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1E #: Mami Ueda, Ryu Mochizuki, Nobumasa Nakashima
YE# 537 : Pharmaceuticals and Medical Devices Agency (PMDA)
B R ARSCRIBRC AR R AL

HASHIL

19904, AT AEHTCE R EIERAZZHI VR, AR AR 270 IRE 75 XL EH
B AR B &R ENHY, AR S SEMERE R EFRE 43X (International Conference for
Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use,
ICH) B3, 20155, XA RAEE MM EAH (A “ICHKE" ), RARLHERRTo®RA
TR, LA F Llnternational
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ICH 308%F: TERLSFIRERE, LARAR
EHPREER

ICHTEE(EH 2RISR T A H#Eshin
ENZYITHE SERERINEN, UR(EHERIR
SERELIFEY, NMEAZEELR/ D EmEE
LU TERSRE. ICHES KK ENEH1E
BTRGUHNRERSR, EERARRIESRN
RIBIE R LA s E R F 0B A N RS T BUGHI =
IRER ICHEX LR RSHALIE RS E
TRIER TSN TRMBEESMAE, HEMEE
TRPEGUAIEZHWES.

ERSFHBERE D, ICHESBRERIEAREY
BSYEXNHE, BERTHERTFEURICHE

WX “LABE R IBYTTR “REXE
(Reflection Paper) , SEIL T Z9¥) &I I A 21D
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ICHIG 4 LRIk AR, AN RIS R Hr Y,
AR, Nt RS BEIR M S WAET R
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&£ (Quality) SUFHIRENEKRKEE, LUK
BA&IFERER

ICHRE IR 155, HIE 7T— LR 8 Y
BEARARIESEN, flanfeE (Stability) i85
BN, EZ ER+EFH, Q8 (ZMFE) . Q9 (J&’
SXEER) . Q10 (BAYREARR) =NMESR
U (Q-trio) MHER K 7QbD (Quality-by-
design) &, BIRERT R HAIESRNBIE
X EHEFHAER I AZ5,

RERBHNQI2IESEN— (R4
BEIE B AT EMEE) (Considerations
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ICH Reform: 2015~
Korea Singapore
_MFDs  Members o, /

Preparation of ICH Quality Guidelines

1993-2000 2001-2010 _______2om-

Q7A Q&A2015
Q5 Biotechnological Products

Q5A (Viral Safety) 1999 - Q5E (Comparability) 2004 Q11 Development and manufacturing
. Q5B (Expression construct) 1995 of DS 2012
0 Q5C (Stability testing) 1995 - M4Q Q&A's 2001
. Q5D (Cell substrates) 1997 - M4Q Q&A's Location issues 2003 - Q8/Q9/Q10 Points to Consider
2011

Q9 Quality risk management 2005

Q8 Pharmaceutical development

2004
Q11Q&A 2017
Q10 Pharmaceutical quality system
Q6 Specification 2008 Q12 Lifecycle management 2019
Q6B (Biotech. products) 1999 - Q8/Q9/Q10 Q&A's 2009 Q13 Continuous Manufacturing
Q7A GMP for API 2000 Q14 Analytical Procedure
Development
M4Q CTD quality 2000
Q5A(R)
Technical Issues Harmonised pharmaceutical Implementation of Q-Trio

quality system -QbD
E2: 20205 517EDIABARFEMICH 30EF=H, Haruhiro Okudat k& “ICH 30EFREMANSEFIFRKREE, URBARRENER" .



