1270wy b (I/MR)

(S-59 : 7w 2y b (R TEENTNS]

S-59 VI L LB TH D, ARABREHICEDENELFREETFO DNA & 5013 RNA 22848
FTAHEXVMERFEARELTS. oty FEy M2, 3mM (1.01g/L) @ S-59 EEAS
15mL X3 17.5mL FBEIN TN 5.

K 1.3 AN R—F—

HTERERRT

sk

93




2. S59 OEREF
AL ATF MIBWTHEREFORELIZITY S L ALSHO 8-59 2N 5.

21 7ENFL 2 (S-59) OHEER

S-59 DREER
ST CivH20CINOy 7 E : 337.8

VI L AEEIERE ZEN ST e ORETH S (Cimino 5, 1985). VI L4
FIEROZNVRIRICBNWT, BRI OREFER A RO DNA KU RNA O 58 A5
RN A DAL (2 F—HhL—hF). A2F—hL—brLEVIL AT, AKNA
BBHICEDEEEERT 2L B I D CEHEERIELAANICHEA/A EZBET 5.

B 2.2.OEREF (Z0 1
ARS RS

Docking  Permanent Crosslinking

VIV AT 2 BRI EZE T 50T, WERTOBREGTEORBEERT
LIENTES. VIV RIVERHEINHERTORETIE, HEIPEHETLI LN
TERV. MR I/ARITENL EMET D 2 &R TH D, TOBREERERT
LD HEOCEEENEL LW, Liadts TivMREEREEIX A BARERAWLY I L >
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LEW DB I DEEINRNEEZSNS.
2.3 3-59 DIEAEF (£0 2)

—HEHITL-FHITELERTD
Hetical
Regions

- —~A
=A% DNA or RNA

DNA or RNA
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3. -89 ICKSRREATDOAELEE

HIEE TIZ S-59 & ABIEZE AW TER S /2 /NGB ER T ORREFOFRELEE
FELVFIRY.

% 3.1 8-59 OHERFAREEE (1)

A _ 1 /MK i3
MBI AME (95%CT) *ERE (95%CT)

I>ANA—7IA4IIR
HIV-1 (cell-free) >6.2 >5.0
HIV-1 (cell-associated) >6.1 >6.4
HIV-1 (BRIR 8RR, 284 £5) >34
HIV-2 (BE/R 7Bk, CBL20 #£) >2.5
DHBV (HBV £7J)1) >6.2 >5.1
HBV (MS-2) >5.5 4.5
BVDV (HCV 7)), NADL #) >6.0 >6.0
HCV (Hutchinson #k) >4.5 4.5
HTLV-I 4.2
HTLV-1I 4.6
CMV (cell-associated, AD169 £k) >5.9
WNV (3356 1) >5.5
SARS-HCoV (Urbani #§) >5.8
Vaccinia virus (IHD-W #£) >4.7
/Y ZRA—T AR
Human adenovirus 5 >5.2
Parvovirus B19 3.5 ->5.0
Bluetongue Virus (serotype 11, 56-5.9
Station #k)
Feline conjunctivitis Virus (FC #£) 1.7-24
Simian adenovirus 15 (AP4398 k) 0.7-2.3
PPV (NADL-2 #£) 0

AL L OV RIS E IR &/ 3BT T VOB Z A WTRIZEL, DH BRI
TRUZ, DRARROERGAAT CAEFREET ARSI NAh ol EiZHET

E, FELPREBRFARETHD L ERT.

HIV : & M R2T VA DHBV : 7 k)L BRIFHY1 VA HBV : BRIFF£Y LA

BVDV : 40 VA FHID A VR HCV : CEIFFA Y1)V X HTLV : & b T #IfUFED 1 L2
CMV : ¥4 bAH DDA JVR WNV: DIZRF T )LA SARS-HCoV : SARS & hamf o
VA PPV RTRy 7 AT 4 VA
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%32 S-59 DREETFRELE (2)

