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“It is expected that clonal cell
lines are developed as referenced
by ICH Q5D and EMA/CHMP”

Rachel Novak, US FDA, Jan 2017**
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“Assurance of production cell bank clonality
ensures consistency of product quality and
process performance throughout the lifecycle
of a product” Rashmi Rawat, FDA, Apr 2016*
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“To minimise the heterogeneity within
the master cell bank (MCB) to allow
for a consistent manufacture of a
product” Rachel Novak, US FDA, Jan 2017
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* Rashmi Rawat presentation: Regulatory Consideration for the Biotechnology Products: Clonality of the Production Cell Bank. April 2017, Informa Conference,Vienna. Austria.

**Rachel Novak presentation: Regulatory Perspective on the Evaluation of Clonality of Mammalian Cell Banks. January 2017, WCBP Conference, Washington. USA
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“Supporting data should
include picture of a single cell
and the entire well”

Dr Rashmi Rawat,

FDA presentation, Apr 2016*
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The Clonality Report“meets the
FDA requirements of whole well
image and where single cell
feature is located; allowes high-
lighting of other features which
can then be described away”

Dr Audrey Jia, Former FDA CMC Reviewer.
IBC Asia, Shanghai, May 2017

* Rashmi Rawat presentation: Regulatory Consideration for the Biotechnology Products: Clonality of the Production Cell Bank. April 201 7,\lnforma Conference,Vienna. Austria.




yO—+U74 LR—F (FERO—E
DER) TlE Clonal) T3 L33
TN TIVDT—RERRT DI &
TEE9J, [Clonal) D8 I%Review
ResultsN—< (EERDER) TITWE
T, LR— MIIEHRDZ A LKA
b (Day 0®Day7% &) DE{GZEFRT
TBHEDTELET, THICEZA L
RAY M TOTIV2AEOBE(RE E—A
AL DL KEFRD2IEFEZ R T 5
TEDTEEY,



J— 7 O0—4%B|INCHE
VIPS & Cell Metric CLD

Solentim#ti&VIPSECell Metric CLDE T —2 7 0O—&7—4
FSyvFE VT OMADEERHDSEE) IEERTET IV
SAVIBRED LHRODT—77O—DNRERETHIENTE
EJOV AR

VIPS-Cell Metric CLDOOY EX— 3V Ic KM TO2EAREINE T !
o TayOvI VT L —hMIE—laEShRICER

e VIPSDOT —% (B—HERaDIBZE(R) % Cell Metric CLDOYO—FU T+
LR—MOGEBMBIET. 7YaT7 VAT — 2= BICHECEERT
(T—2DL—HEY T4 DHE),

VIPS&ECell MetricDV 7 U7 IEHBEDY T 0742 —TJ1—R %
FoTWaH MR ITLEO>TOET. EN\YFORRIE—EAITS
ERIZEEMICT | ERHNE T, Cell MetricBEIRFERIFL Y EH T 5IT5E
BhSUFITET VAT VAT =R ERBTEHVIPSOT—2EE T
Clonality ReportlciIZ AT ENTEE T,

V=77 0-DMENRE

[EERENTVWABEMAGRAEERRIVY —2— KT DR LB LT, VIPSE
Cell Metric CDLOERIEIZO—Z2T DEERET—— 7 O—D5hER%E KIEIC
WETEET,

‘?\/

(Day 0, 1, 0

FRFAIR

+A A= v —

PRFAAIR

(0.3%@AE/ o )IV) 2-3B
+X —a27)VEEHEE

BEDO7 70—F LB LVIPS-CLDOMEERIC LS
J—70—DHER




&ia

VIPSIT KB E—HRZD
SR ERE
BElcEENTW
B DER
1 LA\DEERD N

Cell Metric CLDIT &%
Day 0COE—#ID
D)L EEDER

VIPS&Cell Metric CLD%

HEETHERALIESD Cell Metric CLDIC &%
'7—77I:|— OAZ—0FAZ(ED
B

6-885fE (Day 0 CREERD I E)

00— %HEERT B
feHDEBRDEBEL
gaO—+7r+
LR—kckBxEL

M W



A FRIRTETT
(9 F2-FuoHatat

http://www.kiko-tech.co.jp/

* # AERMRAEMESE=TEII®RIS
THE2-0C6 TELOT2 (T30) 6790 [(ff) FAXDT2 (T30) 6ras

EEEHR REEEESEMR"TOI SIS SENEL
T154-0012 TELDG (5787) 3323 [ft) FAX03{5787) 3324

2 EERR EI!D(HF‘E‘I‘]I.—.TEEIITH m1-ISSERL

029 (850) 3771 (%) FAKDE‘E{B‘&B}

B H!JII!-RH-HH—TE BI148 S
251-0004 TEL (466 (551 4110 (] FAX 456 (55) 4120

www.solentim.com

© Solentim Ltd.

! . : . CertNo. 12777
E&OE, Solentim and Cell Metric are registered trademarks of Solentim Ltd. € |50(23001

IBHAAIE2017E1 1 BEEOELD T Other trademarks property of their respective owners.
BEARRFEELILEE IR0 BIETDTFHTTE I,
BEHERISHERATBEN DI HERVEITET,



