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RH5

EE . AREEETES R 22FE 38 2R
nEEXRREEEES NAT = ba—A4—~of BRHE
RHARE EVEELELEEREFEMELTE

o B

BRI Mk - REMEFIEM
EEFRE KB EHT

HBV-NAT SBEEREIZZRD 22 ho— 4 —~g
Z[E]  HBV genotyne NAT v bu—nth—~y fEaegas

(®E)

S B RARLEIR TR E F 1T Tid, BEFTR Y4 L REHBV), CBIFA A AR R TE -
BERETALAD 3OO0 T A NAOBBHEIERENAT DRHBED D15 % 4 BB LS
& 100IUML & LT3, —F, SIERBEFCBVLTIBRREDH A K54 SCESWTEM
BREL LTHBVNAT 2 EHB LTV 3, BILE T4 VADBERIAL Y BN TE—ERCE S
EDay bo—Ad—~f L ERL, ERABEEL TV ERBENEDHEETESA TS -
EERE L,

HBVICH2HRATAHO 8 SOREFH (genotype) BH 5 EBMENTED, 20455
IR T LR D, BATRLNSER genotype X C & B Th iR, BETHEEBOBM
FITBWTEKRTERD genotype A 23EIMERIZH ) . #IC genotype D hAH I N 5, # - T,
BRICEHE LTS HBVNAT ICL > TEEXTE LIS AD D 4 5D genotype @ HBV DNA %
genotype K L O FRHTE TV ENEHRT I LABBIEZE DY hu— A —~A 2 E
KL,

A A —~A TiZ HBV genotype A, B, C, D (4 100IU/mL,300IU/mL) #*5& 7% % HBV genotype
RANVEREE L TRV, MEERTHHE 12HE 6 ERSBML 21 BORENZHS .
SHAPERELRE L, TATORBEICENT, BRTRLAS A'D D 4 D0 genotype O
HBV DNA % genotype i & 2fHi#2 < BRHH B VVZERTE A LB A N-

DINERR - MR &2 D MR ERAIWER FEEF S LTI NAT 2250 L TV EERET, 70
e LTHT =800 (A1, BREA—F—1) LBEZSM (F0H1),

R{& : HBV Genotype A, B, C, D (# 1001U/mL,300IU/mL), WHO R%&, EAEERES LUR
ERIREETE 14 RPLRBAFXL Iy FEEG L, (E1)

R WRECAEELTVAANIF 4o a v SR s BV TR 2L X T3 ERIELY,

ff
(1) MESERFOBMERRLES (£ 24)
D6 # 78 (BNRERE 4 4RR, ROBARFRRE 2L IHR) 20&%L L,

@4BEOWESE (AmpliScreen HBV*, TaqScreen MPX*, B 2 FEEH) NBUL b, 7HED
RIENEHE S h-,

Q2R OT X TOREIZHV Tgenotype A, B, C, D DML S TRHTE /o, BHERE 1
2TERMELHES N,
(2) BROROEORZ V—= % ERHLTVBHHR (& 3A)

D1 HBE AR EHER L Lz, (1 BRIIOESERHRERAEESORBRERFHATS)

@2 BEDHE EH(TagScreen MPX*, TaqScreen HBVIHB AV b1, SHEOHENEE Shi,

O£WHROT R THOREII T genotype A, B, C, DOBHEREE & TR T E 1 BHAR X
LTRE LM ESNTE,
(3) #ERER (K1)

OHBV-NAT 2#EB L TWARBOMEREFH 6 2 5% & L,

@ERMENLUTH | I (COBAS TagMan HBV TA+— | v2%) #BVbh. 6 BORENE
RN ‘

OLEROT ~TDREIZE T genotype A, B, C, D DIBHEMREG 100IU/mL,300IU/mL) 2 56
BMERCEETE R, BANE ZeTBELHEShE,

Wi NAT HA F 74 VB RICERBEON A RF4 LI ESOTHICES LT 3% HBV-NAT
KEoTHATRELND AD D4 0DREFHOBRITA YA /L2 DNA 2 BEFRIC L 3G
BRCBREBIWVEERTE TS D & SERSNE,

*18va cFATT ) AT 4 v AEERAH
gk

FR20-2 1 FERENBBHYHRRANS (BESLH  ERBESL¥25 b Y1 =2
AT MHBAORLMR LD DI KBS NBIFR Y A N ABREEO K S BRI
BT oA B (HERRE KE E%F)
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Panel - Plasma source
HBV DNA HBV

tﬁﬁiﬁf’% IU/mL  Genotype Origin Plasma
34 100 A ~ JRC blood center  P1-057%
42 300
39 100 A WHOEFZE# SR  WHO-IS
44 300
40 100 B JRC blood center P1-002*
35 300
31 100 [ ENEES 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 - [EETIEY NC

