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W FEESTE AL R ¢ (European Directorate for the Quality
of Medicines & HealthCare, EDQM) % %2 3% ¢ ( Council of Europe,
EC) ™ J:2 Directorate - EC = = »* 1949 & » 3 yrfyf 2 soip 5

ARPGARBIFRERTMLAE S FANIBPHER P
BAREM 2 AT B E R R 0 N8 RmA T o BINKNE FY HRATE
(Strasbourg, France ) » 2007 & ¥ g B & % £ {7 % X 4% (memorandum
of understanding, MOU ) » #z 3% Council of Europe ¥2 European Union
(EU) Bz & it A2 - EDQM 2 3% = 42iR>t 1964 & » & = %
g R ERFEFEIAMASL R ST eSS AR
2 e % 22 TEARE RN E ERETERE
2 > T LHRTTEARE o H 43T ahgc i Z 2k (European

(o
| 4
R

Pharmacopoeia, Ph. Eur.) & 5 2 &9 4+ > Z®%E 2 L € R l&]nﬁ
{}goLLPEDQM &%}%%}L\%E%}*E\]; %_,‘gﬁ‘ ;{‘;};

*‘mﬁ

'%411}7

B4 3T %y % 1% - Council of Europe 4] .2 % # & | 2 5

>

( Convention on the Elaboration of European Pharmacopoeia ) #713& 2. 4
R ¢ (Commission) 7#3& >t g $Ff 27> pwnj 3B & A (37 BE
AR R FE )24 BEERE (WHO+5 B B 7418 b 2
Rpo) BP BRAE e HEZLTmMWZ E R4 £ ~ 70 ~ 374~ 5
Ko T~ %P" 3"\[;1 PR AR .

R % % 52 ffe € (International Conference on Harmonization,
ICH) %2 ® (USFDA)~ %@ (European Medicines Agency, EMA )
2 p A2 4 (Japan MHLW) = B Z5zi2 8 =0 2 H @& ¢ 5 >
1990 & FAd x hPR F B S Ao g TRIEE R EH 2
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- 52 R%HA (Regulators Forum) > 41 # & Rz R E = F 2 HiEan
B¢ > B ICH & %8R 3| 23k > 13§ 2 iBaE 2 F 2 B2 12 e
AR - s e A RAHE N L ARTIN(H S L § ) 2 S8 ICH

/2 )/z
5

ﬁ%@°§ﬁ’%§@%i%(ﬁﬁéawﬁhﬁﬁ ) i
AVHIEFGEE > 546" 2P0 Fi72 A& R ICH Fip b
1% € 3% ¢ 45 DRA/DoH Pre-meeting~ICH MedDRA Management Board
Meeting ~ $4. 7% R ¢ (Steering committee ) 2. Global Cooperation ¢
2 %A € 3k (Regulators forum) 2 & 7343 ¢ (Expert Working
Groups, EWG ) z H et 3 83t o

=t %3* EDQM 2 540 ICH FAp M BiFIE € 3R~ % 2 > 7
AREL P E EDQM 2 & 1T dh B A % > B FFs BEEE 0P
ANk P AR F A T B o
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102 # 5% 29p |+ FldFiiEl" %

102# 5% 30p | =KL 3P

102#5% 31p |3 EFREEFEALLHR ¢ (European
Directorate for the Quality of Medicines &
HealthCare, EDQM) » 1 j& EDQM 2 & 32 7
B TIEEFES ARET2ZAE > aE 2 EDQM
EFEITHRLE

102& 6% 1p |#MPPHEFRLIIFLEER

102# 6% 2p ® Pre-meetings for DRA/DOH
® MedDRA Management Board special session

102# 6% 3P Regulators Forum

102 # 6% 40p Regulators Forum

102# 6% 5p ICH Steering Committee Meeting: Global

Cooperation (GC)




£~ %3 EDQM & 327 ¢ kP 5 H
-~ FRE|P
EDQM 2 3 = 4= //» 1964 & » & = 3 o k3 R F Fhrd 4o b

A& RF B EER SR AR BE 2 B2 AL >2
%’r;}iﬁ—«? i&ﬁﬂ’fﬂ-%"*iﬁ’wﬁ‘?ﬂ’fﬂ? VR SR B
L]

