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R [REg g, L 512 (International Pharmaceutical Regulators Programme, IPRP)

15 By R R eg g, L 5518 (International Pharmaceutical Regulators Forum/ IPRF)
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ICH Assembly &ikiiig

Opening of the ICH Assembly Meeting
Adoption of the Agenda
1. Membership and Observership
2. General Operational Matters
3. Update on MedDRA
4. Financial Matters
Tuesday 13 May From
5. 2024 Annual Report of the Association
09:00 to 17:00
6. New Topics & Strategic Discussions
7. Implementation of ICH Guidelines
8. Trainings
9. ICH Collaboration with PIC/S
10. Communication
11. ICH PQKM Task Force
12. Q4B Maintenance
13. WGs Meeting 1n Madrid
Wednesday 14 May
14. WGs not Meeting in Madrid
From 09:00 to 12:00
15. Organisation of Next Meeting
16. Press Release




IPRP MC €558

Welcome and Introductory Remarks

Adoption of the Agenda

1. Membership
2. Procedural matters: Strategic Vision and Revisions to
Wednesday 14 May
ToR
From 15:00 to 17:30
3. Communication and Stakeholder Engagement Plan
4. Report of the Secretariat
5. Working Groups
6. Concluding Remarks
7. Focus Topic: Experiences in the Implementation of ICH

Thursday 15 May From
09:00 to 17:00

Guidelines

8. Focus Topic: Reliance

9. Focus Topic: Using artificial intelligence (AI)

10. Update on ICMRA

11. Update on PQKM activities

12. Working Groups

13. Election of MC Chair

14. Significant Regulatory Updates

15. Discussion of Potential Topics and Agenda for the
Next Meeting

16. Next meetings and teleconferences

17. Any Other Business

18. Public Statement
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— ~ ICH Assembly Meeting
(—) ICHgBRGN 1455 13 HES A 14 HEAEEFEEE AR I FEEEE EC Ms.
Lenita Lindstrom FIEIEfE Swissmedic Dr. Gabriela Zenhausern F:[EEFf > WEGEE
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HEEEFNERRY -
2. ICHEHZEE (Management Committee, MC)ZR/NAHEL ICH FbEREHE -
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(2) #HA Technical Writer: T{FAH¥IHEEM Technical Writer MABIEERHES IHVRCR
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(9) MedDRA BT
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RHPITHETHRARY K - 5 N IIES 28

(1) 340 MedDRA ZTRZ

(2) WITEEBEE (PR EEARR) -
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(5) =iEEFEEEREZ R -

(73) ICH ¥
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(3) Natural History Studies & Registry Data FHINZEEERfSE - AR —IH
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(2) E6(R3)5EHK Step 4 f55[BEE R H » W E445Y ICH E44 -
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Ht(Learning Management System, LMS)BHSE4R B » MASEE AL R ICH B
R ©
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B ARt HIRERR » M1 PIC/S $RHNIRSRHUS S - PIC/S RFFRFERTAL ICH/PIA SEEHY
(S B R alll Rt SR (& Az B AR (SE ISR N A s B AR ) -



() TSNS A > LRSS ICH RNS4EFE DIA BUN S - S EREE - 1CH FRIE4ER
AMEAE 28 ICH 55 B PAL I - RAGRHFF 0B E E T ICH B4 - b & R A
FERAERAE -
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R UGS RARAE
(3) Rk LR AL BB OFEEN AR ER - IR EETHERE -
2. E22 W N fmiralEmiys=
(1) THEHASH 12 H#ZER Step 1 B4 2a/2b -
(2) REHREE E21 TIFAHAYAIRE 2 BEE -
(3) LFsHIRH2EL 11 A &s3my 750K FLLETam R & S s i i DL Sl SR -
3. Ml A RNIERSIEE
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HEFES NI TE R
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B E -
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(1) MI5 TAR&HZERERT 700 A e - THETIASAE 12 H#RK Step 3 K Step 4 ©

(2) RGN Step 3 & Step 4 il > JefT[A Plenary Working Party &53

Q3E AR K AT S IR E R

(1) Q3E FHHI* 6 AIEBAIGAMREER » Wi HEHIRBRA R ES ISR BT -
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g L4 synthetic peptides, oligonucleotides, plasma-derived
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w REC 3 I MC R - o Rl B e d =B R AR BB /5 (DINAVISA) ~ BT A

(MOH) Bz fi FLZ% AR BB 455 (SRS) » S5 NMPA A AEIZE 2 5 77211
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TP T ORISR AR 58 » ORI 2 6 R LS 28 (SRR B 2 5 AT E—2) -