Preparation of ICH Quality Guidelines
1993-2000 2001-2010 o 20m- |

Q1 Stability
Q1A (Stability testing) 1993
Q1B (Photostability testing) 1996
Q1C (New dosage forms) 1996

. Q1D (Bracketing and designs) 1996

M4Q Q&A's

Q2 Analytical Validation

. Q7A Q&A2015

Q11 Development and manufacturing
2001 of DS 2012

M4Q Q&8A's Location issues 2003

. Q8/Q9/Q10 Points to Consider

Q9 Quality risk management 2005

Q2A (Text) 1994 2011
Q2B (Methodology) 1985 Q8 Pharmaceutical development
2004 M7 Mutagenic impurities 2014
Q3 Impurities . M7 appendix2017
Q3A (Drug substances) 1995 Q10 Pharmaceutical quality system = Q3D (elemental impurities)
Q3B (Drug products) 1996 2008 2014
Q3C (Residual solvents) 1997 . Q11Q&A 2017
Q8/Q9/Q10 Q&A's 2009
Q6 Specification Q12 Lifecycle management 2019
QBA (Chemical Substances) 1999
Q6B (Biotech. products) 1999 Q13 Continuous Manufacturing
Q7A GMP for API 2000 Q14 Analytical Procedure
Development
M4Q CTD quality 2000

Technical Issues

Harmonised pharmaceutical

Implementation of Q-Trio

quality system -QbD

[E3: 20205 817EDIABARFEMICH 30EF=IH, Haruhiro Okudat k& “ICH 30EFREBMAMSEFIARKEE, URBARRENER" .

B (Efficacy ) SUERIS LSRR REE,
RBF&ERNER

B19985EL(R1) (#ZFZESMmARI I EHEN
MERR) ESRENAHLIK, BA—BEERER
R EEE S EREREHAVER . FLIL, ¥
ZHDSREBRER AR TIRRNREE, ME
AR EYE AR BAEINEIRAREIE.

ESESRNLHEBE IRRFNER, X
ILARBEE S SRIRSEEHITRIE M IRR A
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YEZ 437 : Pfizer, On behalf of the EFPIA International Regulatory Expert Group
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g . Susan Halabi', Pam Mangatz, Elizabeth Gar’rett—Mayeri Hanneke van der Wijngaart4, Henk M. W. Verheul’, Emile E. Voest’,
Lillian Sit, Daniel J. Renouf®, Janet Danceyg, Richard L. S(‘hilsky]0

YEZ A 1. Duke University, 2. American Society of Clinical Oncology, 3. American Society of Clinical Oncology, 4. Vrije Universiteit
Amsterdam, The Netherlands, 5. Radboud University Medical Center, The Netherlands, 6. Netherlands Cancer Institute, The Netherlands,
7. Queens University, Canada, 8. University of British Columbia, Canada, 9. Queens University, Canada, 10. American Society of Clinical

Oncology

B B ASCEIEC AR AL

AR B LB AT 8 QI BT & T RATXIE A F A e 2t R AL g ILAERATEZIN

RE], B — AP RAR IR, BAK, BATHIST AR A 3T —3¢

2EHA K, 4‘5’;%31'&5}%‘1;?&@

A, ST BB R TSI B AT NI ST, ARSI VARE- B R A,

RANENATTRHRES, (EFEEETRY
MARRRFAREESNIRRIMNEP ST AR
. RELL, XA RSABRAE, &5
2, BN RAVEE IR . X IGE T BEN
AR EERZ BN, E%E‘5$%¢EIEEBE’J%%
NMIELZDEHERIES,

=

L[EaTTRR B RiET, BV RIIIGIF, SiE:
- e, (Trastuzumab) FEHER2/neu

IR SR B e & PRI,

-FASEVE (imatinib) FIEFRZEETHBCR-
ABL S BRI E AR E 2 A,

-HEJEE (vemurafenib) &

BRAFVBOOEZSHH B K EE A7 FHI
- BEH/IEF (olaparib) TEHEFFBRCAT/ 2 E
LRGSR, A BRE AL R IE 7 R EH
1SRG R Mt L B [ B R A
Ao
BRAE LA IEE AT IERERI, FFRIES
IHERRTE D, BLfr L8Bmar H ARG IS

X LR B ER B E T B IR R E AT
xﬁlo X—R{EETBRAFVO00ERTHNEE RS
EB LSEITHRIRER; 5 E7x, $ERBRAFAY
PR FEEERRERETI TN EERER
TEBE TR