é@¢4’a@g£*§ﬁWw§r wFHprﬁ%%L‘ﬁ
FHIE P pEE2 )7 F REsEs 37 g s R4 - Council of
Europe #] T_2_ gt & 2 mB | 2> % ( Convention on the Elaboration of
European Pharmacopoeia) #73% 2% A ¢ (Commission) 73kt ¢ 4%
PRTE -

W% % 52 Rpafe ¢ (International Conference on Harmonization,
BAICH) 2R R {frp 22 > 2 sy ¢ ¥ (USFDA -
EU EMA ~ Japan MHWL ) 2 @ Z % # (PhRMA -~ EFPIA - JPMA)
FIEE B L REEE I R fr - kb2 F foo 0 E A 1990 £ £
fogfde S 2 ARE R re s X L H E R N B R
PR MGERTEFY 2 B R Ao - RIVE LS {NGEHE R
SR FE o - RV ICH "R s dahd d o

ICH ¢ BAsd B2 F R~ 3 ~ P2 23 %o SR HEF 4 2355
H# g % > 4o WHO ~ IFPMA - Heath Canada % 7 Observer >
HZRPEF 5 2o ICHI»d ~ 1999 # 3 7+t ICH # 74
R ¢ (Steering Committee ) = 33 " >3 & i¥ ] % (Globe Cooperation
Group > B ICH-GCG) > d L#ic L e » FZL R ICH = %424

FIE ~Fs p2thend Fo T FRBLE DI E RE R e o

ARt ICHE Y ¢ B > en X8 APEC ¢ B ¢ 4 Chinese

Taipei ## #& %22 ICH 1% 58 /&6 > 2 ¢ 7 Regulators Forum» £ 2008

#d USFDA 42> 113E & & % cregulatory authorities 7 /£ if % #+3



s e 1 S 2 5E > Axd FRFDA L P £ & fieend
FHKAICHSDE ~F P ~ 4k~ ~WHO 2 2 RfF? & Zprp 2
Hr(Em-d B i {37408 2 22K )-SADC ( Southern African
Development Community )~ EFTA ( European Free Trade Association ) ~
EAC ( East African Community ) ~ GCC ( Gulf Cooperation Countries )
ASEAN ( Association of Southeast Asian Nations ) % B 7a¢ & & 2. i~

Food FICH = 5 20 LB A0 5 R AT X Pﬁﬁﬁmﬁéﬁ e FEL A

ARESF HE R . *‘«k%f/kxﬁ’?if?m%’“fﬁ"ﬁ*r, T &
S B TR ALA B RR > & B ICH guideline sig B 0 1 2 A kel

ForXFZEEE L OHRE AP I AP G BN ILEE & T

= ~ EDQM %# 34

(-) #= %3 d EDQM =z Director, Dr. Susanne KEITEL & & 3% ¢
AFATIRARARBRABE S 2 EE- FX o+ =44 Dr.
S.KEITEL f§ ¥ 4 2 gciv'sk € eh2 = 7 5 » EDQM % i+ % i
%€ > 7 8 B (European Pharmacopoeia Department,
Publication and Multimedia Department, Biological Standarisation,
OMCL Network & Healthcare Department, Laboratory Department,
Certification of Substances Division, Reference Standards &
Samples Division, Public relations & Docummentation Division,
and Administration and Finance Division ) » H 27 gt P! 2_ 18 (T
FoMBRARFEZZETLE Py 38BER (37T B
AR R BE )24 BEER (WHO+5 g B 7+ 18 24
FHHBRFO Y RBR AT LER e ST T
CARLE- SR I NE AL VA SO SRS N -

() BFIAFERANEARFEE I FHETI X 25FE



Fralis P o BEEIFT R MR HNE L RFLE (active
pharmaceutical ingredient, AP1) 2 ¥ 3wz A kRG]

(=) Reference Standards & Samples Division 338 F* 3 ¢ Vincent M-J

EGLOFF ¢ Laboratory Department = ¢ Dr. Stefan ALMELING

EREANE S ) EDQM 00 SR R N SRV SV &

i ’ l\zr—:] Ig‘ btalpr—:] I%I% °

Jut

(z) T -=-pld European Pharmacopoeia Department % f® i % Cathie
VIELLE # % % # & (European Pharmacopoeia, Ph. Eur.) *¢
BN R R EE B $13 0t %5 (medicinal
products) & F &% » §.d Ph. Eur. Commission it %_» ¥ ¥
437 ¢ RRL P 2o p o PhoEur 42i6 330 § & » 4
{c§% 2200 monographs - I p¥ Cathie VIELLE, Head of Division
*G3$ik?“ﬁfﬁwﬁ”*¢‘%ﬁﬁﬁﬁﬂimﬁ

