¥ K 24 %3 A14H
HE BEmFEERS
MAREXLLEEZEEZE S
i i H = #

H AR+ 54E

m/MREFIC T2 BEER FERE ( F5FL ) Ko
BAERFIZOVT (BMRE )

1. BRMIZEFTEHEARRIZONT
DOVARZ 7 7% (Mirasol)

Growing Adoption of Mirasol in Europe & Middle-East

Routine use in over 50 / \
centersin 16 countries /

Norway \
Platelets ! -
| Lithuania
elets L .
lasma [ }

' =
\ L A Belarus
; .and L —
% & L —lf
- R e
Luxembourg ' ¢;ach Republic :
ﬁ\ | P ) tar —>

':I:. J-,_\__l,i'-

(TerumoBCT #Higfit& £})
BUE, BRMNZ 00T 16 BDE TR 7 ZE AR ML/ MI AL —F > THEASTEY, 2055
10 ZETITMIELLBES N TND, 72388, ~ILF— (TN L UAENBEASIL TN )
TIE AR CALERSE > FOAEARZE D723 | BUE R R ~ D UG X — R T L TD s, A4
HUBIZHBESNADTETHD,

ZDHHOEA E TOARBACALEL i/ MR B O TH IR & R A AN FE i TH LA (R=—2) (3
1


GTYHN
テキストボックス
追加資料１


IF AU W TR LAL BRI R 2 BB 2 BIME I S O | 1352 1T T vy,

Table 6. Clinical

evaluations Site Number of transfusions ~ 24-hour CCI  Adverse events  Neoantigen formation
[50, 88-91] MIRACLE trial — reference group 160 9,886 3 (severe®) ND

MIRACLE trial — Mirasol group 175 6,676 2 (severe®) none

Serbia 87 5,166 none none

Poland 4,328 ND 12 (grade 1%) none

Spain 44 6,351 none ND

Mirasol evaluation program 368 ND none ND

#The following categories of adverse event severity were used: Mild: Awareness of a sign or symptom that does not interfere
with the patients usual activity or is transient, resolves without treatment and with no sequelae. Moderate: Interferes with the
patient’s usual activity and/or requires symptomatic treatment. Severe: Symptom(s) causing severe discomfort and significant
impact of the patients usual activity and requires treatment.

#*Severity of reactions followed the classification suggested by the International Hemovigilance Network. Grade I: The recipi-
ent required no more than discontinuation of transfusion and symptomatic management. No long-term morbidity. Grade 2:
The recipient requires in-patient hospitalization or prolongation of hospitalization due to hypotension, or hypotension led
directly to long-term morbidity.

Transfus Med Hemother 2011;38:8—-18
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INTERCEPT Routine Centers per Country

1

Austria 1 1 0 0

2 Belgium 5 5 4
France DOM/TOM 4 4 1 1

s France 10 1 10 1
4 Germany 1 0 1 0
5 Greece 1 0 0
6 Italy 14 14 7 7
7 Kazakhstan 11 9 9 7
8 Kuwait 1 1 0 0
9 Norway 2 0 0
10 Portugal 2 2 0 0
11 Russia 18 12 12 6
12 Slovenia 1 1 0 0
13 Spain 12 12 2 2
14 Sweden 7 7 0 0
15 Switzerland 13 13 0 0
Total 103 85 46 28
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Ongomg Clinical Studies (2010 to 2013)

Trial Name & Location 2009 2010 2011 2012 2013
of patlents

“PREPARES" Trial —Sanquin, The

Netherlands PITin 618
(5 sites + 1 site in Norway, plasma

+ 4 sites in Canada, 2012)*

Government sponsored)* PLT in PAS
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Study Summaries

US Center for L.A.B.S. at Bonfils Colorado State
Disease Control University

Viral Strain NY-99 Flamingo Uganda 1937 NY-99 (4122)
ATCC# VR-1510

Test System 96-well plate 24-well plate 6-well plate
TCID5,/mL TCIDs,/mL PFU/mL
Reporter Cells Vero Vero Vero
Reduction Levels 3.0-4.0 Logs >5.1 Logs 1.5 Logs
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