F1. BIENATIV FO— LY —AR A T{ERLI-HBY genotype 734 JL

* BERBERLL MANMERRS 00 EHOEEIL R UM
BRKI OB S O BIS AT B I A SIL - (HBY AR
PRI I O NS 2 A A0 385 AR TR I,

Assay methods Ampli(;gs;:r? HBY TaqScreen MPX In-housex* Total
- No. of Labs 4 1 2 7
y ai":fy' e( ZT_') 250-500 1000 200-1333 200-1333
Genotype Plasma HI?JV/E\EA Positive/tested Positive/tested Positive/tested Positive/tested
A P1-057 100 12/12 373 676 ~21/21
- 300 12/12 3/3 6/6 21/21
A WHO-IS 100 12/12 373 6/6 71721
v 300 12/12 3/3 6/6 21/21
B P1-002 100 12/12 373 6/6 21/21
300 12/12 3/3 6/6 21/21
p JBV-Ci29 00 12712 373 676 21721
300 12/12 3/3 6/6 21/21
c P1-003 100 12712 3/3 6/6 21721
300 12/12 3/3 6/6 21/21
D P1-018 00 12/12 373, 6/6 .. 21721
D Yo-8 10 12/12 373 6/6 21721
30 12/12 3/3 6/6 21/21
NC NG 0 0/12 0/3 0/6 0/21
2010.2.15

£2A. mﬁﬁﬁuﬁﬁ‘lﬁ;ﬁﬁﬁ:i%%kbL\'Clﬁﬁmliﬁj—)b@#ﬁﬁt bf%ﬁ{ﬁb‘(b\éﬂBV NATHEIC & S RRER (F
&®) . BL. MNBBRERARA-H—DBREETAHL,
*2MRORL 5 aRARE




Assay methods | TagScreen MPX TaqScreen HBV Total

No. of Labs 4 4 8

/ assas";‘;' e( ZOLI) 654 654 654

Genotype Plasma HXBUV/EEA Positive/tested Positive/tested Positive/tested
A P1057 100 12712 12/12 24724
. 300 12/12 12/12 24/24
A WHOIS 100 12712 12/12 24/24
300 12/12 12/12 24/24
B P1-002 100 12712 12712 24724
300 12/12 12/12 24/24
C BY-C129 100 12712 12712 74724
300 12/12 12/12 24/24
c P1-003 100 12712 12712 24724
300 12/12 12/12 24/24
b P1-018 100 12712 12712 74724
D YO8 10 12712 12/12 24724
30 12/12 12/12 24/24
NG NG 0 o712 o712 oA
2010.2.15

*R3A. ﬁkrmmli&0)1’7')—:z’]’iﬁﬁtbf%ﬁﬁLTL\éHBv—NATiﬁl:;émiﬁﬁ'ﬁ(itm)u aL. %A~
D—RUEOMDBHROHEREEELL,

HBY DNA (Log [U/mL)

N S PG G E A S DS
0"{’@\‘\'@\‘\0"«\@\“,@

N N N
AR PN (‘\3‘7‘ ¢t

100 1U/mL 300 IU/mL

(12 w13 014 O15 W17 mis mz0d]

B1. RMOMEREFRICETROBHREL LTEBLTULS HBV -NATZEICK DREHE (F&8)
BEA-—D—%8T,
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201051 27 H BATE SaBTO(Advisory Committes on the
Safety of Blood, Tissue and Organs)
DERESEINL,

I/MEWGH BB A TOIE TR, HITR2EE TG
DWVTTF—INHH 1 DDFRFCHEWISOVTERMEL-SE
EM@GEhz HENRIRGHALQMBREOT

NI —UR—TAL T OO EE B LT, UMETRE

ICREIEEELEFReELD, BATTARSILELTRES
hIABEBRE, RELRBEFHI/MREAEIES SN
BETHOOYRINEESEERBELTULD, T FF
{CREFAMAMMEMNAERESh-BE T, f/phiR
BoEMNEDEMRENE, ChiZ. COLGREET
O BREORAREMNBELT BEORLSHE, K —
DRBOEMBUFFLRBESMMREHOHHE
ROTHRMUEREZHE, SaBTOLL T, COHWITTM S
TIEEAINIRETIIEVESR IS ToNnE, SEO®RR
IFEERICLYIHEND,

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 piatelets would be an expensive measure, even after
taking into account the potenual nnclllary beneﬁts and possible
underreporting of transfi itted infe Resuits from
a clinical trial, recent]y publlshad in lbstract form. have suggested
that patients r i | 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
socratariat.
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Licenses exist but are not used at the moment.