Boogtthd N d SRR 2 Y A et 2 ] £itfe
T

() ¥ *d Biological Standarisation, OMCL Network & Healthcare
Department 8 F* &) 2 ? Dr. Karl-Heinz BUCHHEIT 4 % Official
Medicines Control Laboratories (OMCLs) % &3 EC #ﬂ % ¥
RFEEL ST W BT REE  HTRA T SR WA
RIS+ B a7 PR 0 » (7 B 18 B4R (Post-marketing
surveillance ) 4rix & i IR FEF_ o

REER RN SIS SRR LTS & P S g

1. RplEzR 42 £ 17 EDQM &% L j£_& confidentiality
agreement # 4~ > ¢ 7z Review % Inspection o

2. Mt LAY -2 5 EP commission observer- EDQM z_ Director
Dr. Susanne Keitel it & £ 3> 2 Fd A3 fad g ¢ 5o

i Council of Europe ~ Ph. Eur. Commission = &, -



RERELEITI R L A #= » EDQM z_ collaborative
laboratory B 45 » gL 304 7 M gRpiE 7 0 ¥ L L2 EDQM e
Dr. Karl-Heinz Buchheit, Deputy Head of OMCL/EDQM -~ Dir.
Sylvie Jorajuria, scientific officer B #2434 & 1T ;% -
FMAETE R 22 EE o o ¥ ¢ Dr. Karl-Heinz
Buchheit ¢ s/ 2 & 9 7 2_ PIC/S & /% NG e B Fo
B LR

= ~ DRA/DoH pre-meeting
(=) 4> 2011 # 11 ® 9 p ** Sevilla # 72 GCG € 3% > ¢ T £l4

(

( Regional Harmonisation Initiatives; RHI ) ¢ B & & %2 4 - w
&2 (reflections paper) ™ F 4=k A k GCG % E » v » T30
2012 & 6 * *t Fukuoka ¥ {72 ¢ R3tsh T = Ko

) A ERIEICH AR o3k p P E0a, M2 AT P R

ApEs T 5 % DRAS/DOH & % %25 » p ch% $285 ICH 23k & 1%
® 4% (ICH Global Cooperation Group; GCG ) » f&# ICH in R
RIFER 75 7 >0 ICH B fo 2 30828 ICH B 3% * 4p e R > =
= DRASs/DOH ( Drug Regulatory Authority /Department of
Health) #4 - &2 138 £ 2 S 2 R2Z A& 2 3 H R RAEF
ICH guidelines pFr2_ 522 & §Rep 1 2 F 2. FI B 2 £ % 3
ICH-GCG meeting 2 £z 7 £ B~ £ 32 (3F ) 8\ & (72 23K > #w
RAL L AT £ oo

Agenda

Welcome and Introduction

Sharing on Implementation of ICH guidelines

e Prioritisation for implementation
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e Share best practices
e Discuss Challenges

e Explore Collaborations

Regulatory issues to raise to Regulatory Forum
e Need for new or revised guidelines
e Training needs and programmes for non-ICH countries

e Any other relevant issues

AOB
e Drug Shortage (proposed by Chinese Taipei)
e Hazardous Substances ( Ministry of Food and Drug Safety
(MFDS) , Republic of Korea

Close of meeting and discussion on next meeting chair

(2) B %H 2 PICISGMP chd %6 » 2 Bl & gt A
RABELERAKEE I FZ > TERES@EFPEH T
A R AFRF TE e K
(7% ek a2 s 4] 0 ¥ 2R ICH i > B Rigsd £ (7T
o 0 %% % ¥ 7] ICH Steering Committee REZ REEL
& 2 k3 ¥ #4% T Regulators Forum i&— # 33 0 E F ICH
A g n RS TEHEES o BT AR
o REEFFGS S FHFTAERS LB TSR 0 5
RN R GE LT e HE fﬁ? ey B o
(=) ¥ ¢t 3 B> DRAs/DoHSs pre-meeting # % #- unintentional use( 4-
% v & DEHP~#% £ ¢ 2 Chromium)z 3 3 + B & (F'U8 4o o
) AN ERLBARI (o7 &) e E AL, T EHRMI 5
ER

