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BRIZNTHREILREN
- IAA—TY9AILRX-

A ILR Log reduction (1mi#H7-=Y)

(envelope) /g * i #&
HIV Cell-free >6.2+0.1 >6.8
HIV Cell-associated >6.1+0.3 >6.7
Clinical HIV-1 >3.41+0.4
Clinical HIV-2 >2.5+0.3
HBV >5.5 >4.5
HCV >4.5 >4.5
HTLV-I 4.2+0.1 >4.5
HTLV-II 46+0.1 >5.7
Cmv >5.9+0.3
WNV >5.56+0.4 >6.8
SARS-HCoV >5.8 >5.5

*Lin L et al :Transfusion 45:580-590,2005
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WRIZH T HFEFILREN
-/)oxoRO0—T9Af )L X~

AILR Log reduction (1mid1=Y)
(non-envelope) i /Mg 1 %6
Human adenovirus 5 >5.7 26.9
Parvovirus B19 3.5to >5.5 1.8
Bluetongue virus 5.6t05.9 5.1

*Lin L et al :Transfusion 45:580-590,2005
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WRIZHTHREILREN
— bR —

Log reduction (1mld&71=b))

Gram-positive

x-|

(aerobic) . /MR s
Staphylococcus epidermidis >6.6+0.1 >7.3
Staphylococcus aureus 6.61+0.1

Staphylococcus pyogenes > 6.8+0.1

Corynebacterium >6.3+0.1

minutissimum

Bacillus Cereus >5.56+0.2

Gram-negative (aerobic) /> 1 #§%
Eschericia coli >6.4+0.1

Serratia marcescens >6.71+0.1

Klebsiella pneumoniae >5.6+0.2 27.4
Enterobacter cloacae 5.94+0.1

Pseudomonas aeruginosa 45+0.1

Salmonella choleraesuis >6.2+0.1

Yersinia enterocoliticus ﬁ; 5.91+0.2 >7.3

*Lin L et al :Transfusion 44:1496-1504,2004
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BRI TSR EILRES
— SR —

Log reduction (1mli#H7=Y)

/i
Lactobacilus sp. >6.4+0.1
Bifidobacterium adolescentis >6.0+0.4
Propionibacterium acnes >6.21+0.2
Clostridium perfringens >6.56+0.1

Lin L et al :Transfusion 44:1496-1504,2004
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BRI T SR TEILEEN
—ZDfth—

Log reduction (1mli&H7=Y))

m/hix I 8%
Borrelia burgdorferi (54 .L%) >6.9+0.1 * >10.6
Treponema pallidum 6.8+0.2t07.0+0.2* >5.9
Trypanosoma cruzi (3 v—H %) >5.3+0.3 * >5.0
Plasmodium falciparum (3" 7) >7.0+0.1# 26.9
Babesia microti >5.3
Bk T-Cell >5.44+0.3

*Lin L et al :Transfusion 44:1496-1504,2004
**Castro E et al: 47th ASH annual meeting,2005
#Dupuis K et al: 8th Regional European Congress of ISBT,2003

12 Copyrights © 2008 BioOne Corp. All Rights Reserved.



?’i BioOne Corporation

INTERCEPT Blood System versus gamma irradiation:
Extent of nucleic acid modification

INTERCEPT Blood 2,500 cGy gamma
System irradiation

Leukocyte inactivation?.2
Inactivation (LDA analysis) >5.4 log >5.0 log
Frequency of DNA modification ~1/83 base pairs* ~1/37,000 bases™*
Cell-associated virus inactivation®
CMV >5.9 log PFU/ml Not effective
HIV-1 >6.1 log PFU/ml Not effective

« The INTERCEPT Blood System modifies nucleic acids more
extensively than gamma irradiation

« The INTERCEPT Blood System provides effective inactivation of
both leukocytes and leukocyte-associated viruses

*Stops transcription and replication. **Stops replication. 1. Grass J, et al. Blood. 1998;91:2180-8.
2. Grass J, et al. Blood. 1999;93:3140—7. 3. Approved product claims under CE mark.
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X E ¥ I 5R

1t i 3H R

IBS# g

n=318 n=327 Value
Grade 28 (%) 58.5 1.5 0.80
Grade 3 Xi¥4 HmmBE % 4.1 6.1 0.24
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FEEZRATNRR (FIEEAR)

KE L

INTERCE %8 INTERC 3t
PT  (n=327) EPT (n=51)

(n=318) (n=52)
EHRESFR (%) 99.7 98.2 100 100
Grade3/4 (%) 27 25 27 25
(%) A4 5 8 8
S & &G 3* 4 6 6

*:P=0.05
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INTERCEPT platelets : European
experience

« >120.000 doses transfused in
clinical use

« 56 centers 16 countries

— Austria, Belgium, Denmark,
France,

— Germany, Holland, Italy, Norway,
— Portugal, Scotland, Spain, Sweden,
— Switzerland, UK, Samara, Russia

The INTERCEPT Blood System in
routine use in blood centers across
Europe

_EFS. o
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EFS-La Réunion : Adverse reactions with
INTERCEPT treated Apheresis PC -1
(M F Angelini-Tibert and P. Rasongles)

year 2005 2006/3 - 200713

nb of patients

nb of apheresis PC

nb of adverse reactions 19

Adverse reactions / 1000 APC 91,3 9,8

HV Intercept G Andreu 2008 02 29 Frankfurt
26 Copyrights © 2008 BioOne Corp. All Righ 2




Adverse transfusion reactions during platelet concentrates
(PC) transfused at EFS-Alsace

(1) PC (2) PC (3) PC
(100% plasma) (35% plasma+65% T-Sol) INTERCEPT
1/1/2003 — 1/2/2004 1/9/2005 - 1/6/2006 (35% plasma+65%
99.6 % 95 % Intersol)
1/9/2006 - 1/8/2007
99 %
Patients (n) 59 33 36
Adverse reactions (n) 67 M 37
(11 RBC Imm) (16 RBC Imm) (19 RBC Imm)
r ion
Adverse reactions/1000 PC 53 57 14
(n)
Patients with reactions 2.9 % 2% 1.7 %

Period 3 : *Fever/chills : 8 : allergy : 3 ; TRALI : 1 ; RBC immunisations : 19

Period 1 : 1 death volume overioad (2 RBCC + 2 BCPC)

All 3 periods : No bacterial sepsis

All 3 periods : 145 adverse reactions : SEVERITY grade 1 =61 %; grade 2 = 33 % (46 RBC immunisations)
IMPUTABILITY grade 2,3,4 = 87 %; grade3and4=70%

/\‘
27 Copyrights € 2008 BioOne Corp. All Rights - EFS.
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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 INTERCEPT period
Component C-PLT C-RBC I-PLT C-RBC
Months 18 18 18 18
Transfusions 3,529 9,551 4 051 11,493
Reactions 1.3%* 0.4% 0.9%* 0.4%

*n=0.002.