HRAGELEF AR =(eCTD) » 5B FDA 70 Z2E eCID v4.0 &K

1. FDA &Ry Lorenz » HLiEE 7 TAHMERMEEAEHEH  EFALEY 1.6 (B(&
472023-28 £F) > fEEHE 3.2.0 FH4E 4.0 KIEhIEESN S -

2. FDA ESRAEIHE 4.0 HWEHEN > e A RpEie it @i/ Bx HETrv%E
#IzAZ controlled vocabulary (%1 Submission Type ~ Form Type) sz 2E#5#H Rl
Business Rule (&8 AansaiRHRI) TR -
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FOERVEE BRI FR TR -
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N

International Pharmaceutical
Regulators Programme

Regulatory Update
TFEDA, Chinese Taipei

Meeting of the [PRP Management Committee
Madrid, Spain

14-15 May, 2025

é IPRP Regulatory Update

International Pharmaceutical

Regulators Programme T FDA, C hi nese TOi pei

+» Significant Announcement of Regulations

* Regulations of Regenerative Medicinal Productlrace ability
a and Documentation (Draft) (2025. 01.15)

This draft is expected to promote the safety and traceability of regenerative
medicine products,safeguarding the health and interests of patients.

Provider Recruitment Advertisement(Draft) (2025. 02.06)

This draft is expected to establish consistent and clear advertising
guidelines to prevent misleading or improper inducement of tissue and cell
donors.

e £° Regulations on Regenerative Medicinal Tissue and Cell J

Provider Consent(Draft) (2025. 02.13)

o {- Regulations of Regenerative Medicinal Tissue and Cell }

This draft is expected to ensure that tissue and cell donors fully understand
the associated risks, intended uses, and their rights, thereby safeguarding
their right to informed consent 2

17



@ IPRP Regulatory Update

International Pharmaceutical

Requlators Programme T FDA, C hi nese TOi pei

+» Significant Announcement of Guidelines

RWD Study Designs- Considerations and Key Points for Registry
0 based Study (Draft) (2024.05.09)Final (2024.12.3)

This guideline is meant to provide key suggestions for the industries when
designing Registry-based Study and to help support the development of
medicinal products.

e Guidelines for Post-Market Changes of Topical Semisolid
Preparations (Draft) (2024.06.17)Final (2025.1.17)

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

Multi-center Clinical Trials (Draft) (2025.03.20)

This revised process is established to enhance the efficiency of reviewing
MRCT IND applications for first-in-human cases.

e [Revised The Abbreviated Review Process for Multiational and J

@ IPRP Regulatory Update
rinoarsanly klomb g TFDA, Ch|nese TC“peI

+» Significant Updates of ICH Guideline Imple mentation

To further improve and promote the imple mentation of the ICH
guidelines, TFDA, Chinese Taipei has continuously translated several
guidelines into Chinese and publicly announced them to the industries.

0 ICH guideline E10 on Choice of Control Group and Related Issues in
Clinical Trials (Draft) (2024.07.05) Final (2024.12.31) S1A, SIBR1), SIC(RY),

e Ol . S2(R1), S3A, S3A
ICH guideline M3(R2) on I\{o'n Cl]mc'al Safety Stud.les (Q&A), S3B. S4. S5(R3).

e for the Conduct of Human Clinical Trials and Marketing S6(R1), STA, S8, S9, S9
Authorisation for Pharmaceuticals and 17 Safety (Q&A), 810, S11

Guidelines (Draft) (2024.09.23) Final (2025.01.03)

e ICH guidelne E8(R1) on General Considerations for
Clinical Studies (Draft) (2024.08.16) Final (2025.03.03)

18



@ IPRP Regulatory Update
Rapustors Programe T FDA, C h| nese TC” pe|

Meetings, Workshops and Training
a )

* ICH E10 Guideline Training Lecture, June 4 Taipei City and June 4,
Taichung City TFDA, Chinese Taipei

* ICH M10 Guideline Training Lecture, September 5%, Taipei City and
September 19, Taichung City TFDA, Chinese Taipei

* 2025 APEC Good Registration Management Center of Excellence
K Workshop, August 26 to 28, Taipei City, TFDA, Chinese Taipei /

@ IPRP Regulatory Update
st TFDA, Chinese Taipei

Leadership changes

The new DirectorGeneral of TFDA, Chinese Taipei, Dr. Chih-Kang Chiang,
assumed officeon February 28, 2025.