RS /MR 13
KM M ERAME
FRER
&S LTS
Staphylocoeccus epidermidis >6.6 5.7
Staphylococcus aureus 6.6
Streptococeus pyogenes >6.8
Listeria monocytogenes >6.3
Corynebacterium >6.3
minutissimum
Bacillus cereus (vegetative) >5.5
75 LR
Escherichia coli >6.4
Serratia marcescens >6.7
Klebsiella pneumoniae >5.6 5.6
Enterobacter cloacae 5.9
Pseudomonas aeruginosa 4.5
Salmonella choleraesuis >B.2
Yersinia enterocolitica >5.9
wEAE
77 LbEIEHE
Lactobacillus sp. (39A6489) >B.4
Bifidobacterium >6.0
adolescentis (00A3154)
Propionibacterium  acnes >6.5
(0DAB608)
Clostridium  perfringens >6.5
(ATCC 43150)
AEOAN—#
Treponema pallidum >6.8 ->7.0
Borrelia burgdorferi >6.9

AL ROVEBRR S EBET N OBRERBEZAWTHEL, [EEE)
TELUE D>IIAREOHRAB P ICAEFRERTIREE bkl &itbeD
&, FEEVREBARBTHLZEEFRT.

#* 3.3 S-59 OHWERTRIELE (3)

R X AME
Trypanosoma cruzi >5.3
Plasmodium falciparum >7.0
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4. ¥ §-59

RFECALERD A SRAVE IR OB S-59 1 AR I N5, B, IBRI/MIIERTS
T 8-59 D) 53% DN RAERY), 26%DILERES LIS RERY, KU 21%0%
BS59 230, NSO GERAD) XAaMERYIIIERITEEL TWaSA, HPLC
T eI EECE 5.

4.1 FEICEIZHED S-59 DELL

0 -
0=
e =,
:; 7 Plasma Pesk (PP}
- LTI
=
w0 TMP
oy {(STD)
10
- A
-
Ay F (8-59)
w‘.
FO: -
= AEAREBSR
S THAR
P D {8TD)
. ee A 8 ¢ E gL a i
. Wﬂ,f"\\*wJ 2 A A el s
ELT A
s
oty
] CADMLERER
20 THFP
e (ST
L e
-
i I A B K
> 4 o s o e

FESHEE, 300mL D M/NMRIL, 39 3.1mg DOFRE S-59,8.1mg OB RAERY KD
4.0mg DHE G BREREN Z 0.

FRER TOMERRFIC, 7RE S-59 RUNEREE 2 fRE ML B PMREEE (CAD) DUHEIZ
FVIE TSRS, CAD TOMER, 78 S-59 ORI 74~84 D 1ITETL, FEK
SEERYOREEIIN 35D 1IZ{EFT 5. CAD LEE, 300mL O Afi/MRIERETEIC
i, #9 50pg DFRE 8-59, 2.Tmg OB RERY, 4mg 2mg MO B /HFIZEE,
2mg i M/MRICEES) ORFRS U RERDYEENS. #£oT, £KE 60kg DAT
VIR 8-59 LT OALRERDOEKXKRBREIL, BAEEHZD S-59 439 lugks, WHHk
K RE R 4bpglkg, EENMERDDH T0uglkg 12/ B EEZH5NS.
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5. S-59 DAENENRER OMH

S-59 Db MBIV AHANENREIT Phase [B IZBWT., B /MRIEIER % [BS ULHE U5
WRIBSENTRDN . BE S-59 OFHRET 0. 31 M (25. 1pg/body) . i iR
DIFHMEE 1113pe/nl. EIHOFHMENL 428, Inin. AUC OE351#IT 15, Ing/L - min ThH-
7o

FERRABICBWTRP B LUFE DI HPLC THRE L /AER, EPTHEE<O1 I
— - REETNIERITHEERB SN TWA I ENIMN AT, TR IILICEN
T $-59 ORBMERFAL TWEH, FLr/ o0 BREBIUHREBESEES L TWil,
(B-MOP X /N7 1 ERABLOHRBERAGOMEL V) . EBRKRAR (5 PEUAT X) 12
B a2 TIE,. &5E B HEETIH6%DER, ) 10%IURPIZHE Nz,
FEERABRICBITAMHF TS v PR XIZBNT, 5% 48 BEEETREaNs
FRE 5-59 (CAD ALBEEE) D 51%. DX HEMINA, T, BEHK W HEFETIZ, TE
$186-87%. T0-84% i ENiz. —H. v hZBWT, FHRIERE L/ $-59 3HkE1%
WHETXTHo/z.
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6. IR DR

Invitro DFERTIES-59 IC K S RECAHEE S HRFETERHLNTNDINEL S H ABB
DEEDOHENTH O, D in vivo O HFOEHMEEME T ) TIIMAEE TEHMHR
HHENT, MAMKIEMEEE G ERREE SN ENPHAL TS,