Osselaer JC. Presented at ISBT, Athens, Greece, 2005.
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Platelet concentrates (PC) transfused*®

at EFS-Alsace

PC PC PC INTERCEPT

(100% plasma) (35% plasma+65% T-Sol) (35% plasma+65% Intersol)
1/1/2003 - 1/2/2004 1/9/2005 — 1/6/2006 1/9/2006 — 1/8/2007

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 x10'1/ 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 : 62/38 - **21% :1PC ;34 % :2PC ;20 % :23é-5 PC; 23 % :6-50 PC

Copyrights © 2008 BioOne Corp. All Rights - E FS -
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All Patients(Belgium)

18 months before and after implementation of INTERCEPT Platelets

Period Control INTERCEPT A
Platelet transfusions 3,528 3,932 +11%
Patients receiving 359 400 +14%
platelets |

Platelet | 10.0 9.8 2%
transfusions/patient |

RBC transfusions 9,506 11,471 +21%
Patients receiving RBC 1703 2031 +19%
RBC transfusions/patient 5.6 5.6 0

Osselaer JC. Presented at ISBT, Athens, Greece, 2005.
30 Copyrights © 2008 BioOne Corp. All Rights Reserved.
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BRI THREBINTEY . RINEEICET2BEANEATLS,
Cell-free DA ILADH7:5T , cell integrated, provirusIZHEZh R A H S,
- HEBRENTEIILGD,
CMVEDDIAIWADTANNFEIZG S,
HERRICHT HRV)— VT REBEODBEANFEIZLGLAIEEMNH D,
RN CIEEMERAFFED-HDMSHREBHZHIEL TS,
g 1% O 2% RIs N D775,
o HEOHFTFERTOEMITHERELLNTEL,
« IBSALIEFDM/PMMRRERIL. BN TIX7ABOREFEHBHAEREIN TS,
o MEFDES%ZFM/NMRAEAFETERT S0, ESN-MBEOH-GFAA
ENEZLND,
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A =TTy R AFA (IBS) BYSLVAEHD 1B THITEITL Y (8-59) ZHWN
TR D ORERE ARNELTEATLTH S,

1. BLRT LD
MARROES AT L, TRV —Yasty s, oty Py b (MR, BRIV
F—F—LOBREINTNAE.

11 7vnNb—3aty b

Z11 A 25—/ ILOHMR
1) : BFEERS RS
2) : CPD, MAP, EMEMERSOMT & UTEEFA.  EP [UERA.

% 43 ERNIZASE WHEE
HibrhUoAD 814 mg 4.52 ¢
B MU L - Sk v 796 mg 442 g
K TUEE U DA - KA D 572 mg 3.18g
KD KR RUTLY 549 mg 3.05g
) UEBZAFEF R DT L - KN 2 189 mg 1.05¢
FEHHKD 180 ml 1000 ml
pH 7.2

(15— : TLL—alty PREEFNTWS]

A 2H =) NVRAEI AT L THEAICFECLAEEZT O ORI ETHRTH S, AELLE
ZITOBRICABEHRERNT 35% M 65%1 & —VINIHET 57D, WMIREFEICEHINT
WSMMORERET ENTES.



270ty 2y b (i/MR)

(8-589: YOty /vy b (I/MR) IZEENTWS)

S-59 1V T L ERMTH D, ARINREEIC X DIENALHERET O DNA % 5013 RNA %248
THIERIOVFREFEFRELCTS. Yoty Pty Mo, 3mM (1.01g/L) @ S-59 ¥EHEH:
15ml Xid 17.5mL FBHEI N TV S,

K134 3R—~—

f reneen

. Wumiy




2. $-59 DIEREF
B AFLIBVWTHEERFOFELICEY IV ALEYD S-59 2B 5.

K21 7ERFL2 (S-59) OHER

O/ NH, . HCi

S-59 D#EEN
D92 0 Ci7H20CINOs 43 FE : 837.8

VI L ALEIIBEZENETHILEMDRETH B (Cimino 5, 1985). VIL 4
FIENBEDIRORBIZBWT, BRI ORFEAR R ERO DNA XU RNA @ 58 AR
IHRRMICAYRAD (1 2F—hAL—h). A125—hAL—bLVIL 2T, A%
HRHICLDEELEZZTSEPY IV OHBELRSLAANCEEREZERT 5.

K 2.2.D1ERE&F (70 1)
ARSI RS

Rt i

REEFO
DNA or RNA

VI LIHTIE 2 BROKIEERMER T 20T, KHRETOBGRTEORBEHKT
BIENTES. VI IRIVENSNRRETORRTE, HEIPHERTII LA
TERV, MR MAMII TN LT 2 ZEARVWHIRTH D, TOMEERET
Bl RBORREELEE Lz, Ledto TIMUBEEEL A RAREHWLY T >



LEPOERIIc L DEEIN W EEZ SN S.
2.3 3-59 DIERF (T 2)

AWML —AMARE TS
Reglons

- — A8
=& DNA or RNA

DNA or RNA

-1



3. -89 (CKBMRAFDOTIELEEN

MAEFETIZS-59 & ARABEE AW TERBI N U/MUBERY ORERTFORE{LEE
HELNTFITRT.

# 3.1 S-59 DIRIER-FAE{EE (1)

" Hfit /MR k3
b)) 8% S -
*HERAE (95%CI) X R E (95%CT)
IoAA-TJUAIR
HIV-1 (cell-free) >6.2 >5.9
HIV-1 (cell-associated) >6.1 >6.4
HIV-1 (RS EERR, Z84 1) >3.4
HIV-2 (B R 538E#R, CBL20 £F) >2.5
DHBV (HBV £5))) >6.2 >5.1
HBV (MS-2) >5.5 >4.5
BVDV (HCV E£5)l, NADL #) >6.0 ~6.0
HCV (Hutchinson #f) >4.5 S4.5
HTLV-I 4.2
HTLV-II 4.6
CMV (cell-associated, AD169 #k) >5.9
WNV (3356 k) >5.5
SARS-HCoV (Urbani #§) >5.8
Vaccinia virus (IHD-W ¥£) >4.7
S IoAA=TI914NA
i 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

AEL LS EER E A IIBMES N ORREREBRE A WTRIEL, B E]
TELE. “OUIINABEZOERRBDICAERBERTARE I b2l EicbED
&, FELPREBERRBTHDLIEERT.