The bicod establishments with ficenses are alowed to produce Pl-
| 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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FRSh TG

Zs&wifmsaseam:wwfxﬁmmm:aum\‘

'inf:\ #8574 R (Martinique. Guadeloupe. Reunion) T, %2
TZFPRUTUTHHRELTHAZR TS,

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.

7EN
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EREh TG

TR AR E LB HRAT

Routinely used under post marketing
surveillance

20074 ICH L IRELL T
18732/ 3% (SEMENRGER
BD76%ISHY, MER

1TRGIRTHA (R
. IRITHERNGE
AL BRIEBIRTH
V. FXLTZTRUT

U BERHEELT

BA)

Yz
=%
&

ﬁfﬁﬁﬁi—%mﬁ(zoosfmzﬁ ~20074E11
]

clinical trial, between 12/2005 and
11/2007

EEEEHRREL T273M (391
Ry THER

7L

/MR FLEFIEFEASTR TG,
HovonD =8 Dintercept DI MR ERR (L VHi D
Hovon82 Study). COEREEFMAD B ISR FLEHEER

FRENESHTH LM, BOMEHMRBR T, REE e
EEATIHO+HERBMNRONGEM T, BRSO

WTRRXITELO TRERERIS RN D,

7EL
YL

R E RN, BRITAABBIITH A
B UTransfusion 2009, vol49, no.3S,
page 2A% 6|,

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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2010 KICEARRBR LML T E

at the and of 2010 we will start with a
clinical triat

%Eﬂi%‘ﬂ#b‘&%’&ﬂi&ﬂibt%&lﬁl:ﬁbﬂiiﬁatﬁki?&d}f:ﬁw. (REMN: T2 1 A~2A)




- z ; FELREWMBAFS | FECHNEEAL
[&] ¥ g ;!
e BAOHE TECHEWBACHTEERS FECHFERARSR ity OB M e
2009526 F kY, FFBH |, S :
EBALLIIMEEHON S hS T
pr AT BEL 4%, BERBEL KBTS,
2009477 14812, 2 TOMMERAIZ T, ELRIZ (ETORKS. ERpE nawmg |50 TR BEMHLL e bomcimans
TEHHERAT HLEMELI20000F6 288 HI1 E ERHERERENTHAD, ) NEMHOBE Sor 030 | MMRISIZR THAK
FRHRITENL=, Superior Health Council DRI Sz 5%, Tt ' 7,
2009411 BIZ, FAGGIZ MW A7 52—, FEFLLRA A M =
MEBAOENMBRERKSALL, RAOBIERESI X FER The post marketing surveillance applies |from June 2009, 47 % of the |In Belgium, there are 6
1WOHEETIHLE—EEF LT, L automatically (for all medicines, medicals |platelet concentrates blood establishments. §
* i devices, blood components, tissues, and | distributed by the blood are using the technology
FECRBES M MEREAE RSB O/MERO LR [ cells) establishments has been in routine for all their
MNELNT HIASREREL 1= LSS M ET g S o 1= A5 subject of a pathogen platelet concentrates
S{Dr—XTSA Lt = MAMEEGIIL TL-C & inactivation technology. For |produced. In 6 out of 10
S, fUMEEFIOADMRESBHELTHSEOLILTBE comparison: the total provinces.
hEEdtiotz, number of distributed
platelet concentrates in
2008 was 64,030.
~x— O The atached Royal Decres of June28, 2009 was published July BALCTULELY,
14.2009, laying down that all platelet concentrates have to be CEX—VITMBLTLSN, BHRTOE
subjected to a validated method of pathogen inactivation from the RAREIUFEAELE N, In vitro0) 34l 1%
first day of the twelve month following the date of publication of EHIhTHEY., BE. SR LSRR
the Royal Decree. Based on an advice of the Superior Health o)ﬁﬂi‘ﬁ’)ft‘ét:%{fﬁé
Council, the FAGG sent in November 2008 a circular letter to the °
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. Yk regard to the clinical use, in vitro
2707 |evaluations are carried out and results of
A few number of notifications was received from one hospitat ?E/ further clinical studies are awaited.
throwing in doubt the efficacy of the treated platelets for -~
tr of thrombapenic h. | d no increase of
post tr and persi 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.
WKODD B E—T—F Iz 25— (108) T
RAXMMRES D 7EN B/ #36.000 (20094F) B
a2
Cost effeciveness analysis is still in progress & Routinely used only in few blood centers About 6,000 therapeutic
P Ub4 O doses in 2009
= o
UKD |F-siErRsn TR, FoSEEEAS AT TEERRSRTL
; ~ Data not yet available Data not yet available Data not yet available