F7-KED Phase 11T 12k A HmOBAIE% End Point & U/zERRRERT IBS JABERE & 3t&
BTENRNWTEEFILLTNS,

TREOBEHFALETSD 1BS M K- TH/MROBAREZ TH A E#HRITA N,
RECAEIZ LD /MMEOREINERIZ 7 - 8 %{ET T 225 E TOE T IEHREOMEH

Bz Tz,
1) in vitro i2BV} 3 /M HERE

#£6.1 77z L —IAM/NKRD in vitro M/NREERE

#Es HAE
s s e S T
BAEEA CAD JEML A E CAD {LF#
(N =6) N=6)
/MRS (x103/ L) 1521250 14524234
pH 6.93+0.09 6.92+0.06
T (0~400) 2794:20% 290::20*
KR a v 7 i, HSR (%) 4545 45+3
ATP (nmol/Ifi/MR 108 {#) 0.7+0.1 0.7+£0.2
PELIF (RBIE%) 51=3* 58+5*%
pCOz (mmHg) 27.0::3.3* 28.7+3.5%
pO:z (mmHg) 73.4+22.8% 84.8+22.5%
HCOs (mM) 5.6+0.7* 4.8+0.5*%
i (mM) 9.9+2.2*% 8.5+1.6%
FNa—X (mM) 1.6+1.3% 2.1x1.1%

¥ FEBEEHV (Student @ paired t HiE, p=0.05)

2) invivo I BT B 1k F

Za—P—F o RAVHFE rBAREL, BNTHYTFI/MIE Y PIiEEEAL,
BHEOMARMMEEZFRE L2, 10 FOX B ERECAEBE DMK (S-59 1500M+ 3
Jlem? A #5404, CAD ALER 6 BFR)) ZFMEL 7z, b /DR (&789FIZ 2.5X1010/) @
MMM DRE T S FAOEBMIC R Y, m/MREAIRHET6.1:2.0X103/ L5 109+38
X103/uLl, FIECABEETE6.41.5X103 L M5 111£34X 1037/ p LAEEML 2. ik
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B E o -3 D i ifn 5 0 B A HH i BFRTIE>900 B TH - 7. b Mi/MEOEIE,
ORI BT 2744226 ¥, ARE{CAERET 259112 BT L /2. 20 2 BRI
IHERH B BE G SNk o/, /M OB MR OERE EHE LA, Z
5 DFERIT in vivo DBYITETINZE W TAECABRMARD in vivo TO 1 MHEBEDHE
FENTWEILa2XHFTHEDTHS.
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7. HHR

