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HASSERAAR A1 fe Bt iy T [RISERE AT » TR I B - S INZEK - 3% &
72015 4 10 H5gpkeaal » Bk A Elf&4H4% " International Council for Harmonisation
(ICH) | » ICH FF eI K HHH T - BanEYEHE (M HEEEE) DB
ZE Gt A ICH K& f TAE&H » W7 2018 4 6 H i &a iRy ICH 74
Hi& 5 (Regulatory Member) o A& ICH 8 E T S 2€fEPan NG R AEIZE & -
H A ICH A 40 A& 8 & 21 [HifZEE -

[FHF - FREIE 2008 FFAEZ 4S8 ICH foPATH b 2 Bl B 88 A B FE
w18 (International Pharmaceutical Regulators Forum/IPRF) » IPRF i i 2018 E4AEH
BY| PR B8 42 g 4 =+ 25 (International Generic Drug Regulatory Programme/IGDRP)&
O e PR g g L 4 B 25 5 25 (International Pharmaceutical Regulators Programme,
IPRP) -
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W EHAH S ICH & & K& (Assembly Meeting) iz IPRP & Zz & @ (Management
Committee Meeting, MC) » B B ZEE T B THIRE K B SEE ST i S TH 2 ) 28R [ Al

RROEH ©

BRI - EUPRBEEE MRS ~ ICH ~ BIREE S5 E =51 ~ IPRP



= e = SRS 4
L H Y o~ 8 s 8
— ~  ICH Assembly MEEtING ........cocviiiiieiiiiiiiiieeee e 8
- IPRP Management Committee (MC) Meeting..........c.occeevveeriveeneeennnnne, 14
=~ P FEMEREH(Drug Regulatory Authority, DRAY&EE.....cocvcveeevveneee, 19
P~ BEFISEBREAIMIBETE [BY e, 21
S5 M TR e ens 22

Fffgt— 10 IPRP RS & R, e 25



T gROER

=]

1]

H& TR

2024.11.04 | FE%E S ILBRERITEINZE RS E

2024.11.05 | ICH & & K& (Assembly) - DRA &

ICH & &5 K & (Assembly) - IPRP %& M % 5 & (Management
Committee, MC) &5

2024.11.06

2024.11.07 | IPRP MC g3

2024.11.08 | FERIE A SRR E G I0HkE




ICH Assembly €512

Opening of the ICH Assembly Meeting

Adoption of the Agenda

Membership and Observership

Procedure Matters

Update on MedDRA

Financial Matters

Annual Work Plan and Multi-Annual Strategic Plan of the Association

New Topics & Strategic Discussions

Implementation of ICH Guidelines

Trainings

ICH PQKM Task Force

Communication

General Operational Matters

Q4B Maintenance

WGs Meeting in Montreal

WGs not Meeting in Montreal

Organisation of Next Meetings

Press Release




IPRP MC &risssiz

4™ Meeting of the IPRP Management Committee
6-7 NOVEMBER 2024, MONTREAL

REVISED 4 AGENDA

Wednesday 6 November — From 15:00 to 17:30

15:00 Welcome and Introductory Remarks 10 Mins

15:10 Adoption of the Agenda 5 Mins

The MC is invited to adopt the agenda for the meeting.

15:15 Membership 15 Mins
15:30 Focus Topic: Reliance 90 Mins
17:00 Working Groups

Identification of Medicinal Products Working Group - Chair: Dr. Ron Fitzmartin (FDA,

17:20 Concluding Remarks 5 Mins

09:00 Welcome and Introduction of Participants 5 Mins
09:05 Membership — continuation 5 Mins

09:10 Update on ICMRA 20 Mins

09:30 ICMRA PQ KMS 20 Mins

Working Groups (continuation)




09:50 Quality Working Group - Co-Chairs: Ms. Yenny Marcela Suarez Gonzalez (INVIMA,
Colombia) and Mr. Brighton Ratlabyana (SAHPRA, South Africa) 20 Mins