KEEHFBESENAEERBL TERRFISH LBBRE T BEEELH L0, (WEMR: TR2518~258)

s - = < P FELHMSAES | FEEEREEAL
E& BAOHE TECHREAHT 5HZH FEICHHBAKE b oiopibrety TNB DB A
ERR OERIZDOLTIE, MeBBLARLTES . -
- X S = 19% A I—TI—FIZ
RS O DHERAR (COSISSBARL I N—FUEAL TR 5=y | (L—FI@ALTL 5t | A,
= ° — T avEREL TV S 9T >5—t‘109§ﬁm¥8, Izil;ﬁ 21%;?15;?/ WTF—ia
- 5 o . o F—lav¥k LT b o
‘zgtgﬁeﬁ 78T MR OHOHPLERS(CCST) ;p/ BCI%E IR, ) (ER24t5—)
o e 1. ; = BRADT—2 RO
ARA O &‘§E$%ﬂ:ﬁ{ﬁ MTSAFTRLBAEOT SR Routine use in 4 centers. Validation on
2. MEBLITHT AOELSNEHED ARDE. going in 2 centers.
3. BIYSOHMEMREDREEMIS,
RRZEIZFOFADDERE R FHEHERELTL Yk -
%o —MELGHOBAORE NG T—RTTFELLLOM, B S,
FORTDA b F AV DL EHBALLY RS, |2
YRISEVRIZ OV T DO B A —CBAKH, & 7l (IPODBEEA—THRYTF—2a g,
hETHBISEBLTLVED, PEMLLEITDOLTIIID G
DB Z—TAYF—avd, Fat N
validation in 3 blood centers
R s araith |oorrmrs
R—5K . ECTHY SETHMN put TI21200/ 3 ]
R—=IF O SRERALTO S,
YKo
S, |Routinely used (regional blood center).
% The number of centers 1 in Warsaw
province.
100% of Platelets Products in Regional
Blood Center in Warsaw.
AAABAERSEET ORBERIT-
EREERORFAIOVTIIRHEPTHY, Favzohg =e
EFTHTHIN, LYBRMEX L. TEMATELNENS |PEL
CETHD, RAAAT (1S, K, £TOMMREFIZH|HLY
L SRR ERL T 43S (IR ITERCHE) A BASIS |&
AL X SEEMBLTLS,
Swissmedic expects that methods for reducing bacterial &
contaminations for all platelet rates, e.g. by tr z;tf? ERRRRIETE
with PRT, will be implemented in the future. ;t >

X!ﬂiﬁﬂfﬁ‘&ﬂ’&ﬁi—&ﬁLTGEBUH(:#Lﬁﬁiﬁofzﬁ&ii&&)f:{:w. (ERZEMARY : T k2241 A ~2R)
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KeE - aLTLEERS
hEEXHLEEERS
' H A R B BX&K+Fi

M/MREAIZN T 2 BAEEFERL (FEL) EROBAER=-OT
(R 2242 A

1. LIz
FERAE R FARBALE IOV i, B AR+ (CUF . B &7 1995 SFELVFHINE
EPRISL. 1998 HEITMIRHE EE QLD 10 TS F O R ELIc B4 2 Yx /b (B—iR.,
BRIV AR BL ARSI IS L, S L AR [ 382 5.0 IHREHL 28, AR
BIOY 1999 S, KEICETS S &:@e‘ﬁ%un’nﬁ%\;f%t‘mm‘v A/VABLY OAGIE 72 E DR
REPSRAE LTt | B K AR LR T R 25 IR L NAT 2 RIS MAR O IR R 72
L OB LRI MR M OB et ) b s TR
&, TENLUE VIRT SR L ER Y m%ﬁki:f’m%’é =¥ okl

