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CMC Strategy Forum Japan 2020
Welcome and Introductory Comments

Hiroyuki Arai, Ph. D.

2 e
Nadine Ritter
CASSS President

President and Analytical Advisor
Global Biotech Experts, LLC

%)
Hiroyuki Arai
PMDA-Pharmaceuticals and Medical Devices Agency

Global Biotech Experts, LLC MITITBUEAEERERIERESHE
Nadine Ritter ¢ LF¥aSP—HYALIVARS)EV2—R HHHFEHEK
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Session 1 : Recent Trends in the Regulation of Biopharmaceutical Products

Session 1Cl&. PMDABAEEMBEBEERORFE—KEGenentechttDCecilia TamiKDEIRDEHE. ZEDIEH
YFEYEDDS. NMFEEREPLE LRADEBRFIEAS LUCOVID-19TICH I ZEREISPFIRDOEL ) 7
FFEICOWVWTIREVRBEMENThE LT,

PMDAB4AEERMREEEBROAA_ERLSIF. EAFO—PERET ZEEROBE, ERHNERRDIEE.
ST ERERAGEOER. AR BT EEERMETEZE (Post-Approval Change Management Protocol. PACMP)ER. %
LTCOVID-19BERICBT AEFEEEDIRI AV MIDWTBNM DB YE LT,

B ESE ST (EMA) DRagini Shivjiikh Sid. COVID-19TICHIFZN\AAATV IR (VIFEa6) DREICETEEZS
IZDWTRBN D HBIE LT, EMAT®D, URT R TAY b BRUOZNICHHET 57 — 2 ICEDKERRGEEZADRENT
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(EH Prior Knowledge /75w b 74— L7 —2DFABICBET AP, VAT T7LAAY MIELBBENG R VER%E
M5 HDEBMMEDHBEEENTRENE LTz, £ow T2 REDBIEIFHFETESLDD. EMAKURELEHGEEND
BT~V ARRICHIST 2RENHDHELBEINEREHLLTHNSNTWELS

KEBREZXRE (FDA) £ R FEHF 35t > 2 — (Center for Biologics Evaluation and Research, CBER) ®Robin
LevisED 5ld. HmmBELZREELGHASCMCAREZEDLIITRBEL TOKMNTDWT. IRSIAIVATIF VRRICE
NGEOSBNDHNE L, £, BFEEIETI/FVOREMSLUBMMARIIT 2cHDBYIH D+ ICEEIN
feR. BLUO—BLIBEAETRETESR T F Y DIHHERE IEB2EAFFA] (Emergency Use Authorization,
EUA) TNBTEDKFHRELTREINE Lz, oo AREE LORRBBICHRED DB E TV F U EFIATESRLSICT
BEMEHFDMBNA TN, ZD—ERELT2020F108FEITDFDAA A 2> X (FDA Guidance for Industry: Emergency Use
Authorization for Vaccines to Prevent COVID-19) BN ENE LT,

FDAEZ G EHERZE > 2 — (Center for Drug Evaluation and Research, CDER) ™Marjorie ShapiroEkh'5i. COVID-
19 FICHBITBCMCBEREDRENT7 TO—FITDWTRBNMHBIEL ., ZIEIChizPRBETLIEA. EICFDADCOVID-19
DI T YA MEARIOFIA )V AEIE T N4S Ls (Coronavirus Treatment Acceleration Program). pre-IND,/IND
TOLRICDOWTRENE LI, Tz, Phase 1 TriallcBIF 2R FHTAICBE T A2RAGEZAS®. RSV ITURIYaZvy
IZDOWTHBNDBYF LT,

Futaba Honda
PMDA-Pharmaceuticals and Medical Devices Agency

Shinichi Okudaira I::ASSSf_\_

PMDA :
MITTBUEAER MERER LSS M TEGEANER MERERE SR
BEERMMEEEN AFE—K BEERRMSEENR AH-_ER

Fast-track development in a
Standard vaccine public health emergency
development Pl

S— .
- ==

Ragini Shivji
European Medicines Agency (EMA

casss||

B ESERAF (EMA)  Ragini Shivji K

INRIVT A ARy IVNCENTIE PMDAY Y F U EEERRDOFARLRELUE—=ZHORTIXERLEML,
COVID-19TICHBIF2EBHEF/EA—A—ETOOAZ2 =y —avIcEAT HEVIKRWLPEERT ORI, COVID-1977
FUNCBIFBARTF TOERREDERIBRNEFICOWCERGHARDBEINE L,
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Panel Discussion — Questions and Answers

NXIVT1AB Y3 DIEF (Session 1)

Session 2 : Implementation of ICH Q12 ? Where Are We In Japan and Globally ?