COFFEE BREAK — From 10:10 to 10:30

10:30 Bioequivalence Working Group for Generics - Co-Chairs: Dr. Clare Rodrigues (HSA,

Singapore) 20 Mins

10:50 Nanomedicines Working Group — Co-Chairs: Dr. Wenlei Jiang (FDA, United States) and
Dr. Nadia Villar (ANMAT, Argentina) / Chair Supporter: Ms. Debbie Cordaro (FDA,
United States) 20 Mins

11:10 Cell and Gene Therapy Working Group - Secretariat: Dr. Judith Arcidiacono (FDA,
United States) 20 Mins

11:30 Biosimilars Working Group — Co-Chairs: Dr. Sarah Yim (FDA, United States) and Dr.
Ali M. Al Homaidan (SFDA, Saudi Arabia) 20 Mins

LUNCH BREAK — From 11:50 to 13:00

13:00 Focus Topic: Using artificial intelligence (Al) 30 Mins

13:30 Communication 60 Mins

14:30 Focus Topic: Experiences in the Implementation of ICH Guidelines 35 Mins
15:30 Significant Regulatory Updates 55 Mins

16:25 Discussion of Potential Focus Topics and Agenda for the Next Meeting 15 Mins
16:40 Next meetings and teleconferences 5 Mins

16:45 Any Other Business 5 Mins

16:50 Public Statement 5 Mins

16:55 Concluding Remarks 10 Mins




= - BBV - B2

— ~  ICH Assembly Meeting

(—) PR B A TG (ICH) K& (Assembly) it 113 F 11 H 5 HE 11 A 6 HiR
TIEANSEREHER BT FEECEE EC Ms. Lenita Lindstrom FIE( F [ Swissmedic
Dr. Gabriela Zenhausern F$F © & A HPFB-HC Ms. Pamela Aung-Thin £t 2X
s ET TR G -

()& RS 22505 CPPS ~ t4 DICEMID F1ZEE FDA [ fy ICH #iZE &
(Observer) > HEj ICH 3£ 23 (& & & 40 {[E#EH 2L 5 (Observer) -

(Z)EFPEF - ICH K [EE 5 ICH 4H4% & 42 (Articles of Association) » &L &3t
PR IR RS (GEIFET AR 281 ICH TAFAHA B E AT E - 520
fE1E " Implemented | FEFE @ KHFEASCF FATEE FIR(Usually) R - ff5E
REEAERENE -

(PI)MedDRA HriTi -

1. MedDRA HAMNEIEESES Fy 24 1 Wbl ve @R nn B AR EEFK SV E K -

2. KerEEmHIEK Health Canada #Y Dr. Craig Simon #£{T: MedDRA MC El| £
FEEER R 2 4F) -

3. RgtFEE MedDRA Y= - EEHEW 54 MedDRA MC £y Steering
Committee (SC) » FIXE K £y MedDRA SC & & EF%

4. 5> MedDRA 75 #rA1 IMDRF 7 fEjHY MoU o

(R BIR e
1. RE[EE 2025 FHY ICH 7HE » [E]E 2026 FHYE B 4ERFAI 2025 FAH[H -
[5F © AT ICH 4£28 B 45,000 JEH] > HTE4UH &8 150 ¢ - ]