I~

(

\_.
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Training Requests from DRAS/DoHs

Suggestions Timeline
E2C F2F training; AHC can help Q12014
coordinate under PV roadmap
( To consult with APEC RHSC)
Q7 Training request from ICH To be confirmed by
implementation work group ICH Q7IWG
Q8-11 F2F training on interpretations 2014
using case studies; consider to
open to industry to attend
New Revision to Guideline
Guidelines Issue Request
Q3C (Impurities ; Formaldehyde is To include
guidelines for classified as Class 1 regulatory limits
residual solvents ) in IARC but not in for formaldehyde
ICH guidelines
New Revision to Guideline
Topic Issue Proposal/ Remarks
Drug Shortage | Public health Establish a collaborative
consequence especially | platform for early drug shortage

11




when it is a life saving | information sharing to prevent
drug with no alternative | and mitigate drug shortages.

treatment; epidemics (identify SPOC; contact list to

etc. be set up )
Hazardous Lack of harmonised To establish limits for the
Substances standards for impurities | unintentional presence of

for unintentional use these substances in

eg: DHP, Chromium pharmaceutical products. To

discuss which platform to use.

= -~ MedDRA Management Board Meeting
(=) ICH 1994 & & 4~4 * MedDRA ( Medical Dictionary
Regulatory Activities ) & T/ ik g 8 5 x> ¥ & = ICH M1
Frs ¥ 1 17 = (expert working group, EWG ) » ¥ - Bk
e e ¥ R i%%%&ﬁ% 2 I~ v R ILE
F2ER -HNFREELLD ORARBHRI L BOL 2 E
Ao B BARE L OREATE o 2 Mhdly - SRR £
Ry Pl NS OT R DL TAE 2 D
BF FEFRAFLRA TR ERF R T Bk
o & 2B %R FR (individual case ICSR) i # Hojiw~ i ¢
3 # 2 (electronic common technical documents, eCTD ) & % d
MSSO ( Maintenance and Support Services Orgnization ) ¥ JMO
(Japanese Maintenance Organization ) f # & £7 :z:& MedDRA
2 g 2kt £ 4% i MedDRA 2.3 * & %% °ICH MedDRA
Management Board s iz & ¢ » & F ik MSSO &2 JMO ‘&
i MedDRA ch% B > fade o SHE (L aylrid > T 2 &8 23k 1e
PHOF R FREELFEARETHLBR o b7 MedDRA
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ME2QELSFFFERE PRI 1ILAET R 0 7 1
Chinese ( f§ %84 ) ~ Cezch, Dutch. English, German, Hungarian,
Italian, Portuguese and Spanishe s\ R Z 5 7 2 F il 4F 971 * 2.
G BEYR D e 2RES G LF R AF 2 ARG -
A € R I7 il MSSO & JMO 20 id ¢ & MRy 2 |
o F R FARIES LT EY HAR D Sy PRGRARZ & K o
d ICH 43 rdF 24 MedDRA 2% B~ * ;e 2 |ICH MedDRA
management Board 2. § iE ik Sir LR o m iR 2 JF
Be gt e
MSSO z_ Director Mr. Patrick Revelle i % :& MedDRA z_ &%
B BRI L 2 R LR T kB-EFE iR MedDRA GE * (5 4
LfEETRAR Y 27 REEE - R Sl 2N RE
TORLA T2 I AR o
EMA i /i MedDRA = &8 - B R%ZHEE gz kFm1 L > i
417 70000 terms » ¥ 12 Fl & F BTRA AR A TR o (L AL
15 MedDRA #_ i~ ke gk » L fif 2t 105
TSt B gEEARY  Blp TR AR 0 R AT S
RS TRAFEMADREFLE T g A2
W S TR A AT 0 4 % AR - R ot A R A
i MedDRA E_>zpifL Bt g1 & > T 2 25 3F 5 et e
» &~ £ SFDA 2 % ¢ B+ £ 4 ICHMLEWG s 8% & &
% 2012 # 10 * 25-26 p # % ICH Multidisciplinary Guidelines
eCTD and MedDRA Workshop 2. = % o %4 4 #ic¥) 5 100 % o
¥ ¢t MSSO fcJMO » & s F 5§ % MedDRA i& * 1p B 3542 >
FEERT UERER EY o e Ed ICHF F 5o
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(=)
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(=)