Education
* Ph.D. Graduate Institute of Toxicology, National Taiwan University
* M.S. College of Law, National Chengchi University

Personal Experiences

* Attending Physician and Director Hemodialysis Division, Department
of Integrated Diagnostic and Therapeutics, National Taiwan
University Hospital

* Professor and Director Graduate Institute of Toxicology, College of
Medicine, National Taiwan University

19
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Taiwan Food and Drug Administration Ministry of Health and Welfare

In Taiwan FDA

DRA Meeting in Madrid
12 May 2025

() & = B 5 B
-
CIFODAﬁuuﬁiijEi

Taiwan Food and Drug Administration

http://www.fda.gov.tw/

The Framework of the Coopeartion
on the Medical Products Regulation

@ “ArrangementBetween the Association of East Asian Relations and the
Interchange Associationfor the Establishment of the Framework of The
Cooperation on the Medical Products Regulation”

» To Establish a platform for cooperatiomon medical products regulation
issues of mutual interest and to enhance mutual understanding with

confidence.

K Between TFDA & MHLW/PMDA \

v" Share experiences

v' Conduct seminars and workshops

v' Establish sub-groups for specific program
activities

\ v" Annual meeting ‘{\
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Activities under the Framework of
the Cooperation on the Medical Products Regulation

V\
Medical Devices QJS

@ew Drug WG (New Drug/GCPD ( QMS WG )

9

» Pharmaceuticals

o

(GBO WG (Generic/ BE/OTCD ( Product Registration WG>

< Information sharing WG > C Information sharing WG )

AnnualiMeetings s
C Open conference > C Closed meeting )

Sharing regulatory considerations and Experience sharing and opinion exchange
industry expectation on interest topics ~ On regulatory issues

QY *

R R
X ")
MpppRBEnEE

Reliance Pathways

8
3

fawean Food ad Orug Ad v estraion

Abbreviated Review for NDA ~

® Application for New Chemical Entity (NCE) NDA;

® 180 days of review time for those with approvals by two of three
regulatory agencies (US FDA, EMA or MHLW) within one yegr

\. No ethnic difference in the clinical trial data

Simplified Dossier of CMC for

registration of drug substances N\

® Applying for Drug Substance Registration (except sterile, biotic)

® Reliance on EDQM the synthetic scheme EDQM approved;
Written Authorization to Access EDQM review report;

® Declaration for the consistence; CoA (at least 3 bdtcy 52&;;;“",!“

21
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Reliance Pathways

Abbreviated Review forIND

® Application for a clinical trial of a drug conducted under the same
protocol has been approved by A10 countries, which include
Germany, US, UK, France, Japan, Switzerland, Canada, Australia,
Belgium, and Sweden;

® Involvingparticipation from a medical centedevel hospital in
Taiwan;
® 15 review days;

® Does not apply to firstin-human trials (under drafting to involve)
or cell/gene therapy.

o x| A

ENITLLELE

ff$$% = ~ i HSA DRA &i&fER (%]
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e

ARGk SAEEL ICH MI13C fi55 [ 2 Beas BIRE Gl 1T A ST am » ST S B 148
i (Highly Variable Drugs, HVDs ) ~ J&FEFEEUK%E 4% (Narrow Therapeutic
Index Drugs, NTIDs) FAERGAHZEM: (BE) ZEktalimasat#E THRiatE Rl -
HeE) M13C 55 [NEZ IR ILERET. -
(—) FEEEmERT -
1. EEEEEES,  BE RGNS  5PA5 RSABE £2 ABEL J77AZ Al 28Elg
AU E RS SRR EIR 2 BRE] (50% capping ) » MiFEET {6 F AHL4E cR B E
R 7 AV R (fallback rule) e
2. aEEEE gL s alEeat | B DL replicate design RyEEEET T
el NEBdEERE TR ARG IR » HOTABEEZ A -
FiLL o<sub>wO</sub> = 0.294 {F Byl@ e -
3. ZEHE AR EEERR ZEE ¢ B SR CRF I R B » PR 2 =) [ Al
HIETESTT fasting Bl fed R(F BE 5l » M/H —HEZDORERRIFET -
4. BEHASRFTEIEEGI A ZJFA] © Tmax 3¢ partial AUC {#i ELEEPFREZ 2 EE%IEH
HRA A SR - HAEBEM S » ERCE replicate design 5R{bEERIEHEN: -
5. WETEAIEBISE R WY 0 <sub>WR</sub> BfiliEt{E o I DU S E I
TR e P IR PR R A B s A — B -
(=) R INEMRE RS © @ TSR CE BN E AR - gietatatdhanu
Potvin Ji7EENHTSRERIH » SEEERBIK SR A EHE5[H QkA &ifl -