2. KRg[FEE 2025 4 MedDRA {5 TR FI4ERARI 2024 FAHE -

3. 5 [EIEEAEE ICH BEERFIGUEENIE - 1EEFF 1 TEOREI=EE
BFEHEEE -

(7N)ICH FE ARSI Z a8 - REEE 2025 F75 ICH TIFHEIMZF5T
&= IR E R A SN ICH B4E £ -

() ICH eI RIS 2

1. ICH ¥t ZEX4ZE 5@ (New Topics Subcommittee) F FEHEHEE » 2025 HEHrFE
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RECH®R - W HERSeATN 6 H AR g T E 2SR AETT -
HEaEHg £ 3 HHE > ME—EEEAFERD 2 (#F 8 —FE
f: Sponsor (5t * iE 2 HFBEHE FRER » UHEERE FREATER
RE—FgaTFH) -
2. ICH MiEREf: 2025 FmnikF 5 BAsR 28 ICH S w8 &Rl T E T
BE Bt o I T BEALR A BLEIEf: Co-Sponsors
3. Jupil ICH RgUFEY 2 HiEE > 88 " wEARMAFERMEL
(Structured Products Quality Submissions) | :FErE ° & =T M4Q(R2)ZEZ Step
2 TR (FHETIN 2025 42 6 H)FHHELA: ' FZERemI > A #8554 (Bioequivalence
for Modified-Release Products) | FrH > HIIFEFEAF2E M13C 2ZEZF] Step 2 12 (4]
RAMEERFIR) FEEa -
(JOICH #55 [HEfT1E * ICH BAE ha R & 55 25 A B 5T ICH $55 [
{715 (Implementation) » WRFERA S ICH B4 L -
(JU)ICH 2y &3I4k
1. it ZOEEIISRE0T
(1) ICH M13A H1E11A : Step 4 b4 (F& 7 RH)
(2) ICH Q8/Q9/Q10 : FHrZ#4
(3) ICHEI9 : &
(4) ICH Q3 %51 ~ Q5 %41 ~ E6(R3) ~ E8(R1) ~ E2 ~ E17 #1 Q8-Q12 f55] :
& R EISRBN
2. HREU® ICH ZEISEM Bise 7 <L JEIRR TN S hEss s i &
LW e & B FR K - BORKIERHES Tam A A SRS eS8 5 [ 350h7 -
(GE  EEFES 1B EILENE S ICH $55 25 Step 4 124 BUENFSE @ BEHH
1-2 FARETERAFIREM - E 2 TEfa5 5808 A 1-2 FaYZEEH] -
A A A DIHETT ICH $55 [fER » & ICH & B3l Ky i ZAT 55 B
B L E TAREIRRZ S R B 28 ~ NBS <)
3. ICH & EEH) 2 A GET) -
(1) 2025 FHi4A ICH &CE BB AMGIGUEEMHRIR RIA T - Ba
o JEEA—FEA (AR IR T RS - OREIEIRE - fEF
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A AEARTESH BT B DAFR Y FRER » 1T ICH A e & RF B LR FR R R T
ICH EHZEEMO)EHEMH - —F 2 ICHMC g8 == [iE=
REGIARISCCERIE IR H Bl Z g g A
o [RRHEESEMY > Dl WB RIR - R E 2 A R R al
Hr - 0AER -
(2) THEHIY 2025 4 3 H A F—imd & B A Eia i &k -
(-+)ICH PQKM Task Force :

1 50244 3 H ICH MC g% B3y " gEnmEBRmEHETE
(Pharmaceutical Quality Knowledge Management, PQKM)%¥ 7! T {F 4H (Task
Force, TF) ; WIEAE » A Al U —(ERHE P& - E& &A1 PQKM 3
AREEEN - W THRE nH S S IR R GIE A T -

2. TFHETHNE1&K PQKM TF T/EARE] > 10555 et -

(+—) ¥}4MN#EE(Communication) :

1. ICH THETFHHFREON DIAGE i LEFR S T) L RIS sk iRt thEx
B4 EC -~ Lt Swissmedic AIZESL EFPIA L[E#1T - 55 > 72 DIA Boler
i DIERGHE T 2ERE A BT EREE 0 R ICH HESHTERL -

2. ICH EJF{ES WHO &5~ ICDRA &3% b ST AR s
7= ICH =R -

(+=) 1TBEER

1. ICHIRMAL :

(1) ICH k&g 2E ATt - ICH MEFmA TR TBUFERCE - LUAJE
Hag 2 TIEE - BUHST — SRS IHSER b2 =82 -

(2) 5(2024)%F 5-6 HESFH IT BRI ST E R ICH 2 IT o TEEG S 1%
B LRI 2 - M1 B E] - 1 ICH AhE e t 27 1T AR #E
T FEsd -

(3) 55 » ICH MC L5 E RIS — 4 ehf T8 25 (ICH Secretariat Executive
Director) - 885 TR LB HS & BRI a2 8 i~ B A
NEAEIT -

(F : ICH #ZE & F {F5F - Dr. Dawn Ronan #&{F » Dr. Ronan 3758032
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2.