1) SHABRIIICH OEESOH A BT TR WERL 2, #3RERHT S-59 Bld 7
259, 8-50 TARTALAB SN/ fi/MR (CAD JLE, JELE) THEEXNTND,
x 71 =R

S-59 BRHE (A RIS

AAH CAD 45 CAD Feam | O R
B a5 EER %R Ehf i L
=1 » AR SE T £
3 AEERB Eli =
7 R B E i =y E i
Binaas H i ==y
R Y S =y
VRS MR B FE i
B AR £l
2) RiERGHERR
#1712 RERGHERBROME
AR TE ﬁ%g B R S it i 3% BEE&ES
Fwk S-59 |7 HMEH&EEOEEER | Bio (BicResearch
7 B H &R Vd, 75mg/kg/day &% Z 5 | Research*! 53777)
M5 ik,
AV S-59 [ S-59, 75mglkg/day % 14 | Bio (BioResearch
14 HHE A #ik OFED G LR, 2 | Research® 54433)
Wﬁ% ?%ﬁ%ﬁﬁﬁ%émm
N7
= ‘) b S-59 | 8-59, 18.8, 37.5, 75| Bio BioResearch
28 HI[EiE H #RiR mg/kg/day % 28 HI## H | Research't 53779
N5 e Ui R, £5NhE
HIIBEE M7z,
14X S-59 [S-59 , - 5, 15, [Bio (BioResearch
7 HEhER &R 30mg/kg/day % 7 H [ | Research*! 53778)
E H#5UiER, S8
Lanzhojk.
1R S-59 | 8-59, 6.25, 12,5, 25 | Bio BRioResearch
28 HFE A 850k mg/kg/day % 28 H#H | Research™! 53780
ks B UMER, £5n2E
MR IN i o .
v b S-59 | 7 ARIEH&REGOESE | Bio (BioResearch
7HMEA#ER |B & |1, 25ml/kegday &% %5 | Research’! 53777)
A5 " .
CAD JEpLE
Fwhk S-59 |14 OEOESDEEE | Bio (BioResearch
14 HFMGEH#IR | iR & | Bid, 25ml/kgday &% X | Research™ 54433)
A5 i’ 53z,
CAD FEALE
Fv R S-59 [ 14 XiZ 28 HEE H#&5® | Bio BioResearch
14 X228 A | & & | TR, 25ml/kgday | Research®! 53779
EHERAERS | EEZ BN,
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CAD FELE
Zw k S-59 | B EITBIE 9 B PR | ClinicalTrials | CIBR55260
13 EME QIR | 1B & | BEE, TR O | Bioresearch*?
LR & MENFTRRRD 5N
}CEAD AT /R 4L N7z,
1 X S-59 | f X1z CAD JEULE D S-59 | Bio (BioResearch
7 HREEHHIR | IE & | BEE 6mL/ks, 25mL/kg | Research*! 53778)
N5 " Z 7 ORER®RS L
CAD e B, 25mL/kg(B®E S-59
0.26mg/kg) O A & Tid#H
HREEEN M.
13 $-59 | CAD JEALE D S-59{E&#E | Bio BioResearch
14 X3 28 A | B & | 5ml/kg, 25mL/kg % 14 | Research™ 53780
A RRANEE | & /2t 28 HEEHFBE L
CAD 3L 7o %58, 25mL/kg T
s\EINRhoTr.
1 X $~59 | CAD JEQLEED S-59iE 5#E | ClinicalTrials | CTBR56418
13 AR RSN | IR © | 25mL/ke % 13 8 8 (3 | Bioresearch2
AEE & doses/ Y& &5 UI-#EH, &
CAD JEL HIdEgI N ahorz.
( 3 doses/ )
1 X T i& | CAD FEOM i/ ME IR | ClinicalTrials | CTBR56535
13 JEEEIRAR | 1k & | #E 25mL/kg % 13 B | Bicresearch*?
rig5 MO | doseB)IREG LIHR, B
CAD FELH ./ | IR ERh o
{ 1 dose/ilHl) R
RN=TAHI A ¥ | CAD R @ 1fi/NMRIBE | BioResearch*! | (Bio Research
14 HRIBIZEIR | 1 4 | #k 256mL/kg % 14 HIEB R 54359)
[E5E= A0 By | e UEE, #EiaRs
CAD 2R bRl | SRzl
( 6 dose/14days) | /iR
( ) :IFERAZL. VI IX RIS CTEN.
*1 : Bio Research Laboratories Ltd.
87 Senneville Road, Senneville Quebec H9X 3R3, Canada
*9 : Clinical Trials Bioresearch Ltd.
87 Senneville Road, Senneville Quebec H9X 3R3, Canada
*6 : Battelle
505 King Ave Columbus, OH 43201-2693, U.S.A.
3) BAEMRE:
= 1.3 PARERBROME
MEE | S e wfiR | HHES
p53 BRTFATD | S-59 | #HBRMEIZL 2P AR | Covance’? Covance
BEABMNI LAY RO sNaho 7. 6918-102
IZWIRTA 589 | RTF4Tarbn—
26 AR REIRN | B & | V#@-I7 L2 P20H
&5 ’, NWTHE, BEREDBIT LR
CAD {3 /FEE DB R, BAT LE/RF
FREEFRLE.