2003 EICEZ RV s

2004 BIZBMRT 02 s MR BL, ML 0 R ER L0 SR S a oLz, E5HiC,

005 BRI ORI W T D700, D('Hd 7T A N AT TR B RIE
a“zy*f:% FRIEILE DT,

SOETICHALEi A {0 % S0t 8 (308, 27)—=0 PORE . [TP FERE
DERERE) L, Bl A RO SR EICR T EEA S EEE S 2 2 i BB, — 7.
.’”%é'r.“ﬁlzﬂ-?—ﬁ:‘ciﬁﬂt&ﬁﬁ:tt#@mmm«m%%’w&bru FENBELBFTLFETHAL NS, K
BULLBICI DR BEOE PR ASNS, $7-. Br/p BEEROREICLEBETALENHS,
oL, RER W ANDBE LML R LT D, BEXLIZRIB BIRAELTUEI D LIEEE
TEA, DT ARBALEIT OB >N, BRI EE - & R s RS Mk EEm
S EEERS REHITHESSIIRMEF G5, 20EBER -1 HOFEEIZRIE
EDHTELLTA, 2008 F 7 A 23 RICHIESN - MR EETLELERS. -REHTHES
RERKIIBNT JEFRBLES S O RIS (LEF 0% L REFREOBE R O 8
FRIOBPIEICR T DV EHRL | A AL ML BB~ R IE AL A8 A i T i
BB T LD LD A RSN,

A M/MRBRIC T AR R FERIL R ChE T EM LR R TS (R
—HR FZHR IOV T, FA—I—DRAELTNBET— SERIET DD OB R
M, ERLEHZEA LB EOMIESLE~DEER M KEBIDERDRRELRE
FHIIFEL =D THE T3,

2. BRERFERCEMOEMERICOLT

200845 B 23 HICHMEN-EKE ALK LERSELOEE SRS EoHITRES RESL
EBNTA=I =L HESNIZT ANV ZRME OB LN R B ~DREEL 2 f;&oc:rﬂ
FHREBLCTFMRBOBELR I~13 RUR 1~2 077,

LOH, WRAFL T L—iRIEE

1 EREMRIZONT

T ANB=TYANRZONTH, WTNOFELE B ERRELRLAN, /oo~
TTUVANRAEIRT A RRRREE Tho, BICHRORE TIZ EMCV
(encephalomyocarditis virus: B S48 74 /L 2) VT 27 B L AEDR R BB ST (B
D\ EDMIZ OV TIFRBEREA— D —DARL TV BKIEE—K LI, ZOBENE. EBED
VAN RBBE P BALIER IOV TI+ DR R AR TE 2R, EREDOVANZ K
(:F%Z&/E(D/‘/:y«\*n-—7"7411/1zi?ﬁ)&bf:t}ém&ﬁ{t%%c:ov\ﬂi?ﬁ BRTaHd, K
COVTIH AR THRERBLERL TR, +972ERI S BAHDEA— T — b s
nTW5H (&),

—H, %B%G:Ob\T’%;Ffﬁ%)‘—w—@&ﬁﬁkmffﬂ%@ﬁiﬁft@ﬁ%ﬂ%%éhtﬁi\ UR7S
CUAETH—EBDO B (Staphylococcus ) T BRI RER A~ —DART —F LEE
ENSERHo7 (R 3), L, AMRNHPICEATIRE RIS OB EBLE
60CFU/bag LA F " LHEFEENTRY, ZOREDCHBE R CHNIT A ITERLCEILDEE L L
N5 SHIZ, PIMMBREEOR SR BOERICLY, B SRS A M/ MIH T BAS S
BEDREBP LI ILERBL TS (F 4), 28, TA NV ARBEOERILHRITIR TS
CEEHRLE TR TERIRDLN Do,

e BRERIZX T DHEBABIBRILOTHH+2THY, GVHD FEED#H0 y BEBH O Y
BV EBEINTVWAE 5), BARICBW TR FE RS — HRIC OV T AmER DS
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7o), BETRICIR 7S VRELEBIIEZAETRTORN,
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8, &2 255-325mL THY. B AENDOEI RO 8 FITaE 505 10 EATRH (2% 101 @LL
E.200£40mL) ICREE A CHEBTAIEN TRV (B 2 288), L7zASoT, 10 Bz RE 24t
BT BB BB A EZ BT AUV, BEME RO TER M/ MREDOR Y IRLE

DREEBEETHD, Fi-, 10 B LU THRMFERN 1.5 HFREERIIENLIRMEOR
BHEALBEIND, SO, BRILOABKICHRNER 2R ERETITRIC 4 BFHUELET
HBEZEDS, IS HLTEDRDRESDOBEROBADS AIR2B,

IR AR ZHRITEBREL L/ MEEREILL TERT 270, EORLEREZ AV
TR D, HLAT, NETRICBSITA0/MIBMEOD O MEFRENLELRD, £, BB
{LARERIZ PAS 2 MNX 2L B HD,

