)
#2: HAFFAFH; PR 20 EEEMBHFRERH

+#3:DHHS; THE 2007 NATIONAL BLOOD COLLECTION AND UTILIZATION SURVEY REPORT
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£ 141 DRTIEY URTIE AR OREEERE ‘

T A BBk BB R
Ames P& YR FEASAHEMED MR R I o hB R &R WL OWTH R
ReEkRERR CHO Mg {58 [
WHERORNERE | RESDOBRENCRM RS E-5:3

#14-2 7TEMLUOR

, T KSR FE LR TR LI T
T Ak Bk g HEIFEAE l—" ETRE ﬂ: 'U‘“
J TA1S37 $§ Bk itk
Ames B8R OB G B
oAy T TR | S9mix(+) 85 1 g/ml. Tl R
Bk SOmix(—) > 7.5 ug/ml T -
. . S9mix {+) NOEL":2 2 g/ml . NOEL:3 1 g/mlL
REHRERR S$9mix {—} NOEL:24 2 g/mL Rtk NOEL 113z g/mL
' - BETEMV200 '
Tt DNA BB 34mg/kg TR gk, BR800 1
 g/kg Tt
BETENFL 200
v AR 66me/ke THatE g/ke , K5 FEY-800 1
g/kg Cak

*1: Somix: FBOBRBEAE 5A T yIOFREY :‘r%wlvv 9000G. 10 HHELL, BB ENLE ERES,

*2: NOEL(No-Observable-Effect Level): R KEFEBE B EROBHEBECHY ~OBIELEE T4,
HE/ EEREHRBERD b:?’l,?";?v BEOREE,
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Mutat Res. 1982 Nov;298(1):9-16%"
Assessment of the genotoxic potential of riboflavin and jumiflavin. A,

Effect of metabolic enzymes,
URISE L ELEDSE L DREBHEOTE. ARMEEORY

| Kale H, Harikumar P, Nair PM, Netrawali MS.

L3
The mutagenic potential of riboflavin and its photodegradation product lumiflavin '
was evaluated using the umu test, SOS chromotest and Ames Salmonelia
assay. Both riboflavin and iimiflavin by themselves were found to be
non-mutagenic. On treatment with rat liver microsomal enzymes {89) or caecal
celi-free extract (CCE), lumiflavin acquired mutagenicity, while the status of
ribofiavin remained unaffected: Activation of lumiflavin by metabolic enzymes
was found to result in an alleration of its speclra! characteristics.
DRISELEFDRNMBEYTHIAIISEOERBHOTEESES UMU F2R
k. 808 JLTEFXE, Ames Y ATRSRBITLIYFEL, YRISELENEDS
i, FhBAGKICERESEBOON Mo, SYMFRIOY—LBE(S) &
DU~ O BRI Y (CCE) ITLHNBT, LITVSE I ERFIELEABL
f=OsL URIBE L QR BIEEES B o -, REBRICLINEDSE
DERLIE, COBEARGPL BT LS EBIENBOH LT,

RBEREER DB B L0 mutagenicity TEB T 5L FRIICRBRENTNEAITS
VL, YR FE BT A TSI TELARE ChA, FHEETRIR
T LAIA LT O LI GRENDI | VRT S AR AR RS I o5
CIREAEXNLIEREARP DO TR, 2008 45 5 B 23 BinBifERh g
F-A8WEFERERETSREEERE FAEERESANERAR BCT
JAPAN 1 (HiB%) MBI PICRRBE R TS, ‘

. PRTS UL E RS, RSN LLCEEOERERNDY, S0~
—RIRTFE R THREREAELHRLCOBH  URT T B ERREOE
EMRBEEE TRV IEERRYD, £, URTSEVORSRBEELIR TSI
EOREMEIZ-OVNT, Navigant 4 BREL—E O in vitro RBIEMIERIZLYES
HEBERL  BBELCLREL TR,
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B 2
FERFLUEIZES 10 BERHIORBAZONT

HAFREACEOCRHRIRL O S 3% 10 MATRIBThADIRL, BokEE O
HARBIIEE R 15 BAEDL ETH3, Tl TN LEREIRSLT 10 B
RS L TRy, BBBAE LY Cons R P RARIIRBIHGRFET B
2EHTH BioOne $LIZ0TL 10 B RA ~ O RNE EREL T &AL, a2 F 1)

B 12 BIZ Comus (b0 AERISLTORWEITMEE ZOEEME TS 10 Bz
FHOMBBRI - TEREBRS 1, - :

BRIV FOL5) (Kt PHH), - . Novembier 12,2008

O s EBEBEER IO M (11.5~15 BAD BB PASGIvMNERST I iy L, PHD
) RN £ B 240~280mL &5, | Cetus Gorporation

Q7T LUK 15mL £ ESBEMET5,

@FENFL R USSR Do) CAD 8% 2~16 BRI RT3,

@&ES 200-£40ml. (B RO 10 B RGOB ) CHEL, BRLT3,

CERUS T BIEREERTEEE,

TEMUCEITEARBRB TSN R REO R RIES DBk
20ml ROBBARBEL T, 36, SEERSEF KT
~50mL BEEECIIMNL, 8/ MREGE 15~20%(2-3 BALICHY) BELETAT
RS, LRSS T, BRI (11512 BATRED I A< Om MERERLA
HAWRRB T, 10 BATRA AR E IS A 14~ 15 BT (2.8~3.0X 16Y .
B LB D, FONERBENER LR —RBEITHILICARD, S6IEL
TCEREVERRFESENUEERG EOBBEARETILLTRENS, TOuh,
EERRSEIANALLITTE RO EHIRL 2,

1 0 }‘g’{z% gu ‘7) iﬁl /j \kﬁ && ‘@T % ;moloulon flumination CAD 19 Volume
3 o pouch container . contalner  contalner loss
R 5 E Lo

N 1"mL 3 deny AL
N o i PRE] "N - Ima 11 PL241D 14 PL24E 130 PL2410 £% (24 mi}
10 BT RO (RAT) | 2X 10 @k 200+ 40mL — .
Cerus HOPR (Rl 2.4~3.0X 10V | 240~280mL. (PAS 25 1) e T L,
- AR ik PG 15l 3 Jem? A .
288, JmM #2640 92418 1 PLISSS €10% {24 .}
00 L, piasvsars 55 anl PAS

Pre-treatment: 2.33.0 X107 pits in 240-280 L., 32-47% plasma |
*Pogidreatment: > 2.0 x40 pitsin 200 £ 40mL INTERGEPT RET
rreve uni.:]Sl}ifE"'

CRRUS
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