HIV: b MMEELREY 1)L A DHBV: PN BRF£T VA HBV : BRFNRT 1 IVA

BVDV : A WA TH TR HCV : CREFFAD1 VX HTLV : & b T st 1 VA
CMV : ¥ R AHOIDA A WNV: DLARFAII1ILA SARS-HCoV: SARS & hanF+w-1
JVA PPV : NSHhw T AT 4 IA




#32 S-59 DHERTAELRE (2)

R IR /MR 5
8 AME X B AME
FRER
o5 AR
Staphylococcus epidermidis >6.6 5.7
Staphylococcus aureus 6.6
Streptococcus pyogenes >6.8
Listeria monocytogenes >6.3
Corynebacterium >6.3
minutissimum
Bacillus cereus (vegetative) >5.5
75 LhIRIER
FEscherichia coli >6.4
Serratia marcescens >6.7
Klebsiella pneumoniae >5.6 5.6
Enterobacter cloacae 5.9
Pseudomonas aeruginosa 4.5
Salmonella choleraesuis >6.2
Yersinia enterocolitica >5.9
o SaRkd]
o2 ABGMEE
Lactobacillus sp. (99A6489) >6.4
Bifidobacterium >6.0
adolescentis (00A3154)
Propionibacterium  acnes >8.5
(0DA6608)
Clostridium  perfringens >6.5
(ATCC 43150)
AOn—#
Treponema pallidum >6.8 ->7.0
Borrelia burgdorferi >6.9

AEAL L INVIR AR £/ 3BME TV OBRMEREE A WTHIEL, HEEE)
THLE. D'RABRBROHEREN PICEFRERTRREB IR0z &IIbET
&, FEEVBRHBRRHTH D ZEERT.

# 3.3 S-59 DWERETFARIELEE (3)

/42 ) R EWAME
Tyypanosoma cruzi >5.3
Plasmodium falciparum >7.0
6



4. B%ES-59

AEACALED A FHVERE OIRIC S-59 1 XXM IND. BHE, B/ MIIERETS
FET S-59 DI 53%DERENRERY), 26%DIEES LI RERY, R 21%DE
B850 280, INSODERE GEAIAD) XM 3EEIBEL TWwah, HPLC
T eI ETE 5.

X 4.1 RIE{CALEEIZ #D S-59 DL,

L

=
Plasma Peok (PP)

ALTER

T™MP
(STD)

sasugns 3l

{ i
H
F:w—

F (S5-59)

]
»

ABSHRRERR

TMP
(5T

o

catutd

€ 0 0
»r
?w
o

mn
—
>0
%

3
>

CADRIB{R

TMP
(STD)

:MEP\ A K

+ ¥ v ¥
> 13 w0 6 g min

1333888

WS %, 300mL QR M/NMRIL, 7 3.1mg DR S-59,8. 1mg O FEEE e AR LM KO
4.0mg OFEG T RERY EZ V.

R TOERRIC, 7R¥ S-59 RO FRERYIILEYREIE (CAD) OUEIC
KDETEHS. CAD TOME®, ¥ S-59 ORI T4~84 HD 1ITIETL, FBixHk
SRRERYOBRERIIN 3 70 1 IETT 5. CAD MK, 300mL d A /Mg Rz
id, # 50pug DOFLE S-59, 2.7Tmg OWHENEHRAERY), 4mg Cmg lFMFOH > FIZHES,
2mg i/ MRICESR) OREREE U ARERYVEENS. > T, KE 60kg DAT
W78 S-59 LT ORSMERMOBRREERIL, BAEESHRLD S-59 13 1pgkg, Ik
FERIERRMDH dbpglkg, AN ERERPH Tougkg ILRDHEEZ LN,



5. S-59 OAERNEIEER MU

$-39 O & MBI AEHNENREIX Phase 1B IZB W T, BTM/MIEIER% [BS A U #EF
KRTREMSTIRON, R S-50 OTBAL 0. 311N (25 1pe/body) . il P 4IE
DN 1113pg/nl. HHHI O TN 428. lnmin, AUC @O F¥24EEX 15, Ing/L - min THo
7zo
EHBERRICBNTRDBLVE TP Z HPLC TRE L 2R, P TEE 01 F
— U BRHEENEFTHEERBEIN TSI ENIMN A /. EERTINICBN
T $-59 ORMEBRNLTHBN, V0o ERABLUKRBEAIRES L THRN,
(8-MOP X7V 7 o B RABLUHERS OBED V) . FEEKRHER (5v PRI )
BIFBRHTIE, BGRB8 HEXTIZH 65%2RA. 9 10%HURPIZHHE Nz,
EERABRICBIARFTHET v PR XITBNWT, 5% 8 BMEETIESINE
TREE S-59 (CAD MLEEE) @ 57%. 35%MHeMS Nz, Tk, #H5% W HBETIZ, FNE
N 86-87%. T0-84% M aNiz. —FH. Tv MZBWOT, FRICERELZ S-59 i3ik5#&
2WHBT6%THo7.



6. /iR DHEEE

Invitro DB T S-59 12 L ARG BEE & MFHTENH LN TNENEH B H AABD
OIHEOHENTH D, HD in vivo O HFOEHMBMTET N TIImLER TENTR

HHENT, f/ARIEMERERASREEZ SN EPHBAL TWS,
F7/-HKED Phase 11 1ok BHiMmDRIEZ End Point & U7BERIAERT IBS JABEEE & %4

BTENTNWIEREFEL TS,
MR OBH#E TH [BS LI K- Tli/MEDBA ZHMA TW A FERITRN.
FEAMEIZ LD M/MEOEINEIEZ 7-8 BIEFT2NEEETOE T EHTREOWERE

G /R TWiRY,
1) in vitro i23BVF 3 f/MREERE

6.1 77z L—AM/NKD in vitro /RS :

&5 8H
I )RR R 7
HEEA CAD JESLAEH¢ CAD {38
(N =16) N=6)
/MRS (x10% L) 1521250 14521234
pH 6.93+0.09 6.921+0.06
kg (0~400) 2791 20% 290+ 20*
KM a v 7RIS, HSR (%) 45+5 45+3
ATP (nmol/i/MR 108 {#) 0.7+0.1 0.7+0.2
PYLVIF (RER%) 51=3* 58+ 5%
pCO:z (mmHg) 27.0+3.3* 23.7+3.5%
pOz (mmHg) 73.4+29.8* 84.8+22.5%
HCOs (mM) 5.6=0.7* 4.84£0.5%
A (mM) 9.9:4:2.2% 8.6+1.6%
Zha—A (mM) 1.61.3% 2.1x1.1*