*3 : Covance

9200 Leesburg Pike Vienna, VA 22182-1699, U.S.A.
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4) Bk

#x 14 HE-EERBRORE

secs | SR EO TR | ANER
T— A5 S-59 | CHTEMEIL R O FFFE T BT | Microbiological | (MA 59-006)
(TA98, TA100, H5d, TA1537 R THHE | Associates, (MA 59-012)
TA1535 ZR LTz, TOMDOHETIE | Inc.* MA 59-016
TA1537, RiEThok.
WP2 uvrA
WP2)
I— A ARER A 7E | BHE ML R OFEAICE | Microbiological | MA 59-009
(TA98, TA100, |fk & | BT, £THT AL —T | Associates, MA 59-011
TA1535 s B ¥ | e Tohot Ine.*
TA1537, i
WP2 uvrA 7R
WP2)
CAD FE4L88
RN § - B | RBEEAERESFETFTO | Microbiological | MA 59-014
(TA98, TA100, | @ @ | TA1537 # Tk %~ L | Associates, MA 59-016
TA1535 AT | 7o, EOMOWERTIHREMET | Inc
TA1537, b »oi.
WP2 uvrA #H &
WP2) t ki
CAD FEHLE /R
NUAD T F | S-59 | RETEHRIEFETITH | Microbiological | (MA 59-005)
—< TK A5 WT, 7.5 g/mL LA LD | Associates,
ETHBETHo7. KRB | Inc.™
HREETIEBNT, 65
I ,;;i/mL DRETEETH
27k,
RTAY 74 | &I | AAHIEERIEFTE F R T | Microbiological | MA 59-008
—< TK # 5 {40 | RBHE S RFELATIZB W | Associates,
CAD FE2038 BE| TbhEETHO. Inc.*
o i
N
ek REE | S-59 | fAHHEE RIEFHTITH | Microbiological | (MA 59-007)
(CHO #il2) T 5B KEERED TS | Associates, MA 59-015
VY, 2ugmL THo7z. | Inc4
RMEERFLTICHT
LSERNIEEAEDOEESHE
1&, 24ug/mL THolx.
etk R HER | & F | AABHEHE RIEFEAE T R Y | Microbiological | MA 59-010
(CHO #1fD) b | RHEERAFETITB W | Associates,
CAD E4LER HE|TbHRETH-. Ine.*
= i}
/R
ik REHE | B 8| RBENERIEFETICH | Microbiological | MA 59-015
(CHO #RiD) B & | F5RKNIEEHAEDFEY | Associates,
CAD FEALTE TE | BV, TRE S-59 B 34 | Inc4
it % | g/mL THolz. REHEE
BE|RFETCBIT5mAME
vhi | EREOFIER, ®RE
/R | 8-59 IBE 131 g/mL TH
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-7z,

BBAE | e B R SE MR RS
UDS # & S-59 | 34mg/kg(RE X 5 5)ITH | Microbiological | (MA 59-002)
WTRHETH- 2. Associates,
Inc.*4
UDS il A~ 15 | #B8 S-h9 B 200 i g/kg, | Microbiological | MA 59-004
CAD FEMLER b A | el A iR 800 1 | Associates,
% | gke (BRESE)ICTH N | Inc
vhin | CTRYETH- .
/MR
T ANEGRER | S-59 | 66mglkg(fR =% 5 8)IZ3H | Microbiological | (MA 59-001)
WTRETH 7. Associates, (MA 59-013)
Ine.*4
RUAMNERR | A F | BE S-59 B 200 1 g/kg, | Microbiological | MA 59-003
CAD L5 b 2 | RIGERIEE 800 1 | Associates,
M gke mEaESGE)ICHBWL | Inc™
thil | TEETH- .
N
() :HRAERRZL. U7X BT TEM.
b) SRR
# 7.5 HEEHABROME
SRk i ST EHE | EEES
Fw b S-69 | 2Zfkd 28 ARTL D 25mL/kg % | Argus Argus
RS () |R & | S5 LE BIBICHT 52811 | Research | 2319-009
CAD 4LH/FE4058 i #HEsNlaho /. Labs*5
Zw b S-59 | B2 15 HAETL O 25mL/Akg & | Argus Argus
RN G (M) | R & | 85 Lz RIBICHY 28 | Research | 2319-004
CAD L /FEA0IE i3 Bexhiahorz. Labs*s Argus
2319-012
Zw b S-59 | Rk 6~17 BRIZ 25mL/kg | Argus Argus
BRA#RES (B4F |RE | 2EOKRS L. BHMEEME R | Research | 2319-003
fE & FAEFM) CAD | K FEEBHIIER Mo/, | Labs™s Argus
AL /FEALER 2319-013
A S-59 | ACHiTE 6~19 HRIZ 25ml/kg | Argus Argus
RS (HAFE | R 6 | 2EHEEG L2, BEFEERTD | Research | 2319-002
& FEAEETE) i REFHIIREENZM o/, | Labs™
CAD L2
AN S-59 | WhLE T Mo EHE TI Argus Argus
HIRNERSG (BEH, 1B 2 | 25ml/kg Z#H &S5 L7, Fo | Research | 2319-007
EROREFTRT) i3 KO F1iZHT 23513852 S | Labs's
CAD #LER NiEholz.