X

Regulators Forum/ International Pharmaceutical Regulators
Forum (IPRF)
Regulators Forum = p 2008 # 6 * 4= > B 48 & ICH €2
TR MGRELRERZRAAA R E PG R E R TR
B0MGEE PR Y LF O BT 0 S # Ae- ICH
Regulators Forum z£ £ % 1.5 % » ¥ ¥ Global Cooperation Group
(GCG) ¢ 3% » Steering Committee (SC) - % 5 GC session in
theSC» w5 L x o
peeh s S0 s 2 RE s RS {o e (Regional
Harmonization Initiatives » 4= APEC ~ GCC % ) z_ Zyr®"% & 1T
ORI LR E RS MR B AR 0 S ER- KM
Regulators Forum # < = International Pharmaceutical Regulators
Forum (IPRF) > &3ttt ¢ &4 IPRF £7:34 ¥ (Terms of
Reference) < % » Ml A k3 EM 2 FHFIRGE -
R R LI BEFUEIARE R (AR IBM T F S X
PRCFE P A FER AT L FR) 5B RER
frie s (Regional Harmonization Initiatives » 4= APEC ~ ASEAN
( Association of Southeast Asian Nations ) ~ EAC ~ GCC ( Gulf
Cooperation Council ) ~ SADC ( Southern African Development
Community)) 2 WHO 21/ -
7 MR REFEL EATE * F5uZ 2R (Regulatory updates ) 84
TR R AT
ARFEEASETY LPpA 20 R WRAMELRE w4
DMF % & ICH 2 CTD #;\ & i HF 78 o ¥ F& H7N9
FARE NI AR AFBAEITAIR A 0 K A
FERBED BRI ERK LT EHRE BTN o
4 oa Y % (4o NDA
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ANDA~BLA-~IND-DMF 2 2 Z 2.+ 3 (3% { %)z 11 eCTD
* N g 3 i (e-submission) z_$.;% % H guidance 2. ¥ % >
d3 P APl FwEFFEE 332016 & 20 w419
itk EE L eCTD 2 sV 3312 o ¥ ik 2012 #
Prescription Drug User Fee Act (PDUFAV) 22 » FDA f ¢
5% % gy decision-making ¥ benefit-risk assessment> H ¥ — 38
fa % Patient Focus Drug Development: % 4t 3 7 DR A TR
% e AELE s FRE R FDAT LG { RF HEER
GEIERE AR P ER20BAER BRI LE R
gv o

P K CFDA 4R £ H It 4 it 7 e #2302 (2013)# = = China
FDOA (R3S S EREFERLAh ) L F a8 F52 ¥
BEHEE -

p A~ MHLW 4 7+ 4 & Z £ ;2 (Pharmaceutical Affairs Law,
PAL) B &+ % %3 & €85 %2 4 %5% (regenerative
medicine) §F *& 3 % %8 & & (approval system with
condition/period ) » 7& T3 AF IR T 2 RAH P P A S
FRPER 2N BRPDPFPN - HEFT ALK
LER N
544 Swissmedic % F e FHREF AIARE ek F A AT
(fast track procedure )- d *t 3 & fasttrack & & «hif 2 5 *
B A LEPERTE £ E 1 A2 2014 & KRS TN
# {4 & fast track if i+ e —,"El,’ﬁ unmet medical need 2_ z_ £] 37 % &-
(innovative medicine ) » ¥ ¥ 35~ Procedure with prior
notification » 7 o § ¥ L 2 5 Swissmedic P PFF € ¥ & & 4
% % 2z 12K Swissmedic ¥ L RL|TE A 4 B E}_E%ﬁi(?«ﬁ
e 2000:7F A PFAT) 0 L RARRE § WA - B Pl