ST E AT ICH BRI RHEER ICH 4H4% - )
FEJ1 ICH 4HERCE -
(1) $#2H30F/NH(The Efficiency Group)7EET#ETL 3 4 -
o ICH &#Z T /F4H#EE$55 [(Operational Guide for ICH Working Groups)
o ICH #AZEE T /E+55[(the ICH Secretariat Handbook)
o ICH 3% L1 T.E#55 [(the Coordinators Handbook)

(+=) ICH k€&E% ICH Q4B I SEL1E ICH &I/ &£H: < 52 4 %5 (Evaluation and

Recommendation of Pharmacopeial Texts for Use in the ICH Region) | 7 [{f$% ©

(-+PU) ICH HAEm&ET 55 [ TIFH > H P E B R |

1.

E6(R3)(E R PREE(GCP) -

(1) REgeathiss 1 2 TIEETEE - WIHEHN S (2024)F55VUZREES] Step 4 -

(2) TAF&HIRHAIE I RHA B < LR 5228 E6(R3)AVFES [NE -

E20 7 fEMEEPRE g © E20 TR FFEBHEERT M - st Hip Rl 7 A

HHUSHE - WIEREE 5 (2024)4F 11 ALY Step 2 -

E21 ARG FL w2 AR IR a5 &

(1) Rgsiad E21 TR LIRSt - DA TEETHH(2025)FE—E 58k
RS -

(2) KREEER " BB HAMAAHR SIS BERGMATES IHE | stE =T ICH
MC -

(3) 55 - E21 LAFAAMR TR E - 4RiEE S 5 (Technical Writer) {7 BIHfia
(e -

M4Q(R2) CTD £&=t; :

(1) MAQR2)TAFLHTF » F EFEFE B LI SRR » B AR
eCTD 4.0 HEFT MAQR2)FE5 [ - MiFE#THZ eCTD 3.3

(2) 55 » MAQR2)TIF4H I S S BIRE iR e B HETTHE S|

M1 EgpRE R T EAS =

(1) A& Ff M11 TARE4HFT CDISC B T30R & 1F -

(2) 55> BEHREWMS > T/EE > M1l TIEHEREHEE L FHEEHES
(Technical Writer) 7 Bh+55 [#&5HE T1F -
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10.

11.

12.

13.

MI13 [ [EBE s A A B AR M © MI13 TAE4HTEETS (2024 7 BALE

MI13A F1MI13A Q&A #EF Step 4 -

M15 MIDD : M15 T{F4HTEETA4S(2024)4F 9 B 10 H iR Step 2 > HAIIE

TR SIS NE - SR A AR A P -

Q1/Q5C & f A R E M © QU/QSC LIFsHEZR M~ » FhiG%EHE

%185 ZERK Step 2 (& & FRUFEF ISR -

Q2(R2)/Q14 F3ifrhazg 2 53t 7 A I AMEIE

(1) Q2(R2)/Q14 TARAHIREFRIEH SIS =~ S - HEIHIES 7
PSR » RZHEHRELER - H Module 7 RIEIEFF G - BIEET
smE(T Q2(R2)FI Q14 F55 1B -

(2) Q2(R2)/Q14 THEHN(2024)4F 11 H5EE A #HM HlE -

Q3E Tz K a2 R E T

(1) Q3E TAR4HE &SRB ML 2R ATES [FE R & kE
HEES SV A 5 ARt -

(2) 55 » Q3E TLAFAHITHASE & 5 W0 ¥R B {E 51 &5 (Threshold Project)  [0]
BRI -

QSAR)ENIE N LA R i e e M - QSA(R2) TE4H

RSB E B HIEERE > THETNS (0244 11 H5ERK - 55> TAF4H

Tl ICH B 5 EZEGRES i > Ba ks T As=tET -

QO6(RDEEHEETHIMETES]