—H IRTFEVEE— AL, B BVRRLCIUMUCY R S 2 LA RE R
HINEEOTIMALL CTHIBTAZENTEETHY, SR L RN AKEGENDI LD
RNWEEZD, 10 B BFLEERERRETHAZLNS, ROEERESHMEEE~OEE
Tbokbdizn,
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10 URDSELVZE-HRLEBN/NMEORE /T Sy SEHOEE (1=1)

pH (37C)
y R BB EALER AT EREAEE Rh#388 Bm#%s5 B8R
REBH 7.1 7.1 7.1 6.9
R A 7.0 7.1 7.1 6.8
itk 3 A H 7.0 7.1 7.1 6.7
EBRE (mM)
v BRBR5 13 b LB i BERLLBE Bh%3AH Bm#%5B8H
KBA 0.9 0.8 6.4 11.8
BHh¥%A 2.1 2.0 10.0 14.0
Bh#%3B 8 2.1 2.1 9.6 14.0
p-ELZF 1 (CD62P)
RIBE (%)
y BRIB 5t BRI EXELEE BEh#3B8 Rim#%s B8
RBE 5.2 10.6 36.0 58.4
®ifnY 8 4.3 5.5 39.6 53.9
gm#%3IAAR 4.3 4.7 39.2 51.7
{&ME{E GPllb/llla
(PAC1 binding) (%)
y BRBH BRI HT HEBLEBE HhE3BA Bh#%s5A8
KRN NT NT NT NT
Bh4H 8.3 88.8 24.6 23.6
K% 3BE 8.3 86.9 30.9 17.4

11 URIFEVEE—HRQBICHFIMMEEEROEE (BEHES n=2)

p-ELZF (CD62P) BELE (%)
HATE (ER(CANTER (BN :
10 13 16 59 73
15 9 12 49 74
20 4 6 33 56

TEE{k GPIIb/lla (PACI binding) (%)

BT ERINTRET BB AEY RMEIAH #HmEsH A
6 75

10 60 60
15 2 55 24 20
20 1 52 33 20

FLEREEA B mmol / 10" platelets

10 1.20
15 0.79
20 0.41

£12 RR—T

£ 13 BERRUREICHST2M/MREFIOMBINE

NT: not tested

RES BRI Y BITER(LALEE (2005 45— %)

Bl X A R il BIEBCLAEBLEOL  BE RS

RM3E ERMY BICERCREL, RM%IE BiC y REBK

* L BREIIRICOERETE

H2 unfvsa%ggi

Bk (R ELL BN

13

AA KE"
Rl Fik RS ER 1L gk ik RSy R
FEEE 3 R4 AR 5 A (6 AR) 5 Ef(6 AF)
HRGIE 2.3% 22.2% 10.9%

*RMSAE 0 AELTEF (ML AE ] AL TETR)
#2: AFTFAFH T 20 EAM B FRELH
*3:DHHS; THE 2007 NATIONAL BLOOD COLLECTION AND UTILIZATION SURVEY REPORT
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A%V | fEEhd, ) &) KE _ B 3w,
T
L1 B #—Tre—F B, £ 6,000 4 (2009)
— 8O MK ST —F L CRESNTEY, 2
A FE - wys | AESTTOmF VML 2 T T o R | SRR SR TR G EE S TbA. 42T 2
< : i AR 110 BRI 3 fLA LB,
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s VET Tk TEMFL
&t i (i
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EMUEEFDOYRT I U T L TR P CHEE LS, KBFLTEM U BB LRI 41 5 THH . f/MRIC
PRI L7 9.9 BeRs, éﬁ 2B G OURO R 6.5 BEICEREINAS BN
OREAO | BRI ERBERATEEBEMOBIREEICE | 20D ARSI TS,
KNENE Th, VR ZE O EIERIC SRR 2 3R 7, A RIZET, 25me/kg (NI HEEERTE FIRED 7 ML R
PIRAE >6 TT{EH ) 0> 28 B IEEHR G- 350 O B AT
E;d;uu y)tﬂ/ o
OFRiE{ Ko E— 7NV Rz Mirasol VBRI % 6 A /08, 13 G 557 | (B ERI £ C) 7 I —T STV LT TN L & O
J A1 DORIRT AMIBN T X ORI IZ REZ O, m‘ﬁ IO A TSR LA R L IR~ ORI IR
7 ZENRERUL, )

OFUEE (x Un“i"/ﬁt“‘/(:nm&ﬁ&"//\“.’/’ﬁ\ FROMERBRA NVE FO [n vmul ERAN zJ‘/ /fo TRERIILCALy, F70 . BalR ek
ATFST | ORIEAIVEELEALARGIEARERSNTRY, & | B RS EESEL TEM LR RN l//rm't 5
FERD | BAOLEM %ﬁ/ﬁﬁéﬁ'lﬁ“tu%/mnm D %.sﬂfr;’)#%ri&@* ﬁA Thev,
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DI L5 VRT U RGALya NEDIERBE. AKATER | TEN T U R OF O R U BB T (CAD ) (41775
@ P BETDHHOTHIREDLEIR, DAL, LAY ICID BRI EEEROBER,
W,