‘mﬂ
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FIEASET AR
6. i B MFDS % 7+ £ & ¢ j&_KFDA 2 %= % Ministry of Food
and Drug Safety (MFDS) » P #0234 0 #75 ICH
guidelines> ¥ p j¥d &£ A=F 4538173 M 7 % MeDRA %2 eCTD
2L B
7. #Ftd HSAZ 7 HE S - fph@%F asta >\ o4
ICH guidelines > e #3 % % & &_t& B ICH guidelines - ¥ % x-
%% epFE &P ICHCTD format & ASEAN CTD format -
8. %P EMA %7 P = & %38 {7 { &7 biosimilars z overarching
guideline» IR 5 FF4 FFEL o ¥ A 72X & K EMA T F 25
T # (re-organization) o r/ 3R EMA ¥ r/ 43038
REAEF LR T LREERFENMNE {5225 % >
B B TEEREH LR K mirE S o
() 7 B Regulators Forum & & 1 i% ] 2df2 > € BRIF & 4o T
1. EG6 Discussion Group :
(1) P~ MHLW/PMDA4E % - 1 {5/ o2 P4 4%~ BE
2 & RaE & W4 ICH 22 GCP guidelines > -] 2= &
% d Regulators Forum ® & R A FE %4 > & f 7 AR
TFDA ~ p ~ PMDA ~ ;2 TGA ~ i ® MFDA ~ &8 -
Fr4ed HSA ~ % ~ ASEAN ~ GCC ~ PANDRH (Pan
American Network for Drug Regulatory Harmonization) %
SADC -
(2) p iR e 37 % % = General Principles for
Training/Education of GCP Inspectors » p % % 2" & 1% R
2 3 Plfedh B3R 0 FpRA 2014 E A 4 o
2. Cell therapy/Gene Therapy Regulator Forum :
(1) US FDA 3% 42 Regulators Forum Cell Therapy Group
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(RFCTG) p 2011 # 3 * B4sR 3t € R % T 233 % o
s BOR L R¥ Y wie o A R i Aot S | g
K TFDA/CDE ~ p & MHLW/PMDA -~ ;£ TGA ~ & &
MFDA ~ = & ANVISA ~ #74c3d HSA -~ % F EMA -~ 4 £
+ Health Canada ~ = & fF Medsafe ~ 33 2. Swissmedic - ?r
® ThaiFDA - WHO ~ USFDA~PAHO % » p % ¢ . ® 4
xR €3k ~ 1= in-person ¢ 3% (2012 &t/ jF ISCT
EETEFT)E RS HEFT L FRLPLE A H R
N RCLEREY SER S AR i AR I RS
it oo

(2) US FDA 3% 2 Gene Therapy Regulators Forum Discussion
Group (GTRFDG) p 2012 & 10 * Byp T 35 € 3R % T 20
Hem o o A ] PR g BARRARE ] wiE (7
F&FHmo* A3 P A~ MHLW/PMDA ~ ;2% TGA ~ &
B MFDA ~ = & ANVISA ~ #74c#l HSA ~ % pF EMA ~ 4
% + Health Canada ~ 3 2 Swissmedic ~ US FDA -~ ¥ &

NIBE’EH”"‘%—»F’Bg‘L?;p Ei" L_1E‘-1'T/2‘J—Ear"—jk‘i

|

HZ2DNALRE LGS 0 FF33 T = American Society of
Gene & Cell Therapy (ASGCT) # 7% in-person ¢ 3% °
(=) Health Canada ~ % Mike Ward 3 £ International Generics Drug
Regulators Pilot (IGDRP) P % B 3TiE & > 404 & B € RS H
% -k & 444 Drug/Active Substance Master Files ~ Biowaivers
(CRO) Inspection~Pharmaceutical Quality ~Work-sharing Models
AT 2P AR ARESHIGDRP g x5 F o VR
Ak §_F 22 Regulators Forum %85 & > b4rif i IPRF #-37 2
BE guidelines 2. F & % % ICH % > §33% > IPRF 4 £ IGDRP
2 ¢ & 1 IPRF F 7, %% IGDRP % kbwu&ﬂﬁﬁé
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Wik AR 64 TR .