¥ HFEEHY (Student D paired t RE, p=0.05)

2) in vivo 2B B ILIMEhE

—a—Y—F 2 RAYTEEyBAREL, BLTRAYTFIVMRE Y PIHEEEAL,
BEEQMMURDEZERL . 10 O E RECARRE MR (8-59 1500M+3
Jlem2 A #4548, CAD HE 6 B5R) 25 L 72, & MMi/MR (BT UFIC 2.56X10104F) D
/MR ADEE B EAORIMIZ L D, f/MREMHHEEE T 6.11£2.0X10%7 LM 5 109138
X103/puL, AECABEBET6.4=1.5X10% L7 5 111134 X103/ p LACEINL 72, b



B AE 7Y F OB AT O B B R IZ>000 B THo . b MUMREOBIE, <
O BN FRRE T 274226 B, RIFCAUERET 259 112 BICEHEL /2. 2D 2 B
AR BT RD S o fe. IU/MREBOB ML MBFH O EMH L. &
NS OEFRI in vivo DEHETIATB W T ARG M/NMID in vivo TOILMHREDHE
BFENTN3ZLLaXHTHHOTHS.

10



7. EEHR

1) FHEBRIICH OEEBDH T BRI T NER L /- BREEIT S-59 Hifid A
7257, S-59 TAFEAE =/ (CAD U, FEUE) TEBINTWVS,
#= 7.1 #HiEER

N , S-59 BEW (A B/ mEeh N
HBREH CAD L3 CAD 3@ | 5 A
Bl 5 EM A% i SEhi i
=1 At e Ei
3 r HEERER i S
AR RER By e Eifi
BirEERR E3i e
A a5 Eif e
e EEE R I e
R &SR ey

2) REksEERR

#17.2 REFZRSEEHAROBE

HBAE | oo B SR BB
Ty bk S59 |7 HMEHERGDESER | Bio (BicResearch
7 BB &Ik {3, 75mg/kg/day &# Z 5 | Research*! 53777)
x5 Nz,

Zvk S-59 | S-59, 75mg/kg/day & 14 Bio (BioResearch
14 H [HE H #iik AR5 L%, & | Research'l 54433)
P’\]*&’ﬂ‘- ?Wﬁ%ﬁ@ﬁ@éé nr
D 7T

vk S.59 [ S-59, 18.8, 37.5, 75| Bio BioResearch
28 EI M &Rk mg/kg/day % 28 HRIE# A | Research™ 53779
RE&E wG LR, 2H802F

IR Naho k.
*f S-59 | S-59 , 5, 15, | Bio (BioResearch
7 A AR AR 30m /kg/day % 7 HEE | Research” 53778)
WF{% Hi5 UfgE, #tEiE

Baisholz.
1 X S-59 | S-59, 6.25, 12,5, 25| Bio BioResearch
28 H [l H Ak mgfkg/day % 28 H#3#H | Research’ 53780
A s B URGR, 2802 E

HiFEEaINZho .
Fw b 559 |7 HMERRSOEZER | Bio (BioResearch
7THRED#®EIR | B A |13, 25ml/kegday &E&Z 5 | Research™ 53777)
A#eE i ni-.

AD #Q&f_@
S-59 |14 HHEHREDEETE | Bio (BioResearch

14 E] Feﬁ p#fik | 1B & | B3, 25ml/kgday &#& X | Research™! 54433)
N5 i 537z,
CAD JEALE
vk S50 |14 XII 28 OFEN&E G5 ® | Bio BioResearch
14 XJ328 B | 1B & | EHEEIT, 25ml/kgday | Research™ 53779
HOBRANES | & EEZISNE.

11




CAD JFILE

AN
13 A RIE A # K
AE
%AD AL 3 / 3 AL

ERUE CHET SRR
RITHE, JEL R OISO
B0 R 5107
N 7Z.

ClinicalTrials
Bioresearch*?

CTBR55260

1 X

7 H R # IR
i fi s

CAD R

1 X1 CAD JEALIE D S-59
REHE 5ml/kg, 25mL/keg
% 7 HRERRES Ut
B, 26mL/kg(3% 8 S-59
0.25mg/kg) D AR TIiH
i3RI aho /.

Bio
Research*!

(BioResearch
53778)

A4 X

14 X3 28 BH
= b 8BRS S
CAD FE4LE

CAD JELE D S-59 BEHK
5mL/kg, 25mL/kg % 14
X7zl 28 HREERBSL
RSB, 256ml/kg THMEIL
#HEINRhod.

Bio
Research*!

BioResearch
53780

1 X

13 E e R @ik
Aks

CAD 3E4LE

( 3 doses/iR)

CAD FEALE D S-59 B B
26mL/kg %* 13 A3
doses/EM &G LR, &
MBI NLho /.

ClinicalTrials
Bioresearch*?

CTBR56418

A4 X

13 B e B iR PN )
Rigs

CAD 3L

( 1 dose/18)

CAD FWUB O /MR iBE
# 25mlL/kg # 13 HEARI(1
dose/B)IX5- L 7-# R, #
HiIIBg I i e,

ClinicalTrials
Bioresearch*?

CTBR56535

A=A ¥
14 H IR RFRIR
A5

CAD JEJLEE

( 6 dose/14days)

CAD FEALEE O /MR IR/E
#% 25mL/kg % 14 HFHIBIR
&/ U#R, B8
ENahoiz.

BioResearch*!

(Bio Research
54359)

( ) :EAERRL. VX PIBECTEM.
*1 : Bio Research Laboratories Ltd.

87 Senneville Road, Senneville Quebec H9X 3R3, Canada
#2 : 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) MARERER

® 7.3 PARERBROBE

BTk

T
WE

ABRRER

FK e

’BpES

p53 BEEFATR
BERMRNSAY
IIWINDTR
26 381 ] R BB IR
#5

CAD 438 /FEMHE

S5-59
5-59
5 A
i’

EBRMBICLANAUIRE
HIIRD s bz,
RPF4 T3 b—
1% 10 /AR )
WTIE, BOBIT LR
DEW R, BT LERF
FEBEERL-.