(1) HEEH#L QoRD)EXNER T > FXMEl LIFAH S A
e EN K -

(2) AN FLETES I Z AR R 4 4 W eREER /AR G A A AR 1L
FE MR A o

QIR iE EpmEH

(1) QO(RI) T-{E&H A I 2R 4 [ o s A F 52 B 5T 2006-2010 4 hR 2
Q8/Q9/Q10 ZFFGRF - W FRAEINEL -

(2) 55 THET P F T — B2 N - 52 Q9 55 [T A BL B ERT T
{F
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14. #EFFRAR(Dormant) 8K S 7 EE)(Low Activities) .~ T/F4H : M7(R3) ~ Q3C(R10)~
Q3D(R3) ~ Q12 ~ QDG -

15. gt/ N4H (Generic Drug Discussion Group, GDG)jHi# 7 (Disbandment) -

16. 4] ity B KL A V& = 5 &m /)N 40 (Cell and Gene Therapies Discussion Group,

CGTDG) * FraE#EERE L - W4 AGTamAG Y ME R B e 4Rt 2 i (B 2 [F]
JRFIZEIRME) - DLUSHG PR Sk ae B R B o

(+1H) FHEFSQ024)F 11 H 2 HE 11 H 6 HINIIZERSERE AR % 2 ICH

ReE - 55 WHEETHQRO2S)FE 5 H 10 HE 5 H 14 HNPEET B EE LS

—Z ICH K g7
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> IPRP Management Committee (MC) Meeting
(—) [ P &5 & 74 1 4 B 25 51 2= (International Pharmaceutical Regulators Program/
IPRP)H B[4 AR HH & 58 (International Pharmaceutical Regulators, [PRF)Ed
Y| PR B 4 g 4 =122 (International Generic Drug Regulatory Programme/ IGDRP)
1 2018 & OFHCIT + Ak IPRP 55 14 /9% 5 & 6% (Management
Committee, MC) » 7 11 H 67 I A S BB Bt + AT
EDQM {7 Dr. Petra Doerr (IPRP F[FE)f13% & EDA HY Dr. Asmaa Fouad (IPRP
BIEF)EF o 55 » AW Eak Ky Dr. Asmaa Fouad _EE{&E KT FF IPRPMC -
(D)&EgEFE - B4dhse CPPS - t4& DIGEMID F1ZEE] FDA 5y IPRP ¥
B (Member) « 55 A& g E] NMPA DIEIZZ & 577 5 R -
(=)IPRP & T {F4H(Working Group) T {F#[E :
1. #& 5 450%(dentification of Medicinal Products, IDMP)
(1) RGBS+ 2025 FTAFARE] ~ S5 IERESE - 55 Rgth T igE]
FERRAYEREEERTRA A S AE H 5818 -
(2) ARAKREhE © R & AR A 2O & 1F - Ba WHO-UMC -
ISO Technical Committee 215 WG6 & ICMRA PQKMS WG -
(3) oy I3 FDA {9 Dr. Ron Fitzmartin e T (40 RE(HEA
25F) » 5y Rgth 7 #E1Z#E] FDA(H R AEIZE )R BEIIA L TIE
H -
2. AHEMZE M (Bioequivalence) :
(1) REgsRatoutt:
o 2025 TAEAREIFIFHRSCH: -
o " Biowaivers for Certain Dosage Forms |FY&F5 Al TEEFE8 352 The
Journal of Pharmacy and Pharmaceutical Sciences °
o BCS Biowaiver | flI " Dosage Form Biowaiver | Pl 5 -
(2) N ILIRAHATHIIEET 22 B85 i TR SRR AR B &
EHBERSBUEE - MC E3 s A ERE S BIESUE TR - R2K
e °

(3) K=& E#H{F Co-Chair ¥zt Swissmedic Y Dr. Matthias Roost » DL %

14



3.