(=) &ham

1. MR R R B A 2 B e aEt - A 2 E L -
2. wBsR LAY I Bl sk — 2 > DASET S S Al FOAI M B T I T
3. STRFREZ TR REWEEEER  (FRoARAAES TP RHE EARE -

(PU) ICH M13 £51$55 | H FiEE Sl 485 &
1. MI3A f551C5ERE 8RS 1RfF » (EREMW AL 7 @I T -
2. MI3B BEZFHEANER 3 AFEEET - THETN 2020 FE5ERCTVEE 4 ¢
3. MI3C wifmbErr s 2025 48 11 H A B g R bfis sm Bl smai e &
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% B
A BEFHE M EES (Bioequivalence, BE) {ERERNES S B [ G o g b ELER

BORENE By ERSR A e > FIR R FER O SR S AR > B AERIAYRH
%~ B aEEY - B BRI LN _E ik iR 8 H SR i i s -
BE sBR0 e s TS BB A BIPE AR - B BN BrégE e g 2 BR[EFH 5
B i > BHEAEE S AT AR A T RS R e R

HATRIR S8 T B AR - BIFE35E] FDA - BREE EMA - HA PMDA it
S A AR, (WHO) » $9A S An AR St slints 5 [ L2 275 - MENEEREEE
JRAARAT » (BT R dmEn A 7R - BRI kS 22 e BB 1% WS
FERAHYEES - R HGEEREE RV AREEBLAE R AT - - I > BREEEA
HtflE (International Council for Harmonisation, ICH) Y 2020 4%
T M13 TE/N4H > FHZEER FDA Y Lei Zhang ¥E(TEERR(REE > B BMA 1Y
Jan Welink #E(EEAH TR AFEHIE 220N BE sHbRfiss-M13 f5
5 ZF 53 B = 8057 M13A « TR D AR R i (SRS BYR . BE stbpasat8isnst -
M13B: ST EAI 28 BE FRIRA R nT B AaEeatat - M13C « & s s
HEMZES (Highly Variable Drugs, HVDs) » JGEEFSEk222E S, (Narrow
Therapeutic Index Drugs, NTIDs) K AEFEAY BE silbaass FaldaEethaeat
(Adaptive Design) °

AXHEH2E ICHML3 TAE/NMEZ AR ERT&® > SEETREER
ICH Bk BB BIiR#S  EE2H M3 2513552 fleBifEis - ZEiEE
i ETRRRHELSE U BE S HCIIEAE 2 S S R B R SR T [m] « A G ofes T am
BEEIFE ¢ S EMESE S CLIFE®E BE Y774 (40 RSABE ~ ABEL ) #EE({if61
GEETEAY ~ NTIDs atlmasat il zalag NBUEsR - 2208 B lE B e -atinay i R
JEHI ~ FHAFFEIEHE (Tmax ~ partial AUC) Z4M ABGHE - i BE AyS R

( o <sub>WR</sub>) FIMEERHIEL T AD M (fallback rule) ~ BiftiEHE
(GMR) PR ~ PARFAM TSR N A 2 2 -

FEHEMSBIER TEEE - NMEABINEIE BE RiTiF ey s
ESR A - S B 58 b IR B E B FE R R RS E PV E RS & ME AR E]
1B ST A Ao E T MR A R AR B s AR B B DU BN AR A
R E AR 2 RS s (EEERIEIIREEME: - BB PRAE -



A~ BE

— TEAEHRHE

H#A
SH8H
5 B 10 H(#A7)
5H 11 H(EH)

5H 12 H(E)

SHI3HE#EZD)

SHI4HGE#=)

5H15~16 H
(A ~ 1)

S

EEY

B2
MI3C $55 [¥fEaTam
M13C 55 [¥IfeET 3
M13 TAEEHEE

M13C 55 ¥t &

M13C 155 [R5
ICH B » Bz b 7-9
Hh o DIER R R
M13C 155 [t Tam
Bt AR g R

e

HERE/HE

> FEE M13C-HVD K NTI glfg =& A

> 1GBA #Hzt5 /2 HVD &k}

> FDA #Hh5 /ZRE #(Regulatory
constant )FEHEEEER

> ofam FDA F &7 NTI ¥ {E1E

> Btk e R H S Y T ]

> BIER G AN

> e bR EYAE T B R 2 ik
R B

> KRGS TR KR ERH

# -
> HVD J NT1 SR4ass
> LA MI3C 55 ERESRRE T

(—) BIFRBE S AM AT S (1ICHD) Y 2020 A2REIL M3 TAE/NGH > #5553 ABC ={E %

A1 > MI3A g1 T AR i [ AS BUR 2 AR e S sl s T ER &R A - 7 2024
7 HESE 4> BRUEDER 5 M13B AR HHriE B &8 1Y BE RFRIRIE K
MHEAZEIE - 50 2025 52 3 HEDER 2 - HAIEP R 3 A E RS - MI3C &
S|P D E(ERR AN =S REE T - 2) (BRI EI s - DU 3) 1854 BE
sREGE TR T el > B AKX ek AL -