Covance*3

Covance

6918-102

*3 : Covance

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

#= 74 BEBEHHABROME

HEHE | oo R LR | EHES
I— AL AR S-59 | KHIEHEIL R OF /LB | Microbiological | (MA 59-006)
(TA98, TA100, H5T, TA1537 Bk TEE | Associates, (MA 59-012)
TA1535 ZRU. TOHOKTII | Inc MA 59-016
TA1537, RHETHo.

WP2 uvrA
WP2)
T — LA A% | KBTEHE{L R OFEICHE | Microbiological MA 59-009
(TA98, TA100, {{b 5 | H BT, 2THTAF—T | Associates, MA 59-011
TA1535 , | B E| BiEThoT Inc.*
TA1537, [ il
WP2 uvrA IR
WP2)
CAD FE4LER
I—AhAER B & | REIEHAL R IEHFETE T O | Microbiological | MA59-014
(TA98, TA100, | I8l @ | TA1537 ¥ Tk % 7~ L | Associates, MA 59-016
TA1535 AiE| 2. TOMOKTIERYET | Inc.
TA1537, b Hoie.
WP2 uvrA i 3
WP2) il
CAD FEaLH /MR
RTUAY T 4 | S-59 | AHMIEHERIEFEETITH | Microbiological | (MA 59-005)
—< TK A% WT, 7.5 g/mL LA LD | Associates,
ETBETH /2. HE | Ine
BHREFETICHBNT, 65
ug/mL DBETRETH
o7k,
ITAY T4 | A E | KBEERIEFE T KU | Microbiological | MA 59-008
—< TK & £ 0 | RBIEERFEFETIB W | Associates,
CAD FE4088 BE| THDERETH . Inc.*1
=i
/MR
otk B RE | S-59 | [RHMIEH RIEFAE T IZHB | Microbiological | (MA 59-007)
(CHO #il) VA B AKEEREDO T | Associates, MA 59-015
1L, 2ugmL TH-o7. | Inc's
RKMEEREFETICBY
SmAMERBEOLYE
13, 24ug/ml THok.
ReemRERR | R E | ABEERIEFSET KU | Microbiological | MA 59-010
(CHO #if3) b A | {CHTEHERFE T IRB W | Associates,
CAD E4LH HE | ThbERETH . Inc.*
t ki
/R
ek RERR |8 & | AHEHERIEFEMLTICS | Microbiological | MA53-015
(CHO ##if) B @ | 5RKIEEHEDFEE | Associates,
CAD JE4L58 5| EV3, RE S-59 MBI 3u ! Inc
it & | g/mL THolz. CHTEH
HE| ZREETCRI2RRE
vhl | EREROFEIYERL, RS
/MR | S-59 B 13 g/ml TH

13




27z,

gk | BB B R SRR BHES
UDS i % S-59 | 3dmg/kg(BE % 5 &8)1Z3H | Microbiological | (MA 59-002)
WTERETH 7. Associates,
Inc.*4
UDS @5 R VE | BB S-59 ¥EE 200 1 g/kg, | Microbiological | MA 59-004
CAD 3 1b AL | e RIS ERY B E 800 1 | Associates,
B & |gke (BBEHRGEITHW | Inc™
| ;gl TRETH- 7.
VIR
ROUANEARR | 5-59 | 66mg/kg(H B ¥ 5-8)ITH | Microbiological | (MA 59-001)
WTRHETH- 72, Associates, (MA 59-013)
Inc.*™
RTANGRER | R & | %% S-59 {81 200 1 g/kg, | Microbiological | MA 59-003
CAD e b | RIGERMBE 800 1 | Associates,
B & ghg (BABRSR)IZHW | Inc™
vhif | TRRETHo&.
/MK
() FMERRZL. VX MU TE.
5) LEEEHAR
£ 1.5 HEBHERROME
HEors | OO BB R EHHR | HHET
Fw b S-59 | Rk 28 HHTL VD 25mL/kg % | Argus Argus
BIRNRG (HE) (R & | B’ELEBBITHTZEEIL | Research | 2319-009
CAD 4B /FEX0EE [i63 gHgIhihofk. Labs*5
AR S-59 | & 15 ARIL 0 25ml/kg % | Argus Argus
HRNRES (M) (B & | 85Uk RIBICHT 22T | Research | 2319-004
CAD L38/3E 508 w® BHEmIhizhole. Labs*s Argus
2319-012
VAN S-59 | AZEi#E 6~17 A&IT 25mL/kg | Argus Argus
BIRANES (B4E (RS | 28EAKRS U7, B4FERC | Research | 2319-003
£ & RAEFEM) CAD | K REBHIIBRINEM 5/, | Labs's Argus
SER/E LR 2319-013
A ES S-59 | ZTRtE 6~19 H#ZIZ 25mL/kg | Argus Argus
Bk S (B4FE R & | 2HHERS Uk, BEHEERC | Research | 2319-002
M ERBAERENE & REBERBEIN M5, | Labs*s
CAD 43
Zw b S-59 | ZEE T L SR ETIC Argus Argus
FRiRAR S (BEW, | 1B & | 26ml/kg 2 H#%5 L7, Fo | Research | 2319-007
ERORERR) it EUOFIZHT 5H 451388 S | Labs™
CAD #LER Nixho .

*5 . Argus Research Laboratories, Inc.
905 Sheehy Drive, Building A Horsham, PA 19044-1297, U.S.A.
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= 8.1 AFELALIE (/MR O B R B D B

R84 RBFVL L | WM - B FEE ﬁ%gﬁ WERAE L o
B NBABR
STHIME | REEEBREC | 1 24
I A BBk A MR (CAD 3¢ | B & % WLE
7T R A —/\— | WE) 105l 1)
I BB S8 MME B C /MK 1 10
" BHHiER BRI S-59 DXKMBYE (1 Jim
502 A7 #£10)
TAZRS ONT—L I MR BREHAC p 1 16
TR BEMRE | M/ 10ml loig &
TN T—A| BMERESZEE S 1 15
1B &8 1X71A WS T B IS | e s e
BEER | 10ml
MR B B E DR
OIC & I 5 ME 7 7 x Iy — 3 X | Template Hi[ﬁlﬂr*flﬁi 1 32
LRSS “EER WAV 2 e | CL COL I-iife, % | (1 fiR
MMREENE | DO d—N— | AR REem | b =0)
) 2 =~ NZ74—3—k | CI, CCI, IFHifE, W | K% (14 103
MMBIARG | Zo200 g frm | MEERWEE i | 1 7 )b X
A e B REA 5 | HENEH Gl | £0 5 W
i BRTE T W, & )
g | TmeEs (RET( w
X N I L 4 )
POEUTER Zagat | RuTaRie| B CELE | 0
vy =] N s i s H
i /h Al AR I,
™
RARIBIES | BEARE | X7 —a— | CL CCL LRf it | RE(3H | 20
INT 4 —d— P TNVT— A MR IR | DMREROFRMmMER D | L L)
i IHETOA—| B RE&ED 4 | GREE, G0
g R | TSl | AMET B IS
GONELBREE | 5 7ot | 772b—>A | CL CCL It m| RE(4aE]| 4
T e Y7 | ZEER MNE ERA | A EEmmE A | BELE)
T L FIE B Salm | ERGEIE, %0
Ty R AEMNET W, &S

a RBHMZ 1FEPEZ0-8%E GEnrIRES) 0

b FIfEZRIT

TITONERMNBIHEERD 19 Fl2BERH & UTRA L.