TSR, 9T EEERa T AR E SRS RE
DISNE SBT3, IR ARFRE T ZSIEAR:

=
EF A MEF = (American Society
of Clinical Oncology, ASCO) FFEHITAPUR
(Targeted Agent and Profiling Utilization
Registry) it3z (NCT02693535),
T =FHREDRUP (Drug Rediscovery
Protocol) itt32 (NCT02925234) , LAR
A FELICAPTURIIE (Canadian
Profiling and Targeted Agent Ultilization Trial)
(NC T03297606)
XL I8 IR A A Ea e (platform
design) B9t EXLER G, ETHIFERTER
AU RE SR EHEIE LRV e R R



TAPUR CAPTUR DRUP TADRUCA PROTOCOL
BirEENE 3000+ 720 1200+ N/A
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NBMEREIRSE . WEMEFREAIPROMEER
ExRP5eRk, BRI EIRTE, BERBURT AT
B2, FEFTLMRIELEIRFRIREE . ZE
STERAIERY, T ERRITS R I REE S .

IS Fr it

AT HEFDAISREZRIER, PROMAIZ
BEIERIBIEIRAIAE. RIABIMERRISNG . 1R
B8 ABIRELUSERRBIEERD BIHTUE. it
EHIPROMR B S G SATFETTIE, XETTERIS
RN TIR Y H BRI EIIR S, X—<E
REE,

PROMFAX/15Z

AERELER T, ATHREERIRES, FEE
MBI RSB ENEM FBH T LML
1, NTXIEAFR R BRI E e &R T BRI X
SEANTE. XPIREFESEXRFETTRITIL, L&
WFERIITHE, SN FEETHIEHAXAIS
B, FR T HAERAIR S RITF DIENE LTS,

ARk
https://globalforum.diaglobal.org/issue/september-2021/

W IE TR

BIFERNSERISFTEFDARNEREXEE, (B
PIRFEEIFDASTEURIRCAVEN, IXAIRE=E
SFREHECHATFEM. W, 2 ETEIMHINEB
EH1)|, FREPROMEIERIRA S =N
IEREFNEHIEPROMZRI G X, KE—1EE
PNEEREK, JUARER REIEIRL, NTELEA
FEIL, XET BN SFEEICHEMNIRE IR, B
FRER P EZERIFIREIX LI, XEBRHZ
ST EIRANER, FEESNERTRE
EBERAHIEPROM,

TER— M, HAIMZ X NIEmEZR
RUASDIISE . ENZI S E R eI IS 25Y)
FIEPROMBBEBFEFRENMBENZ ORI
T BSOSV TEE. . BT TRINE
SIERFNEIEER LR, MU EIRVEIRFTHESHAY
IERERITSEMERNEER., AR NERXER
2{EHEZSEFPROMBVEIBH NN EI EE B
YIRS, BRIIBRI IS KB iIgm— R
RAYES.

FDA %2 || I



DIA2¥& RiIEHRS0Z /N EZXR

LRNEFLERSIEERE G R ZTEIBE

REMMIRIEF
TS

Learn More at DIAglobal.org.cn




8 i

LI

B |

A4SNPU| [DO4NSIDWIDYJ

A A W Y i’z Pl

eg&IEA

HEALTHCARE EXECUTIVE

22022

ﬁ (EBR) - EHEEAZ

ﬂ@ETLﬁ*
SfFlTlﬁl IEEIniE
S50LATF : 3707T/EE/15 (i)
5013 LA : 3335T/EMD ()

5052 - WIXFAE (FEEHE DTN LA) ; 100131 -
IBE1HIART & (ME3%K7T) ; 3002 - WX 2N R
& (fhEenT)

(EHR) - EHREAREFFAITE: 3807T/F

A 3 iJ i
BEA: ZBiE

B i%:135-2085-4802
B #: dengrenmu@y-Ip.cn

&

Bz

Sti)iﬁ'
AR