4.

5.

6.

J5 4% Co-Chair ¥[8 Dr. Claire Rodrigues #{f » (FHi 2 - 55> T
TR IR Q025 FEHBHE ARG & < B0k -
om'E L{F4H(Quality)
(1) REGHRIESH: 2025 F TAFAR SRRSO -
(2) K&[&]E Ms. Yenny Marcela Suarez Gonzalez (INVIMA)E{T:% T{F2H
FREER 2 ) - 55 TIFETEIMECK A EHEE Co-Chair YA A -
() % LAFHSF eI ¢
o Repository of Technical Issues ;5 BT e
o 7B ICMRA PQKMS T & @ {9 55CHEE " IPRP Quality
Assessment Tools JER] |~ ' $t¥%f PACMP &EUARIEL | K " #EfT
ICH QI2 55 1B 1 HF=1nf1% -

o 55 bl 3 s T HETT ICH QI2 4551 L - KEEELIFA
By HAGHEE &R Q12 fE5 [HETIHIPEL -

(4) RE[EEZ LIFHPHE Interim &3 - Interim &38R E HH SFDA B -
THETAEBH(2025)F 5 =237 -

HHREAIEL A A% T /F4H(Cell and Gene Therapy) :

(1) KGRI+ 2025 F TAFRRE] -

(2) TARaHEEHE S — AT IR R G R E A RITE 5 [RUER 158
RAZERETT A~ n[HETES | 2 58 % - & FF 41 ICH CGTDG k& WHO
&1F -

AP T E4H (Biosimilar)

(1) KGRI+ 2025 F TAFRRE] -

(2) TAF4HZITE#ERE " AV UM ESE b M b PR . B B B B LA
RS -

Z3of g 5 T {F4H (Nanomedicine) :

(1) KGRI+ 2025 F TAFRE] -

(2) TAFAHARETHA(2025)F B B A& sk » 505 Liposome &%/ - 55 >
1% J EDA RIFHE AT & ¥ 5 5% 51 ] Liposomal 2 i AH [BA AR #l o

(3) TIF4HTHETEER N B - 5w Liposomal Doxorubicin i o [HLAR |

15



S RGZF -
(4) 55 > [E7 Dr. Ana Laur Rinaldi #25 T {F4HF & 1R 5L F /& Dr. Nadia
Villar AIlgE1 T~ AL > B RAIEE TI/F4HES -
(I)ICMRA TAFSE##He :  ICMRA #iEFmE EMA BIFEEBIA =R Mr.
Riccardo Luigetti #7755 3TH ICMRA HBHTIEY; ~ JZHMGEwIE - DURE RS -
(H)ICMRA &% 5. 5 B Al 3% & B % 4% (Pharmaceutical Quality Knowledge
Management System, PQKMS) T {E4H : &K FDA HY Dr. Theresa Mullin #y#s T
TR » W REH748 PACMP 5155 -
(73)IPRP B 4p &0 2H 4% & Z2 /% F1 5 = (Communication: Strategic Vision and
Stakeholder Engagement Plan) :
1. %(2024)4F%] IPRPMC 5t " f1 IPRP SN SAHERHES TE1E | S8 AT G
A DLTRESGEEL - HEERE N SRy eI ATIEEBIE
IPRP TAEATT T AR S 2
2. IPRP MC SZHFARETL NEFG AR FF &= am b © 55 > [PRP MC %R
ULEIZESR T S IPRP LAFA] AR IZER L, 28 -
(1)IPRP )+ E(Focus Topics) :
1. Reliance :
(1) Fi+t: Swissmedic 57 " Access Consortium | » —{[E F AUFY AR BEAT4H
SRR - S A] DU HE SR S R AT 4 o PSS (8 HE BRI EO T
AR LA DA B R M
(2) Access Consortium i 85 JIZ= A Health Canada ~ ¥ HAS -
e MHRA -~ BN TGA DLR 2R 5 1YL Swissmedic © BREAJR T
A 5 TIF4H - BE SRR T (New Active Substance, NAS) ~ E2444%
i (Generic Medicines) ~ & PR &1 B (Clinical Trials) ~ ¥t 85 % 2 i
(Advanced Therapy Products, ATMP)FIF}H%(IT) -
(3) ATk BR e H AiAE Work-sharing {B5& T 23K A 2 i & » Work-
sharing 75 5 £ A8 BAL St an PR ERE - 11 I SCHARAR 75 215
EEWNEAREME  HMENKEMEANAXRNENRER
Pharmacovigilance - GMP % - H it 5 HE(Pilot) AT #AZ% 7 RMP (Risk