(=) AP BRI EG 3 e I 0REHEE ~ #Erfmitg - H
AtER ~ DI RSERT R - LIFHPTEEITHYES 6 KERREH - B LIFHROL
&35 126~130 g - 51 41 A0 BiE 26 {uSnEieg= - 15 s b
FAS > BERUERTASHEAHREA (T N) > AEFEON R -



(—) SEBEMET (HVDs) HY BE #E
S Mg (Highly Variable Drugs, HVD) ZFRDAErs (2 —iE Ay T5
TR TEEFIESE (41 Cnax f1 AUC) _EEASEREAEEN: CGBFEEZH
FHNEE Ve > 30%) @ ¥ " AFHZEMEES | (Bioequivalence, BE) s&atii
BEWR T ZEHE

1. {8458 ABE J3 A A AR HVD

{84 BE #Ffdi /5% (Average Bioequivalence, ABE) (& E R Z &M
(80.00 - 125.00%) Kbtk s Ende mEl idgEm o ¥ HVD S - 5 E e &
Bl Es - B EIRE KRR se 24t taE 1 (power ) FlZEiH
REAE > (EET L& PRI AR -

2. Bsfi#yt ABE HYPEH] » #2HLL Coeffecient of Variation of Within-subject
for the Reference treatment (CVWR) AELEEAYELFIERSE (Scaled
Bioequivalence, %1 ABEL F1 RSABE) :

(1) ABEL (Average Bioequivalence with Expanding Limits) : {cHEEZZZ0AY CVWR
Bt iE R & - M LR AR A —iRE (TIE) BYRIEE D - fe =

(2) RSABE (Reference-Scaled Average Bioequivalence ) : £E] FDA FRFHAVIEA »
HEm DR T IREE LB R (HEE BRI E AR -

(3) FHCREDTEEESIER o3 Fa - T2EE - B—RE (TIE) 24
HYZE DI ~ EFRINEAIRGE R S BERFERKEE - Siat A2 25 - BAIHYA]
TR MR B R IR B - DS VAT A (B il ) Y 8 P P B — B S R - T
VA 18 e il R AT S AR h A B ERE e - M AR T
TR AG i e

(2) BEEBHEFEEEER LR RS (Capping)

1. BRIpREE 42 g B A= Wik (Dl 2177 & (International Generic and Biosimilar
Medicines Association; IGBA)REHEIHT4EE

(1) fR42 IGBA #Rfit 2 HEER - B2l BNERGE (CV) Bl 50% FF - HiKk
AT EMA FTER A 2 ABEL J57% » A& RIS LURCE » A FTRS (capping)
FHEEREAREER KNG 7 et s T R EEEE -

(2) BL CV = 100% H5f5l > EERFIZ5E FDA $%{722 RSABE 7574 (4% capping [R
#ll) o fEFE 38 e P 2 B8 EMA 2 ABEL Ak (B 50% LEfR) >
RIFRZEE 68 #zald @ ZEL 30 A HENREYNIT 5 2x2 T EEET
bp CEEIHREE S0 R SEEYI ARSI R 2,400 1) -

2. EBBBRISE B
(1) &N RGBT 5005 - B MeXE capping ¥IEEAE Y s EHEEIR ) S
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CV 848 50% B > capping $faBaiifs - T Ol M B S 2 Bl B R Bl 2E AR 2
E s -

(2) ERIZAEARE - BRlEEZ 0 Ei L FHE B ERIRS] - ERIBEZ B
TR E R E S & -

(3) ERIRIGHEIINZ K K > Fnle e E 7> AUC (partial AUC) 1E R4 RS MRS
FERE o SZIEME Y e\ EIEEE (inter-subject variability) E&E#E 100% »
TEREREMT » EMA PTiiE 2 SRR RS (50%) %Pk - BainiE
DUERL BE 152 - M MR4E HEEREL AL EE -

3. L ME (R L VB R e % =

(1) AEREY » HREEETEE - EFE R EHRE N2 %M F5tE (40 GMR
= 0.80) DUIEREHEER] - 2k BE 248 > A BT R4tk | -

(2) 28T » B L FERE T BMEEHESRGEME ) (point estimate
constraint ) 41 GMR WVEFERY 90 - 111% #EN » w8 s ol g -