7 B IPRF 2 £#+3L % (Terms of Reference) % 4p B i3k ¥ 78 >

A g&-‘fﬁ B 4T

FogAcT ol
(1) & 52REF & FdmE AR 6 T8 F &
i IR Pl 82 FoTE IR AEE PR o

(2) e Froy WEREL, ¥ L E FEREFF AL
E’E?Eﬁﬁﬁﬁﬁﬁ%’”?%ﬁﬁﬁﬁ°

(3) MUEBIH s Aot £ 0 Lt AR RHI 2 B o

B Ao

ﬂ)%%%iﬁﬁéﬁﬁﬁé%fﬂﬁﬁiﬁﬁgﬁ’éi
work sharing » 23 4 & 238383 & T’ » 4 |CH ~
PIC/S ~ APEC ~ PANDRH % -

(2 #FHRBLZRAREEFFTFT AL F o

(3) it & EF *5 ICH guidelines 2 H s & guidelines -

(4) Bt Rz A3 2 Brog it 2 5% o

(5) #¥H#F LRI 2 FARAGZRNG 2 B3P
EE R R R o o

AR RLES f FLAER S

Agked LEPRHIESE > SR

RHI % > F 58 i Frog mp 2 el -

BT ERAL (Ir Biosimilars) 2 IE L iR RN R

ferk e P50 IPRF #4238 & working group & % f ¢

(Committee ) > & d 2 S22 FP E AR f F

pae 3 = i1 i® ] 2 4 cell therapy ~ gene therapy %

General Principles for Training/Education of GCP inspectors - ¥

£ &6 IPRF & % ¥

(o]

F & i€ i & > Biosimilars working
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group o
IPRF 5 % & ICH § % 7 (2B ICH g7 ) - &7
S HE R AMERAA - B S ERKY L

EAR P ASEAA T d BLEE o S E ARG

3 p AT = IPRF € 3% -
LRERE = f 758 IPRFY 38 IPRF § - 91 % %

242
—‘J’\ =M °
= 3 > /} A

IPRFAREF TR AT g Bk S84 2 37 i 338
ROEE S
MR K 2R EFUERE 28 TR AR IPRF L& 3

B AR RAFRE R B b g T
A 23 -, N2y 2 — 27 N Y P N
B2 FRIEF L FR MG dof FE T A B RIS

()

)
f
W
£

BE I APM e defe I ICH - 37 LR guideline ~ &

TR PR G R kR e 2548 PIC/S it

1tor l’(v()p(‘fn'i()n
lzmRicrt e

utical Regui
pPartner or Affiliate Organ

Global Model for pharmace
Hub/Network for Regulatory Cooperstion 7
And Convergence : lCH
Harmonization Venue

at fochn‘c.'/()mrnﬂon-l level
common Regulatory
standards/Tools

Regulators Forum
’ ~ APEC
rraining/ ))
ng

spectrum of activities depending on

Capacity Buildi
Promote Convargenc
L and Best Practic

*  Need

Maturity of topic
Existing initiatives/organizations

«  Strategic and operational focus f
Undertake or refer activities ‘
Optimize effort and resources

PIC/S

s e NRA Assessment
- Training
.!ormntlon—sharl

Special role of WHO
ET

T e a—————
(4 ) Regulator Forum % = % 4%} Biosimilars 2 Ethnical aspects of
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1.

clinical trials i& 7% » 343 > 4 S £ BLAE & 4o -

Biosimilars 2% 4

(1) 2%~ %g 2 R4 %3R4 2 Biosimilars ¢ 1272 2.2 1

(2)

©)

(1)

oo @ 7 ¥R & (reference product ) ~ labeling ~
interchangeability %242 - 2 %iE P » ¢ R THPB &FF
IR LW SRR SRRl W AT E D NS kO Y §
HR&S ERPAFEZRP T Epwy ia AL E
AR VHBRSERPN LR S Y LA b R
Z AR TR BIP A PR A SRS FR G g BT
AT AKRE T I BELBHLEAS o

.,..
=
oo

YERFP 'a“f:*ﬁ F 4 Fo4p % 27 interchangeable - i
%ﬁm%&$%uﬁ FHR R AT £
PEARFTEWRAFRT I RERD B LFET F R
® B # o7 interchangeability fd % %R € § W p 774
& ® % 4p 1 7] Biosimilars 2. & J-4F5R {22 LIATIE 5t p
W2 E ST E e W R4 N LR RE
> EIFE T W 0 4 F]Pt AR $£3% > Regulator Forum
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