*5 : Argus Research Laboratories, Inc.
905 Sheehy Drive, Building A Horsham, PA 19044-1297, U.S A.
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L

& 8.1 ATRACHLEE if /MR O B ARAUER O B4

SR SEFU S | MM - B AT E Eﬁgiﬁ WEE -
e N5
S5 MMb B REEZE D p 1 24
1A BB BHER i/ (CAD 3¢ | PR & e (1 H0
ZUAA—IN— | L) 10ml A
G BEEk | ARAR S-59 DB (1
91:7\2“——1\— = 0
AR S NT— M REZEC p 1 16
KR | e o B4 & ey
HBéﬁﬁ ‘"/.‘/ﬁ)b?‘—b‘ ﬁ[%ﬁggﬁgﬁ 1 15
., TA-TA | UMKy R | Ee e
Bk FREE 10ml
/AN R A E 83 a5
IC B 7 5 Lt 7 7zl —3 A | Template Hi bR, 1 32
HH o PR R & —EEhk m/hi 2 fE5# | CL, CCIL, ILife, & | (1R
i /R B i O 4—)N— | BRE EE@in 1 7=10)

; 2 = N74—3d—~ | CL, CCIL IEififig, M | K& (14 103
DMBIMAE | 7700 | ik fwm | ARER LR, A | 1 2 )b
A ﬁﬂﬁ?— B xfEmm 8 | IR, @mid | b 8 &

HEET PR, e i i)
e TR
\ 3 =~ N i raded/4 2
RERLHEAR | 72700 |\ @ mawin 4 | f. CL CCL ki |0 43l
1 /MR ﬁyuﬁ HEET BE, /MR i =) 3, fi1)
FR MEBREA 1 =18, B
iy
ERMNEE B ARt BR | @ R NF4—d— ] CI, CCI, 1-ng, it | R (48 20b
INT 4 —d— b | 2707 —4| i B | DMRERGRmERO | BELL)
/v ; —HRTOA—| B REEm 4 | BmEE, s,
— Ry TSR A ET i 0 K2 e
RSBz | 74 Ak FIrlb—¥X CI, CCI, 1:bmgE, m | KiE(4 8 42
F7xl—YX| —EE#® /b S ANACH M PR FRm | MEAL)
/g ; A HF 87 EEm R m g, @i
—E By 4HHET B, &= s

a
b

Az 1 @M LR g E GHErIRES) DR
R TITh BN BT A SR O 19 Fl 2@ A L U TRIA L7z,

INEEBLE 9 HOBERBVWTNIZBW TS, M/MRIBERZRE/LIL
HEHT LKL T, FOEERUNLEEEIZHB W TARDLE I /NRITE B RIE

F 5TV,
=R LRI
D HINTWR.

Hid
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Mont Godinne BTC: platelet utilization during 3 years prior to
and 3 years after INTERCEPT
JC Osselaer, C Doyen: BTC Mont Godinne

Parameter Prior Period INTERCEPT
All Patients™ (n) 690 756
Platelet Transfusions (n) 6829 7538
Mean days of support 13.6 13.1
Transfusions/patient 9.9 10.0
_m_smv:#ﬁo_o@_v\%u¢ Patients 536 359
Platelet Transfusions (n) 5846 6718
Mean days of support 29.3 25.5
Transfusions/patient 20.4 18.7

**Includes hematology, oncology, surgery and general medical patients
*** Hematology patients only
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Residual Risk of Bacterial Sepsis

After Bacterial Culture of Apheresis Platelets:

American Red Cross Eder et al, 2007 (in press)

« 20 septic reactions (3 fatal)

» 1,004,000 tested products ~1:59,000

Canada Ramirez-Arcos et al, 2007 (in press)
* 2 septic reactions (1 fatal)

« 82,004 tested products ~1:41,000

Holland deKorte et al, Transfusion 2006

e 2 septic reactions

e 113,092 tested products ~1:56,500

Germany Schmidt et al, Vox Sanguinis 2007
o 2 septic reactions (1 fatal)

e 11,037 products tested ~1:11,000

BioOne Corporation
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Impact of INTERCEPT on production

Control period
Apheresis 5 Amicus
Instrument 3 Spectra
Apheresis 2 576
procedures
Mean yield 6.56 X 101!
Expiration rate 9.1%*

*5-day shelf-life. 17-day shelf-life.