(3) AXKEHFIHTHRLAEE GMR = 0.90 Apife @ e el bR » WRERE
ol A PR AR -

4. R AR s s
B e Bl op IR S UM M13C gIRE R AreseE S0%E i s PR (capping) »
o iz SRR = RPERARR - H BT elE n] 1 T MR a3 R O A w22 7 [l

(=) SEBEMET (HVDs) BE ZalEH R B ABIVER

1. 2l B ANEECERA - AESEEAREEREE MR (40 12~ 24 5 30 A)>
JEMIE 2B N RE (CV) ~ &S EEE (MR ) ~ WFTasaEAY S H AR
et S1 (Power ) FFERZEETERHE o 28 > WSS RS (HVDs ) » &
ik | 2% 2/0 24 NMERIEEsIMTs 2R A DR slinstat — 2k m] Stk -

2.MI3A B MI3C 55 [ A

(1) MI3A #5551t A AEUE 12 A (25 85 o e E vt bR B ] 5
BHAE RS » A I E R N EE T o

(2) MI3C 551 A s EMEsT >~ BE E# - $%F) RSABE =% ABEL J77% - %
FEBCPY period BEEAR Nikst - BEHAHEABI S8 R AT TR E
ARELAMECR & St e TGS RAR E M - BESEREUR - & CV HE# 30% B
FUeam 30 - 40 #zelE > JiREEER 80% Z&EtiRE ST o

(3) BEBREE R BE L EFU RTS8 584 2 BE &5y - D (ERA 12
Ni&st NEfiE s ~ LReEE - HIU period #%5t FSRZS & Tl 2%
TSR o FolElRatBRpk T Bl se Bt » B L 2P AR EE R -

3. ZEELEHE R ERAE M3C e A TR - s ir ettt
M TERTR E R M B SRS R e AT S B AR B 2 AL -
HinesEEgET > FANEES " 20 24 A IERiETSFEAE > FEERE
MEELE S O T



(M) fabR(E (Outlier) ZBREEH]
1. AR EERET - FR LA SIS EG A 45T 1T - BRIEE AR
STPEERTHACHE] > W AHERIEE ST 7/ ABFMES E Al E (outlier) - H A
A2 TE 2 —F(ER] studentised residual » A 3 & A1 Ak (e
EARTERFIIRE LB —I7% « N s ERHET S E MR - A %EE - &
FEIEE M (sensitivity analysis) R HEEEME (A1CV) HYEE -
2. EERAIAES | Z5EA] T B ERE IR R S E R 2 T A THE
B o il - aERA studentised residual > 3 TERHIEMREE - NMEETKE
BT > WE R TBURE A DL S s R s -

(7)) ‘IR TEBIRZEEEn (NTT drugs ) Z BE EREGEHEEREBRIEE &

1. BEFEE K EREE T (Test product, T) B IEZES (Reference product, R)
W TE RGNS - A aliE H I E R B IS m s 2l B NS (WSV) -
RAE e E ¥ IR B R4 4 -

2.7 T B R HEfTHELGSE - KRR e B IUARRE Wakst (20 TRTR X
RTRT) » PUEFECETREEETESS » M r gE B8zl B BIEE » WG InEEE
1T 2 AEFEMEEARA -

3. RFERRSE TR BB s - = HRET (B TRT 2¢ RTR) #i e BT
TWHE - Zaket I EBIREELL > WSV » I ST R S8 FL L (52 A B
PESIAT -

4 FRIZZEE] FDA 20K BlBerh gl T Bl R BIFIRT 2 8 REb{E (R
0 <sub>WT</sub>/ 0 <sub>WR</sub>) o #5 % ELAEE H R E #E > & i sE S 206
Byt Aomam AR B S MRS - T R TG 7 R s E e A tHRE S
SRR

5. fiEme = HAEURAEE ST ARG By B — 5% ~ W55 X EsE T ( two-sequence
crossover study) » MIFMEE TSR - FEREGIRF

(7\) JERERORAERE M (NTT drugs) AEFIREITZEEEFESE BE 8
1. A EEE > NI SE00E SR ERF T 22 AR Bl s BE 5l > E292 1CH

MI3A A < Jo b 25 () PR HE T T4 - TR — R BRI IR IE BT T - BRIE
FAED HRECHE ~ MR s SRR A - & RN M= A T e e sl -
SCFFIR MI3A TR AT Z HE T

(1) 7B — B MEERE TR - B MI3A e 2 el HIET 251 - AN e A
Ritanas o SR EatBRasa T BT -