THSERLE 9 HFOBEEKRBRVLWTNIZIBWTD, M/MREBERZEZAELL
HEBZEIRE2T, FOBERVNLZEMHIZBWTHRLE N /NMRITEH D RIS

HohTwin,
L or LAY

RiIRBO o NTHARN,

15

7, BEERATOKBEEATESS VAAYF 4 —,
BWTHRULEDM/MUBERICAEZE, BEM%ETH D

INR




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)
e 2 septic reactions (1 fatal)

« 82,004 tested products ~1:41,000

Holland deKorte et al, Transfusion 2006

» 2 septic reactions

« 113,092 tested products ~1:56,500

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

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

BioOne Corporation 18



Impact of INTERCEPT on production

Control period
Apheresis 5 Amicus
instrument 3 Spectra
Apheresis 2 576
procedures
Mean yield 6.56 x 107"
Expiration rate 9.1%*

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

All Patients

18 months before and after implementation of INTERCEPT Platelets

Period Control A
Platelet transfusions 3,528 +11%
Patients receiving 359 +14%
platelets

Platelet o
transfusions/patient 10.0 2%
RBC transfusions 9,506 +21%
Patients receiving RBC 1703 +19%
RBC transfusions/patient 5.6 0

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

100One Corporatin
20 BioOne Cor



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, Greees2008¢ a1 on
21
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Clinical experience with INTERCEPT
platelets and plasma in France

e 232,000 platelet doses (200&

e 292,000 FFP doses (2006)

HV intercept G Andreu

Pilot  — 100% Intercept
Center

platelets

i
-
13

Epidemics of :
Chikungunya
Dengue fever

Chagas
disease




Demography of patients receiving
platelet concentrates (PC) at EFS-Alsace

PC

(100% plasma)
1/1/2003 - 1/2/2004

PC

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

PC INTERCEPT

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

99.6 % 95 % 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 56 % 51 % 58 %
Cardiovascular surgery 7% 6 % 6 %
S:geerra;l medicine and 379, 43 % 36 %
B50ne Corporatior A@-



Platelet concentrates (PC) transfused*
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

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 : 62/38 - ** 21% P4PC {,J2%2 PC ; 20 % : 3-5 PC ; 23 % : 6-50 @

PC




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) iy e,
99.6 % 1/9/2005 ° 1/6/2006 (35 ’ﬂﬁii:‘o‘:) 65%
95 % 1/9/2006 — 1/8/2007
99 %
Patients (n) 59 33 36
Adverse reactions (n) 67 M 37
(11 RBC Imm) (16 RBC Imm) (19 RBC Imm)
r ions/1 C
Adverse reactions/1000 P 5.3 97 14
(n)
Patients with reactions 2.9% 2% 1.7 %

O

Period 1 : 1 death volume overload (2 RBCC + 2 BCPC)
All 3 periods : No bacterial sepsis

All 3 periods : 145 adverse reactions : SEVERITY grade 1 =61 %; grade 2 =33 % (46 RBC

immunisations)

FaoOne Cormoraticn TN
IMPUTABILBEY "grade 2, 3,4 = 87 %; grade 3and4=70% _EFS .
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Red blood cell concentrates (RBCC) transfused
to patients receiving PC at EFS-Alsace

PC PC PC INTERCEPT
(100% plasma) (35% plasma+65% T-Sol)  (35% plasma+65% Intersol)
1”,2033 -(-5 1 /I°212004 119120035— o/10 16/2006 11912003 9—0/: 1812007
(F:‘ a;tie"ts 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

o A . N
DO \/UIpUTdUU( I
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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 9.8
Adults 3/2006-3/2007 1370 4.4
Pediatric 3/2006-3/2007 489 26.6

Infants 3/2006-3/2007 89 0

27



Cro-Ld Reunion . Aaverse reactlorns

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 2298Frankfurt




EFS-La Réunion : Adverse reactions
with Intercept treated Apheresis PC -2

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

1400

| The use of Intercept APC lead to a
B dramatic decrease of inmediate
B adverse reactions :

1000 | B 35 {0 0.4 % in adults (> 18y)
| 22 to 2.2 % in infants (0 -18y)

1200

adults 2005 adults 2006 pediatric 2005 pediatrics 2006

CODE e Y braneturd
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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%
other 37% 43% 36%
nb of PC delivered (APC/RPC=40/60) 10 62 9 151 13 241
Mean PC / patient B 55 6,4
Median PC / patient 2,0 2,0
Mean platelets 10"" / patient 24,2 27,0
Median platelets 10" / patient 8,9 8,4
Mean RCC / patient 12,8 13,5

30
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Clinical experience of Intercept at EFS
Alsace-2

Mean platelets 10e11 / patient B Median platelets 10e11 / patient

Intercept




Clinical experience of Intercept at EFS

Hl nb immediate adverse reactions / 1 000 PC

—@- %patients with immediate adverse reaction

PC in plasma PC in PAS Intercept

HV Intercept G Andreu 2008 02 23% Frankturt
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1) HRXBE (BREA—D—EH) 1L ST MO E
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BB AFLUTIN—|VRIZRU|TENS LU | TEM L BH#RE
REEF 1 3% /MR /MR /N R
HIV >55 >44 >6.0 >60
2 HBV >49 - >55 >55
A HCV >6.2(BVDV) - >45 >45
v HPV B9 >40 - — —
A WNV >6.5 >5.1 —
SARS — - -
HAV 0 - — -
S.epidermidis - >4.1 >6.6 >6.6
#  |S.aureus — >35 >6.5 >6.6
E] MRSA - >49 - —
Y. Enterocolitica — - >59 >59
T.Pallidum - — >68 >6.8
] Leishjmania — >50 >52 >52
3 P falciparum - - >170 >10
T.cruzi — - >53 >53
— . TAiL
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Purpose

Blood donations may not only be contaminated with viruses, e.9g. HBV, HCV or
HIV. In addition, they may contain bacteria. This is especially crucial for platelet
concentratas (PCs), because they have to be stored at room temperature, at
which bacteria can multiply to high levels [1-2].