Osselaer JC. Presented at ISBT, Athens, Greece, 2005.
BioOne Corporation
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All Patients

18 months before and after implementation of INTERCEPT Platelets

Period Control
Platelet transfusions 3,528
Patients receiving 359
platelets

Platelet

transfusions/patient 10.0
RBC transfusions 9,506
Patients receiving RBC 1703
RBC transfusions/patient 5.6

A

+11%

+14%

-2%

+21%

+19%

0

Osselaer JC. Presented at ISBT, Athens, Greece, 2005.

BioOne Corporation
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Acute transfusion reactions

 Each transfusion was assessed for acute transfusion reactions in both
the control (C-PLT and C-RBC) and INTERCEPT components (I-PLT)

Control period

Component C-PLT C-RBC

Months 18 18

Transfusions | 3,529 9,551

Reactions 1.3%* 0.4%
*p=0.002.

Osselaer JC. Presented at ISBT, Athens, Gregee 20084 ation
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Clinical experience with INTERCEP
platelets and plasma in France

Pilot «— 100% Intercept
Center platelets H

EFS
Réuni Dengue fever
Chagas
disease
EFS
u )
EFS

o

HV Intercept G Andreu 2008 02 29 Frankfurt 7

e 232,000 platelet doses (200
e 292,000 FFP doses (2006)

»\ Epidemics of :
Chikungunya
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Demography of patients receiving

platelet concentrates (PC) at EFS-Alsace

PC
(100% plasma)

1/1/2003 — 1/2/2004

99.6 %

PC

(35% plasma+65% T-Sol)
1/9/2005 — 1/6/2006

95 %

PC INTERCEPT

(35% plasma+65% Intersol)
1/9/2006 — 1/8/2007

99 %

Patients (n) 2,050 1,678 2,069

Age (yrs) (median) 61 62 63
(mini) <1 <1 <1
(maxi) 94 98 96

Sex male 1,178 (58%) 1,035 (62%) 1,260 (61%)
female 872 (42%) 643 (38%) 809 (39%)

Onco-hematology

Cardiovascular surgery

General medicine and

surgery

56 %

7 %

37 %

51 %

6 %

43 %

58 %

6 %

36 %

BioOne Corporation
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Platelet concentrates (PC) transfused™

at EFS-Alsace

PC PC PC INTERCEPT
L0030 12008 1192005 - L6/2005 | 1012006 - 1812007
99.6 % 95 % 99%
Patients (n) 2,050 1,678 2,069
PC transfused (n) 10,629 9,151 13,241**
Mean / patient 5.2 5.5 6.4
Median / patient 2.0 2.0 2.0
Minimum 1 1 1
Maximum 104 114 289
Platelets x10%!/ patient
Mean 26.9 24.2 27.0
Median 10.4 8.9 8.4
Minimum 0.2 0.2 0.5
Maximum 450 445 1,149

* Ratio LR-BCPC/LR-APC :
PC

62/38 -

** 2105 BOPE CYRTREP PC : 20 % : 3-5 PC : 23 % : 6-50
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Adverse transfusion reactions during platelet concentrates
(PC) transfused at EFS-Alsace

(1) PC (2) PC (3) PC
(100% plasma) (35% plasma+65% T- INTERCEPT
1/1/2003 — 1/2/2004 Sol)

(35% plasma+65%

99.6 % 1/9/2005 — 1/6/2006 Intersol)
95 % 1/9/2006 — 1/8/2007
99 %
Patients (n) 59 33 30
. 67 41 37*
Adverse reactions (n) (11 RBC Imm) (16 RBC Imm) (19 RBC Imm)
Adverse reactions/1000 PC £ 3 27 1.4
(n)
Patients with reactions 2.9 % 2% L7%
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All 3 periods : No bacterial sepsis
All 3 periods : 145 adverse reactions : SEVERITY grade 1 =61 %; grade 2 =33 % (46 RBC
immunisations)

IMPUTABILTTY grade 2, 3, 4 = 87 %; grade 3 and 4 = 70 %



Red blood cell concentrates (RBCC) transfused
to patients receiving PC at EFS-Alsace

PC PC PC INTERCEPT
L0030 D208 1192005 - 162006 Lf2006 - 1812007
99.6 % 95 % 99%
ﬂwzmim 1PC+1RBCC 1,715 (83.7%) 1,395 (83.1%) 1,763 (85.2%)
RBCC (n) 24,691 17,873 23,886
Mean / patient 14.4 12.8 13.5
Minimum 1 1 1
Maximum 128 155 307
PC transfused (n) 9,953 8,553 12,626
Mean / patient 5.8 6.1 7.2
Minimum 1 1 1
Maximum 104 114 289