(2) fEE K LML ek - HAlZBEiTEEsERs NTT 8550 - Bk
RIS -

(3) TDM ERPRAH{EMS] 0 208 NTT SE5LERPR HERRAHREEY) RN (TDM) » AR
AR RETHIE > R P RE 2 R 2

o
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(4) SRR TEY - Al E S AR U TR I B B T 22 AR Ul
AR -
2 e ERBRAEEER
(1) Bfor ZEMEARI Ry - NT1 &8N Bl s Elbs - FE— Mg A (IR) Z55nER
HUEE a8y BE SPLE4E -
(2) FDA %L : BEEWR(F P rlgess BT Ry > i IR g8 A —EHREERE - =
NTI ZEMiEfEE rlRe BB IR R > AR D ERIVERE -
(3) DA\ ELis A 284 Rzl > FDA SaE A SR IER AR BB s A B A\ 22 PR
[ RE(E DR AR EE HELEE -
3.EMER  EmnIMEERICE
(1) sEnEiEBESHkE > E77 BE S EE M EERET (replicate
design) o #5 PRk 25 e B i B W fetl » RETR S DB i AC B AR
FRl BN FEZ BN E B IS A R E - HIEERE -
(2) ZHERIEY  BEREREKGIRGIEE LT T IERIZERFE  HERATR
BFR E RIS L EHAA] -
4, HERBUGE AR -
(1) St GRS BEE e O FE R AT T 25 HE B Wt A BeAH S lle - H AT
i ATk B A ik
(2) ZEEEHE DL ICHMI3A T2 Ebs A R RIE Ral bR e s - de
fiEr = it {7 B e - (ST B ASEEIRE R - Bo T RS BEEDK T » ARSI
SKhEE s -
(3) FDA sk R — D9 L ASRIKTE - TEGIATRA ANDA BERPEST T « TIFIHZE
FDA K] NMPA A ANDA BERHEMEITRFE R T (secondary
analysis) DIFEET ¢

o HNEFITZERE BE BBR2 NTT #55h  H Em&mZ e EEat &
T B A A RE R il = e S PR -

o EEslnE et NEREE

o HIREBERBERIEY - B4R SR BGR EIRITHE

o FEERGETE T/R ZEOUAI—SRENRE -

() /EFEEBUREE LGSR - FERAARER M13B #Y BE REREELE
1. BES NTT Sty & 2R e G IERR AN E M13B #YAE RS (BE) fRERIEAE -
LR BN T IIER SRR R
(1) “Doyoucurrentlyhave different criteria of additional strengthwaiver
for NTI?”
(2) “Do you think if we should have the same or different criteria for NTI
drugs for additional strength waiver considering criteria laid out in

9



M13B?”

(3) ZHERERL R M13B Frikén " mfEbs vs. JEEEEREC T, A28 - TR
EE NTI S 7Egry BB S sl 2 BT K MR ST NTI 505 E
biowaiver KR#i o

2. Hf B AT TR B A > ZEERNEINRR - SRR S IR EUR NTT 2
R E S N (BRI RIEEE - biowaiver BAGRMEZER  dGty BN S
EAEFZERERE) - A Ta e O FR g AHBEN BE efREA]
DURECRIp B2 Bl R — 2 -

3. IR INe T S T [E N A T 22 1B B e S B s A B 5L s Rl B B
SENE SR HEEAEERPEAGER - BB R > &2 AR E K AE - EeE T
JIFELE -

(1) GEAJEEEMT > Hedd o] AR H ol f i) F5 A T R et (rIHHE FR 22 AR BT -

(2) SR T BRIESS A EMBEEIES] (PSG) HE » FEMKEE MI3A A ERETH
HELT 72 HE B s e |

(3) HAEF > ERMREE PSC HRHAMERRIAM H (WZeMtEeE - CHEYRE
TERE) -

(4) HAENGIEFrA R Z Bt & & A ZE mE B e | (EF10EE e R T A HE SR
AJHEEFESE o NILRIE R 2ERGE— - WAREEEH TR ELE S -

(5) ExEEENYE » PSG MEEL ICH iBAI—E - (HEFEIER B T R —Hfes [ 5w
EHEMFHE - WE A TEREZE > MEaH -

(V) REERAFHE
1.2025 £ 5 HEPGPLAF B8 E TCH kb > M13 B TIE/ N (BENG) [RIRGRT
A R - RRAIC M13 25 1HE S A AEEEAAR & -

(1) MI3A © AR TR ERSA Z AE RS (BE) stlaatatEdotiiets > B
SERCVER 5 o MiiEE FDA ~ 5B ~ BRER ~ Fwt ~ SEEERHARSE S (EERI E G o
ERER SMEE N T ECREHE -