OUEALD | VRT3 70ux B O~ T IRREOD R A R | B CH S AEA = O 0ER A SIANE TN O- TR AN

EAg T AR DSH,
URTFEL L FDA ZXOT—RICEREHDLNHE S | - AiER AR (B 38 11 AR R BV T FDA OB B L AL
(GRAS) S TS, 1 Ta,
RIS | URTIE ORI T, L EABNICEET LS Hﬂi“%aﬁq? CHTOEERRBICBVT, FEEROEEICE
T DA OFRAHDIIRHS QO BEFRDRG, £ BT 2RE T DERRBRIC BT, &
S CHEE RO,
URT I AR L MR E O/ o AZ 5 Ames T L B U TR (LA TR L R RS RS
S ) BRI &‘?Kﬁiﬁﬁ*ima AN T S i MRBRANZ S C TR 2 E i,
e -CHO %mﬂ@t:&éi&éﬁt&#%ﬁ% P FLIER BRI LR | - Ames B8R v RYL T4 —¢ TR B8R
RN, Mirasol (UAR7 700 ) LB S/ IMRIZ S B | - IO B H SR -UDS 3L -~ /e
HEERDE, (% 14-1 B18) (% 14-2 BHB)
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# 14-1 VRTIFEC (VRTZSE BN L/ PR OB RER

7oAk eIt BT
Ames 3§ VR7 20 AT O M/ MR B O b i it 8 WAL DV T R
JAZERE N R CHO /#ifa{& 8 fEiE
e $L 3R M BRI BB HERBDORRERCRE TS =2idd
# 14-2 TEMLOOBEEERR
ek TE ML K IR FE N LB NAR F R LA AR
T Aik BALTR HERIE{C AL ARG
A segh TAL537 # Pt fee it A (S9mix+) ™
mes 1O K& Ktk Bt
< AT p—= TK S9mix (+) 65 1 g/mlL T i
R S9mix(—) > 7.5 g/ml CHE =
S S9mix (+) NOEL*:2 ¢ g/mL o NOEL:3 u g/mL
REERR R SOmix (—) NOEL 24 z g/mL. et NOEL :13 1 g/mL
BT E N FLL—20 4
TEH DNA Higg 34mg/kg THet g/ke. FEEY-800 1
g/kg TN
BE7EM L -20
< A/ NG RER 66mg/ kg T g/kg . Yt 5y #E ¥ 800 u

g/kg Thatt

*1: SOmix: FFRBOBE R FHEAR 5.2 727 MOFFREY 2— P 9000G., 10 45
*2:NOEL(No-Observable-Effect Level): & K E/EF BB KO HER
FE/ MELEDIRBNE

SOONRNEROEREE.

BLREOL, MEERTEIIL EIRE S,
ST~ DO BRELEETOBE.
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R’ B = e TEMLUH
R MR o ) EARRNL. I RRRR
Ba b RREBY AR L (PASYR T (AL
10. 15, 20 BAAZ:(170mL/bag LA E) 15, 20 Bifs7 :(255mL /bag BA k)
B MUMREATS | BEAEOK 97.8% (A 20 2 5M) 1o | BAMORY 16.4% (TEk 20 £
5 %
# I, ) 1T
5 y o " BEMFF—ORENLE
HOFTo~ORE | BRERD RRERD SR R RE R I LB K — D AR
M RcRnEnD I BEE—AGRD | RE— ALY
R R 100-150mL H8h0 100~150mL ¥840
EEESLET -
BhEROEK 0/1,860 1,631*/1,860 1,6.3;;1,86; —
. ERNERE | GENEEE RRNER. FOREET
:j BESORN FORBAS—A | ZOREAS—R | LZOREBAN—R
- ERICEROTE (4 BHLLE)
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>
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IR B R RE L7 SAEE,
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RAEEE

EFHAIMAL
CROZ R

BT ABRBOIHORA MHI3R
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BE AR AL
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Mutat Res. 1982 Nov;298(1):9-16%"