16



2.

3.

Management Plan)&#fs} o

(4) BLAh > HEISES B B R A5 - Ly G2 i E B0 Y E M
Access Pathway &g 7 5 SUBR A7 770 Lk BRAOA A = [HI e = A, -

Using Artificial Intelligence (Al) in Pharmacovigilance :

(1) ¥ HAS #&53% BIIEAERTFEK Machine Learning HYRE R A A
A S i e e B IRV R AU EE S #54H (Large Language Models, LLMs)ETT.
55 REEE AR ER AT B LLMs(40 Open Al GPT, Anthropic’s
Claude Series, Meta’s Llama, Google’s Gemini Models Z5)fER X PV HY
ATREME ©

(2) F:E] MHRA 5T HAFERT ALY T IR g mox (o E )T RERA R
IAPERRAVEE AR, | FO T ERIREES , 2 &K -

ICH f55 [fE & =

(1) IPRPQWG FEJERIR » 3% TAFHFE M7 R AT DUEE 1 i 25 B A+
17 ICH 155 [ AHRE S - Bl &AMl HET T ~ B A8/ MR
A S BV REIENTERA HIT/AE ~ AEIE5 [T
RS -

(2) RgFEEREK ICH 155 [(#ErTIEM HEHETE -

(JOIPRP 4H&RZERERIHA MBS EE N & EE1E5 (IPRP Strategic Vision & Stakeholder

Engagement Plan) :
1. K@[EZH IPRP 8] EJF Dr. Asmaa Fouad ~ B8 EC Ms. Lenita Lindstrom

DL R EFEEEE INVIMA Ms. Yenny Marcela Suarez Gonzalez 317/ NE T AE

AHETEm RIS & BB SO -

B T EESESL AN IPRP JEE) |

(1) BRIEAEBETEATRENE - (RIZSCATM G EAERE - R T —F2% 1
TR S ENIAL A BT (IPRP & B) A & itk R B SRF 1Y - 55
A A AR (IPRP & B)FROK » s BEH EH IPRP 2
HIZEHE -

(2) R b [FEEHEEE S R 28 S T RE(WO)EEmiVie R e A RS
gER o Mt E SR T EEEERET A Y -
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3. S fESIE) IPRP TIFEH B AR S BT S ol A 4B (£ TR SHAVHEIRAL -
4. FHETHNHHQ025)EPHHLLF B E IPRPMC & RS #ARAY IPRP 4H 4542
e N e Rt
(L) N —R &k THa e amaiE
1. PHOES B B ek v AT 5 © Reliance ~ ICH 55 [#E{ TSR] AL FEF -
2. FEAHEZE ICH KB G BN ABESUEE) 2 B 77 FHAERAIRCR -
(-F)TEEHABH(2025)455—Z IPRP MC ji* 5 H 14-15 H{BPEIIF B B E6 5 5
R IPRPMC HIIA 11 H 19-20 HEGH B &5 © Mif%(2026)4 6 H 3-4 HES
—ZX IPRP MC & RITHE 6 B 3-4 HRE P HLIENELRT -
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(=)

(=)

()

(1)

EET T 1RH (Drug Regulatory Authority, DRA) &35

AR B A R (DRA) S &% H i3 HSA Dr. Dorothy Toh F{1 Mr.