BroOme-Corporation

117



EFS-La Réunion : acute reactions following
transfusions of INTERCEPT treated APC

(M F Angelini-Tibert and P. Rasongles)

. . INTERCEPT Reactions per
Patient Group Period APC
transfused 1000 APC

All Patients 1/2005-12/2005 1194 92.0
Pediatric 1/2005-12/2005 366 218.0

All Patients 3/2006-3/2007 1948 0.8
Adults 3/2006-3/2007 1370 4.4
Pediatric 3/2006-3/2007 489 26.6

Infants 3/2006-3/2007 89 0
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CHFO-La Xeulliorn . Advelrse reacuorlis

with INTERCEPT treated Apheresis PC
-1

(M F Angelini-Tibert and P. Rasongles)

year 2005 2006/3 - 2007/3

nb of patients

nb of apheresis PC

nb of adverse reactions

Adverse reactions / 1000 APC

HV Intercept G Andreu 2008 02 29 Frankfurt 13
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EFS-La Réunion : Adverse reactions
with Intercept treated Apheresis PC -2

(M F Angelini-Tibert and P. Rasongles)
O nb of apheresis PC B nb of adverse reactions

1400
The use of Intercept APC lead to a
1200 dramatic decrease of immediate
adverse reactions
1000 - 3.51t0 0.4 % in adults (> 18y)
22 10 2.2 % in infants (0 -18y)
800
1370
600 -
400 828
578
200 - 366
80
29 6 13
O | — :
adults 2005 adults 2006 pediatric 2005 pediatrics 2006

HV Intercept G Andreu 2008 02 29 Frankfurt 14
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Clinical experience of Intercept at EFS
Alsace-1

Intercept implementation PC in plasma PC in PAS Intercept

date 2003 /1 to 2004 /1 | 2005 /9 to 2006 /6 | 2006 /9 to 2007 /8

nb of months 13 10 12

nb of patients 2 050 1678 2 069

median age 61 62 63

Male / female 58/42 62/ 38 61/ 39

onco-hematology 56% 51% 58%

cardio vascular surgery 7% 6% 6%

121

other 37% 43% 36%

nb of PC delivered (APC/RPC=40/60) 10 629 9151 13 241

Mean PC / patient 5,2 55 6,4

Median PC / patient 2,0 2,0 2,0

Mean platelets 10/ patient 26.9 24.2 27,0

Median platelets 10™ / patient 10,4 8,9 8,4

Mean RCC / patient 14,4 12,8 13,5

15
2008 02 29 Frankfurt



30 -

25

20

15

10

Clinical experience of Intercept at EFS
Alsace-2

@ Mean platelets 10el11 / patient

M Median platelets 10el11 / patient

PC in plasma PC in PAS Intercept

HV Intercept G Andreu 2008 02 29 Frankfurt 16
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Clinical experience of Intercept at EFS

I nb immediate adverse reactions /1 000 PC
-&- %%opatients with immediate adverse reaction

3,5%
6 | 2,1% -+ 3,0%
-+ 2,5%
-+ 2,0%
-+ 1,5%

+ 1,0%

- 0,5%

- 0,0%
PC in plasma PC in PAS Intercept

HV Intercept G Andreu 2008 02 29 Frankfurt 17
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AThE, ISR T HRELRTOBADBAITAL,
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EIES =R SRR FELAIE A, W3,
AFLUTIN—IC&BMEDTEL RREFEDYRIEEEL T, 1996 F LIRS AEL-FHOMMIZ A
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1. BRERFARELHR

2R27BEAERICK I HERT S
1) XS (BRRARA—D—ER) IZ&SFHEDOHE
RE A AFLUTIN—|VRIZHRU | TEM LY | TEM LURHRE
BREF m#E /M /R m/x
HIV >55 >4.4 >6.0 >6.0
f? HBV >49 — >55 >55
1 HCV >6.2(BVDV) - >45 >45
)L |HPV B9 >40 — — —
A |WNV >65 >5.1 — >55
SARS — — — >58
HAV 0 — — —
S.epidermidis — >4.1 >6.6 >6.6
#  |[S.aureus — >35 >6.5 >6.6
B  [MRSA — >49 — —
Y. Enterocolitica - — >59 >59
T Pallidum — — >6.8 >6.8
& Leishjmania — >50 >52 >52
=2} P falciparum - - >7.0 >7.0
T.cruzi — — >53 >53
— . T—ARL
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