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

URISEVENIDSE L DBRIEBIERDTE, ARBBROLE

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

The mutagenic potential of riboflavin and its photodegradation product lumiflavin
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
cell-free extract (CCE), lumiflavin acquired mutagenicity, while the status of
riboflavin remained unaffected. Activation of lumiflavin by metabolic enzymes
was found to resultin an alteration of its spectral characteristics.
VRISELVETOXNEEDTHINIISELDERREOAEME UMU TR
k. SOS ZOETXM, Ames HILERSHERICKYFFEL . VRISELEILETT,
Evt. ThBRICERREREDHOIGEMN otz SYMFRIOV—LBR(SI). T
F (3 HIRR D — O E G (CCE) (L& BB T, AZTSEL IR ERREEZESGL
EOIZHL URISEL OREBIEZEELRIHahof, REBRIZEDILITSEY
DFEELIE, FOBEIRGMLEELE BRI LA T AT,

B REROEHIC XY mutagenicity # BT R L AR TICERMENTHAIALITS
EE VRIS RT A BV TCRDRENTELIYE THD, PHEBIRTIZUA
TIEAINRTaMIa RREND T, VRV IE BB M MR BA P I LI TSE
UDBBESNDOIEAZRND, ZOMITONTIE, 2008 ££ 5 B 23 BICHMRSh-ZE .
EAABEERSNNSERREE TR - LEUHRESSRMERSIZ BCT
JAPAN (¥ 5%) SR H LB MICRE# STV,

BB IRZIVALERS, ARENDEL TREOERZERDY, BL0A—H
—BURTIE L2 EE T HEERERBLTOEN URTSE Y B R VEDRSE
EMRBEEE TILVOBERA, Fr URTIEV ORGSR E SR TS
VIEORRMIT OV T, Navigant(SEN —ED in vitro RELEMIERICZINE S
HERERL, RBELTHIMEL TVED, ‘
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B 2
FEMLUEIZES 10 BREHFIORARKIZDONT

RAEMNIZE O TEHE AL 8 S5805 10 BZRMEITHADIC L, BRRERD

MR AT R 15 B DL ETHD, F9072, TEMFLUERITEHRELT 10 B
REBARCIIRL T vie S, BB A M EY Cerus LR A RCBIBIRFES (1>
REH DL BioOne HIZHL 10 BATEA~ORISLBEHELTEZA, WL 21 & 11
B 12 BiZ Cerus LD ARBHIRL TORWIRITRIEA ZOFEHE AT 10 HATR
O BRBIRI DWW TIRE N,

BRESNEHBERUTOLEY (RA—V5H),

O M/ MERBEEE TR MM (11.5~15 BAT) 2 @MEEL PAS (/MR ¥
) BT EES 240~280ml £ T3,

Q7 =R EEE 1omL 22 SN BT BET 5,

Q7 ErF L RUNED Y ERET B0 0 CAD LEE 2~ 16 BFHEKE T2,

DEE# 2002 40mL (B RO 10 BEAIRFIO R IHEL, JWELT 2,

TEMLAETRIVEBRRICT TR RUF ORI BEHDORETRERT
20mL BROBETANFAEL T, SHIZ, SERESNIZFETHRAERRZN 30
~50ml, FEE FTHANL, #MMEEE 15~20%(2-3 B{ZIZRS) BELRS 752

BW22B, Liehio T, BRm BRIz (11-12 BATREE) L0 <0 M/ MR EL AR
AR 10 WATBRIA TERICTER T A1 14~15 B2 (2.8~3.0% 10"
) LD, #OSEAMPERE LN F—ICREENNTAI LI, &LIZERD
TERVEBME BN ZEHRS LOMBABEALTALLLTHENRD, FOY

EHREL ST ANASILT TRV,

0 B8RO Mm MR ER &

JiiRARE T =B

10 BT RO (7)) | 2X10" EL E 200401,

Cerus TEOREE ($L1L0%) 2.3~3.0X10™ & 240~280mL (PAS 25 {2)
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ERCEPT Blood Systems

- JRC Discussions

November 12, 2009
. Lily Lin, PhD
’ Cerus Corporation
C=ZUS INTERGEPT|H

Amotosalen iumination CAD Storage Volume
pouch container container  container loss
15720-Unit PC 15ml 3 Jiom? CAD
255-325mL” 3ImM 1LPL2410 1LPL2410  1.3LPL2410 8% (24 mi)
Uit PC 18 mi 2.3 Jem? CAD
2006 ml, ZmM 1L PL2410 1LPL2310 1L PL241D 12% (24 ML
10-linit PC 1Smt 3 Jlem? CAD
255mL 3ImM 1L PL2410 1L PLZ410 L PLIA1Y <10% {4 ml}
100 ml. plasma+155 mL PAS
I +Pre-treatment: 2.3-3.0 x10™ plts in 240-280 mL, 32-47% plasma
o
CE{US Post-treatment: > 2.0 x10° pits in 200 40 m !‘N;EE. Rg‘E'EI IgB}Eh
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