Freddie Foo ££f > i BEALRI/DISHIPTHIE SFDA ~ 2Pt NPRA DL

&N

g EEAQR2YF 6 A HAtER &k atamamed - A T BB gL

FUEHE M ENEAHR Y BEEL BT 8 RARZ NI HSA

FHEILE O EREHE S E - AR GRS -

A b HA AL T BB RS A BB AR T

1. DSHfeHI(E SFDA @ RIAZ B U R 2E A R 2R Z EHEE - THET
HH(2025)F 55 USR58 K, « JERE HE 5 [AIF155E] FDA AH{EL - BlJ Cold-kit
PR EHE ~ A 0EA] Generator RIDUFRIZEEHE - 55 A0F%ES 2L
(SrillEcEs (RN

2. F&AKPEEE NPRA : JEFIEIE T RIFIECEE EMA FH{EL - BifGm/zE Cold-
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IPRP

International Pharmaceutical
Regulators Programme

Regulatory Update
TFEDA, Chinese Taipel

Meeting of the IPRP Management Committee

Montreal, Canada

6-7 November, 2024

@ |PRP Regulatory Update

International Pharmaceutical

Regulators Programme TFDA, Chinese Taipei

¢ Significant Announcement of Regulations

o ‘ Promulgated: Regenerative Medicinal Products Act. (2024. }
06.19)

O This act is established in order to ensure the safety, quality and efficacy
of regenerative medicinal products and to protect patients’ interest.

o ‘ Regulations for the Management of Regenerative Medicinal
Products Safety Surveillance (Draft) (2024. 08.19)

O To ensure the long-term safety of the regenerative medicinal products,
TFDA enact the post-market surveillance regulations that pharmaceutical
firms should follow.

[N
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@ |IPRP Regulatory Update

International Pharmaceutical

Regulators Programme TFDA, Chinese Taipei

+* Significant Announcement of Guidelines

Guideline for Application of Computerized Systems and Electronic
o Data in Clinical Trials with Medicinal Product (2024.05.02)

O To enhance the efficiency of utilizing computerized systems and electronic
data while implementing the DCT methods, and to ensure the quality,
reliability of the clinical trial data and the trial subjects” safety and well-being.

o RWD Study Designs- Considerations and Key Points for Registry- ’
based Study (Draft) (2024.05.09)

O This draft guideline is meant to provide key suggestions for the industries
when designing Registry-based Study and to help support the development of
medicinal products. TFDA hopes to finalize the guidelines before the end of
year 2024.

(Guidelines for Post-Market Changes of Topical Semisolid ‘
o Preparations (Draft) (2024.06.17)

O This draft guideline would provide suggestions for post market semisolid
new drugs or generics on the changes of preparations, manufacturing sites
and manufacturing machines, etc. ?

International Pharmaceutical

@ IPRP Regulatory Update
SESESS TFDA, Chinese Taipei

% Significant Updates of ICH Guideline Implementation

©) To further improve and promote the implementation of the ICH
guidelines, TFDA has continuously translated several guidelines into
Chinese and publicly announced them to the industries.

o ICH guideline E10 on Choice of Control Group and
Related Issues in Clinical Trials (Draft) (2024.07.05)

ICH guideline E8(R1) on General Considerations for

Clinical Studies (Draft) (2024.08.16) S1A. S1B(R1). SIC(R2).
S2(R1). S3A. S3A

(Q&A), S3B, S4, S5(R3).

o ICH guideline M3(R2) on Non-Clinical Safety Studies S6(R1). STA. S8. 89. 89

for the Conduct of Human Clinical Trials and Marketing (S ELT B
Authorisation for Pharmaceuticals and 17 Safety
Guidelines (Draft) (2024.09.23)

TFDA host 4 educational programs on ICH guidelines
(E5(R1), Q11 Small Molecule & Q11 Large Molecule) 4
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