Short-wave ultraviolet fight (UVC, wavelength range: 200-280 nm) is germicidal,
but low UV-permeability hampers its use for sterilizing PCs. A simple method was
developed which overcomes this limitation.

Materlals and Methods

Piasma-reduced PCs in storage medium SSP+ (volume approx. 350 mL, plalelet
concentration approx. 10%/mL, plasma content 30-35%) were prepared from poois
of 5 butly coats [3]. PC volume was approx. 350 mL. The PCs were spiked with
approx. 102-10° CFU/mL of different bacteria species or up to 107 TCIDg/mL of
lipid-enveloped or nonenveloped viruses. Other PCs were spiked with §x10%/mL
peripheral blood mononuclear cells (PBMC). The PCs were filled into UV-
transparent plastic bags and irradiated on a device (Fig.1), equipped with y

Fig. 1: Irradiation device for UVC treatment of PCs

T
[
Tomon
ln-.-
£ rm-n
1o

S ) A e 1 Y e

vapour fubes emiting monochromatic UVC-light (wavelength: 254 nm). The
device was equipped with an orbital agitator. Iradiation was from both sides of
the bags. UVC doses applied were up to 0.6 Jicm? (approx. 90 sec). During
treatment the PCs were strongly agitated. Bacteria or virus titers, PBMC viability
and platelet parameters were determined before and after irradiation. Each

* i smaan b e amty i

Fig.2:1s of St. epide (110 or 280 mL) by irradiation
with UV light: fixed vs. } ty placad Irr bags (a); depend of bacteria
inactivation in loosely placed irradiation bags on the agitation speed (b).

n=3, mean £ $D

idis in PC aliq

diatl

experiment was repeated 3-6 times. Results are depicted as mean + SD. Bacterla | . o sikcs Gram | Number pf Splke BacT/Alert Ramark
L ataln (GFUimL) rosult
Results B. cereus fac. anaerobic | pos 12 100-140 11 sterlle mr:'
Pathogen inactivation was enormously enhanced when the PCs were k 1 £ oo P o T 3665 :z ioriie
placed on a quariz plate located between the two layers of UVC tubes of the | [ prscmonise |fac. anasronic | neg 2 35130 12 sterile
irradiation device and, in addition, strongly agitated during irradiation (Fig. 2). Y- prrm— pres = PR e
UVC-light at 0.3-0.4 J/icm? (irradiation time: approx. 1 min) reduced the titers of
all bacteria lested by approx. 5-6 log,, steps. PCs splked with approx. 100 | |&®ws fac. anaoroblc | pos 2 60110 22 sterlle
CFU/ml of bacteria were reproducibly sterilized (Tab.1). In one experiment with B. | |5 epkiermidls | fac. snaeroblc | pos 2 74210 22 nterlle
cereus the PC was sterile after 3 but unsterile after 8 days storage. This was | [#:.syeomes  |fno. anserodlc | pos 12 118194 12 sterlle
probably due to spores of B. cereus that are more resistant to UVC than | “Sgsmpie (2x10 mi. sach) wers orawn sher 3 and § days M 22C
vegalative bacteria. 7 tertlo stoe 3 days iorpe
UVC sensitivity of the viruses tested was not so uniform (Table 1): The small | Tab 1:Stevilization of PCs spiked with ditferent bacteria species by irradiation with
single stranded RNA viruses VSV, Sindbis and WNV were completely inactivated UVC (0.4 Jicm?)
at approx. 0.3-0.4 J/cmz. Remarkably HIV-1 {also a small single-stranded RNA
virus) was only moderately inactivated at UVC doses up to 0.6 Jicm2. Virus Genome e :.i.;p:d Model virus | Log,seduction
The small nonenveloped DNA viruses PPV and EMCV proved to be very | L— g n : pe for ZM':"“
sensitive. Complete inactivation was achieved at 0.4-0.5 Jicm?. vsv) i
With the exception of HIV-1, SHV-1 was more rasistant than the other viruses | |$indble (Sindbls) s RHA x - 5.55
tested. This confirms that in general large double stranded DNA viruses are not | [West Niie (WNV) 3¢ RNA F3 HCV 5.24
as susceptible to UVC as smaller single stranded DNA or RNA viruses. Waman knmunodehiency | s RNA X N 138
PBMC proved to be extremely sensitive to UVC irradiation: Complete inactivation | [¢V-1)
was found at less than 0.1 J/em? (Fig. 3) Suld Herpes (SHV-1) de” OMA X Haviewy | 3
PC properties remained almost unchanged at doses up to 0.6 J/cm?, The storage Porcina Parvo (PPY) %4 DNA - ParvoB19 | 2042
stabiity of the treated PCs for up to 6 days after treatment (8 days after blood m’;‘”“"‘“""" s DNA - HAv 81
donation) was maintained (Table 2)
Tab 2: K ivation factors of viruses by irradiation with UVC (0.4 J/cm?)
Conclusions
Irradiation with UVC under strong agitation may be used to sterilize platelet
concentrates at & light dose that is not harmtul to the products. The UVC ‘
dose required Is 0.4 J/cm?. Irradiation time ia not more than approx. 1 min. 1000 ‘
Duy 1 shtor ivadition Doy & after radistion B Lo I
Parsmotar Control UVC doos {¥omn Contrel UVC dose fems lNW l
84 o8 0.8 0.4 L2 Y3 ] 1500 S, — &
Pta (x10%/mL] MA08 102206 | $8abs 81400 | 101200 | 00204 23208 21408 ot I ‘

[ 74 a004 [7.0450.05 | 7002000 | 7084004 | 7272013 | 2002006 [ 7114010 LM 2007 ;m S
Loctule [mmoldl] 17810 30408 | 27208 | 29207 [ 127210 [ 140210 | 148214 197214 2000 ,.“-_ _ - ,n‘w,._m-_.,
Qhucose mpidt] 12ay | 17a7 | vTe0 | vmar | @an | Qa8 | sen a0 "::::::T ’d?,::';: o8 e .‘:'fwwq 9230

Swiring ok ok ok o ok ok ok - SRR

HSR %) s CYE] et LY e ez a3 sest Fig. 3: 1 I f T-tymphocytes in pi t by Irradiation with
UVC. Viability was assayed by mixed lymphocyte culture.