Session 27Cld. EiEXEmMB@EEMEAMENERIROAHAFEERochettDMarkus Goese KDBEZDHE, ICH
QI2AA RSAVIEERBDZA TFA VIV XTI A b DRE (Step 5) ICEIFTBLVABRHMBNETNE LT

FDA CDERDJoel WelchEch 5ld. ICH Q1241 K54 > R&E(ICAIFFzICH Implementation Working Group (IWG) (&1
Training material DIERIC DWTIBNEINE LTz, Ffe. FDAICEITBICH Q12READEfFITE. 2019FICRRTN
fzEstablished Conditions Pilot Programlc DUWNTEZRERBAD BUE LTz, TDPilot ProgramD BRI, BFEEDSIRE
ThfzEstablished Conditions (ECs) Z5HHiL. EFEEEEDICECSEEEET . ARBOECGDEELNIVERFET B8
DIZERE1EHTETHY. TDPilot Programh 5D Lessons learnediZ DWW THIBN DB E LT,

FANBZEDAFRFRAKDLSIE. 2018FEHLSHARICHEWVTEHITEINTULSBPACMP pilot program% €./ 70—+ Uik
DERHREE (REOEHRHEM) ICRERICERAL. PACMPREEZK. PACMP GMPIEEX. EHEHXAER —HEERX
SRS A RIELRBROMBN TN, FEPICH Q12REICHITRESENREINE L

T2UV AZRI AV DMREFEN S, EIIMERREEANBXRERHZEHERKE (AMED) DPACMP working
grouplC TYER R DERBRFERPACMPE v 77 v TXEMEN TNE LT, TODEYI TV IXEILBHNDPACMPEREEL
DOHADEEFHEHEZRMLILEDTHY., TOEM - AEIC DV TAMED WGH TODERO BT A LEBAN B EL
feo

PMDAFTREESMEDN\ARBERNSIE, ICHQI20DREICHEIFT.PMDADRRUCDOWTHBNDHUE LTz, RERIT
TN TULBPACMP pilot programTld. ZDEAEHBEFICHIKHHHEDDI0EBASFERPNSDY . ZD5HEHK8EIH/N
A FEREM FRV2BIM bR THATENREINE LT, Ffe. 2021ENSDPACMPOIETGERICHWT., EHEHEE
DMERENDFECHBHE. BARNGAAMIBNENE L .
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Case Study:
Industry Experience from PACMP Pilot Program in Japan

Yoshinori Kubodera
CMC Development Degartment
CHUGAI PHARMACEUTICAL €O., LTD.
For CMC Strategy Jagan 2020

ember 8. 2020

Yoshinori Kubodera
Chugai Pharmaceutical Co., Ltd.

Akiko Ishii-Watabe

NIHS-National Institute of Health Sciences
EiEE MR REHERER PARIE ARFEHEK
EMERBRE AHBEFEK

casssl|.

CASSS||

Please keep in mind

o sy s - Ot 58

Introduction of post-approval change
management protocol (PACMP) mock-up
in Japan preparation

by AMED PACMP working group

Keiko Funato e i
GlaxoSmithKline K.K. 3

PN rsrmecenscns ant eica Devices gy

Satomi Yagi

Keiko Funato |
GlaxoSmithKline K.K gasssl.

T3V RZRI5147 MFRBFE MITBUEAEERERERAESHIE
HESEEON NKBXEK

PMDA-Pharmaceuticals and Medical Devices Agency CASSSH

INZIVTAAAY a3V TldE. RAICEC-EUDICH Q12-Ew IR —4—TdbSJean-Louis RobertEkh 5. EUICHITS
ICH QI2RREDEHITH T ZEDREHFNDBEESHEPRBICDOWVTBENLHY. ICH Q12 IWGIZ THERH DTraining
material DERL (Module) ICDWTHFHBBLAHIE LT, D%k BIRFIHBICHITBICH Q12REICAIF T3RE CENGE
fis. ECsFH) ICDWT. Ffe. BRICHIFBPACMPIETGERICEIT FEREIC DWW T HE EBOEREERIAThNEL
feo

Panel Discussion — Questions and Answers
NRIVT4 R By a3V DT (Session 2)
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SRIDICMC Strategy Forum Japan 2020IBW Tk, &L varERORITITONBN\XIVTARAYvavEF Y
A VBETHERRLIERBICTIANL BiER. Frv bAVRRFER. £'V00Vh"Eier BV BHERADE
FEIEESE. BIFEICIEEWIRERS LAY ZMVEREBTVELT

20Dty 3T, Global Biotech Experts, LLCONadine Ritter XD S, A7+ —5 LOMIENREES . REIC
Genentech#t®Wassim NashabehEl< KB closing remarks CRSE AW LTz,

CMCFS:Ux
JAPAN 2020
VIRTUAL FORUM

THANK YOU

Wassim Nashabeh
F. Hoffmann-La Roche Ltd.

Genentech#t Wassim Nashabeh &

ZO7O—/N\IVRED. SHROEATHRENICREEIN. N1 FTEZRROMERREOEESCMCEZOEELD—EhIC
BAHED. BERELTEEZRITTOVELWEEZITEVET, SBREGHGEEDTTEEZIALIBREANWVLET,
REIDICMC Strategy Forum Japan 202111&. 202151286, 7HICREFETT,

(rFERRERR FIEHE, \UEEH ARFEHE PRERR. TR ER. FREER)
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