m‘;{l‘ Hes 0:9 [ Me3 | wez | @20 | ees | w2 Y ‘
coszIx} ua a3 | ez | My ] el Mal | Maw i ' f:f:fz‘.’::m-m-ummmwmmm:m.m-m Intervantions. Vax Sang
Annaxin ¥ {%] et [F1] Tad T4 fes 22 a2 12¢3 \ Lmﬁol,.‘[::f U, Muller TH. and of baciscia during preparstion and
i I.m“l.mu‘;um uuumnmzwnmm-&n&nmmn«n
Tab. 3: Treatment of PCs with different UVC doses. on p [ and | bufty costs. In vivo studies. Vox Sang 1993:04(31:133-4

on storage stability. n=6, mean + SD
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RiEIEZH R ER D assay methods

Pathogen

abbreviation

virus
bacteria
bacteria

virus

virus

virus
bacteria
bacteria
wBC
bacteria

virus

bacteria
bacteria
bacteria
bacteria
bacteria
bacteria
bacteria
5

bacteria
virus

virus
virus

virus
virus

virus

virus

bacteria
bacteria
bacteria
bacteria
parasite

parasite

virus

virus

spirochetd

Duck Hepatitis B virus
Staphylococcus epidermidis
Klebsiella pneumoniae

Human Immunodifficiency Virus—

1 (Cell associated)

Human Immunodifficiency Virus-

1 (Cell Free)

Bovine Viral Diarrhea Virus
Pseudomonas Aeruginoza
Serratia Marcescens

T-Cell

Salmonella Choleraeuis
Human Cytomegalovirus (Cell
associated)

Staphylococcus Aureus
Escherichia Coli

Yersinia Enterocolitica
Enterobacter Cloacae
Listeria Monocytogenes
Corynebactrium Minutissimum
Streptococcus Pyogenes
TA-GVHD

Bacillus Cereus

Bluetongue virus (Cell Free)
Feline Conjunctivitis virus
(Calicvirus) (Cell Free)

Simian Adenovirus (Cell Free)

Hepatitis B virus

Hepatitis C virus

Clinical isolated Human
Immunodifficiency Virus—1(284
strain)

Clinical isolated Human
Immunodeficiency Virus—2
(CBL20 strain)

Lactobacillus Species
Bifidobacterium Adolescentis
Propionibacterium Acnes
Clostridium Perfringens
Trypanosoma cruzi

Plasmodium falciparum

Human T-cell Lymphotropic
virus type |

Human T-cell Lymphotropic
virus type Il

Treponema pallidum

DHBV

HIV-1

HIV-1
BVDV

CMV

BV

SV15

HBV
HCV
HIV-1

HIvV-2

T. cruzi

HTLV-I

HTLV-I

assay method (after illumination)

cell or animal used on the assay

initiation date

completion date

study period (days)

report number

in vivo assay (DNA hybridization assay)
agar plate assay and liquid broth assay
agar plate assay and liquid broth assay

plaque assay

plaque assay

plaque assay

liquid broth assay

agar plate assay and liquid broth assay
limiting dilution analysis (LDA)

agar plate assay

plagque assay

agar plate assay and liquid broth assay
agar plate assay and liquid broth assay
agar plate assay

agar plate assay and liquid broth assay
liquid broth assay

liquid broth assay

liquid broth assay

liquid broth assay
plaque assay

plaque assay

evaluated for the presence or absence
of cytopathic effect with the aid of a
microscope

in vivio assay (PCR, biopsy etc)

in vivio assay (PCR, biopsy etc)

Mg' ~dependent [*2P]dTTP reverse
transcriptase assay and P24 assay

Mg'"-dependent [*2P]dTTP reverse
transcriptase assay and P24 assay

agar plate assay

agar plate assay

agar plate assay

agar plate assay

microscopically monitoring
microscopically monitoring (smear with
staining)

microscopically monitoring (the staining
resulting from tax protein produced as a
result of infection)

microscopically mongering (the staining
resulting from tax protein produced as a
result of infection)

intradermal infectivity assay
(observation), intratesticular infectivity
assay (VDRL and FTA-ABS assay)

Legarth Pekin hybrid duckling

MT-2 cell

MT-2 cell
bovine turbinate (BT) cell

MRC-5 cell

mice

bovine turbinate (BT) cell
Crandell Feline Kidney (CrFK) cell

Fetal rhesus kidney (FRhK) cell

Chimpanzee
Chimpanzee

PBMC

PBMC

3T3 cell
RBC

BHK21pA18G indicator cell line

BHK21pA18G indicator cell line

New Zealand rabbit
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1994/10/3
1994/9/2
1994/9/2

1994/9/21

1994/9/21

1994/11/28
1995/2/27
1995/7/21
1995/8/21
1995/10/3

1996/1/16

1995/11/30
1996/1/31
1996/3/15
1996/5/6
1996/7/9
1996/7/9
1996/7/12
1996/9/5
1997/1/31
1998/8/27

1998/8/31
1998/11/2

1997/9/10
1997/9/10

1996/2/16

1996/2/22

2001/12/3
2001/12/5
2002/1/17
2002/3/25
2000/10/24

2001/5/21

2000/11/17

2000/11/17

2000/8/4

1995/2/3
1995/2/13
1995/2/13

1995/2/18

1995/2/18

1995/2/24
1995/6/30
1995/9/7
1995/12/7
1996/1/15

1996/5/13

1996/4/13
1996/4/24
1996/8/21
1996/8/26
1996/8/8
1996/9/19
1996/9/19
1997/2/18
1997/4/18
1999/10/27

2000/11/8

2000/11/17

2000/3/16
2000/3/16

1996/5/16

1996/5/16

2002/3/29
2002/3/29
2002/5/17
2002/10/4
2002/4/25

2002/5/6

2002/4/29

2002/4/29

2002/4/26

124
165
165

151

151

89
124
49
109
105

119

136
85
160
113
3
73
70
167
78
427

801

747

919
919

91

85

117
115
121
194
549

351

529

529

631

DEL 001
DEL 002
DEL 002

DEL 004

DEL 005

DEL 006
DEL 010
DEL 011
DEL 012
DEL 016

DEL 021

DEL 022
DEL 023
DEL 025
DEL 031
DEL 032
DEL 033
DEL 042
DEL 049
DEL 061
DEL 088

DEL 089

DEL 090

IACUC173
IACUC173

CP 1472

CP 1473

DEL 224
DEL 225
DEL-R 00228
DEL-R 00237
REL 00218

REL 00220

REEL 00225-1

REL 00225-2

REL-R 217