(2) MI3B : ZEEEFURTE BAL & 8 HY BE 2fR (biowaiver) » HANEMNAPER 3 ABES
SPEEL - B 2025 4 3 HBA%G > THETE 9 H&EH - DER 4 THETHL 2026 £ 6 H

(3) MI3C : H¥f7iamEfa® (NTL) -~ &2 RME (HVD) SEanEd HA e MR THY BE
s > BN 2025 5 2 HEE) > HRMRRP B 1 EAEE > N ARG HE
TTEXRER W MEVPVEE -« PR Bt R R E 25t -

2. E5KEZE (NC) [EIFE M13 /NETE 2025 4F 11 AR EFERS S - 5% M13B
B RARFE RS M13C e > AR T TIEa B ek i3S -

(L) M EREET (Adaptive design) ~ AREJIEEEEIES B Z5Tim
1 ECERMFAMEA S B X > BB Ra(E > w7 A4 MEn L s B Rore
P8k ©
(1) 155 FERAHER IR SR MR T AAE (MR R T AT 8% 2 - PUBBRESEE -

10



(2) HEFEEEE COVID-19 AR AR MR e T o0 A 2 8 M B d e M DA R
IEF -

2. PR MR T T R B THAR (I BB R T TR B B8 DI RR
BLfEE T - SN SIS SR (HVD) MAS/aEEEL (NTI) S50 nHET - ERE
B A BE A ~ P EAIT atBnie FaX b5 - (RN s A Rt e Btk
E7e i 58 —HRUSEER(Type 1 error ) - sFE MR T RIRE /R &% Potvin~Montague *
Fuglsang SE4at 7774 » Wiz S AL SNSRIt R E R G & A -

3 ABIETTIH

(1) FEOTHHETAMTE: > 40 Potvin st J7 /A RES AT 8% > B0 A SAE R o R -

(2) B AR EINZEG] - A BhE S g o] T BV A s o

(3) 5#{b HVD B NTT fE A 245 > MEE M13C HAE -

(4) BEEER 2% ER 8% EMA ~Heal th Canada 55 L3847 2 FHBE SO B QKA »
TR E A S E AR -

(5) & biEEE ~ RBRITGE © S RulifEfGLEE(L (W0ERE " stakeholder FE 2% |
ZESE) o DIBEERLNE -

() M13C $55 R H e E e T
1. PR i [ e AR B 2 AR et S« slisa B g th 2 it % =
2. H$% (Table of Content)

(1) %%Eﬁ
. BiE
1.2. &
1.3. FFHE
(2) ¥k BE slBmasatil/ sz ot 74
1. EE=:T (Replicate Design)
2. FAELMEEyEt (Adaptive Design)
(3) FrE LR
3.1. =8 E Mg (Highly Variable Drugs)
3.2. WA GEfEEEE T (Narrow Therapeutic Index Drugs)
3.3. HHAZFE (Early Exposure)
3.3.1. Hrah4s TmHfE (partial AUC, pAUC)
3 3.2. EEESreERE (Tmax)
. BRRE R mE
(4) E‘UfF,LﬁEig?
(5) it (o)

(+—) FHIR BRI Z AR R
1. 2G4 early exposure 5% > JELL " B EEERESZ ) KL JEERMR(TES
BR -
11



2. FDA HIRASBIHTSEEH ER K R 5T early exposure $1EE K 7E BB
31 (PSG) HfZ: -

3. FIRASCEREL PK/PD 5 (401 ibuprofen ) ATt T HE BRI
el -

(1) SRR AR Tnax 35 BEHERS S BIERTIE - FHEHERESS
FERTAEARAEE A » (ERHRTER S S TR s S T - B
P A BTN A AR | R 7 R MR - A 7 B -

(2) {FEEEH BE SPAGMT— B0k (BB Tnax R ELASCHE BE SABRRAT early
exposure $57HE « FEFRLPIRENG T IR | BRSO - 40 T2 /N
PO RRR | % + AR R PR e -

(3) R S L o 0 L S R T 2 » BT 6 SR 8
BE ffakatBhatst -

(-+=) Tmax B2 Partial AUC #2 BE SAhHYE FH BLHkER
1. ET5PREL
(1) EIEIFGA Tmax B partial AUC » FEHERA T RE TR & 50 M » BIFEE
R 7 — -
(2) Partial AUC M SRMR S » MEERGT NREREA BE 54 -
2. BT R
(1) #Z{#H partial AUC Ry 1-F515 » FEEREEEEET (replicate design) RIFEH S
(2) #5LL Tmax Ay TFEAE > sABE ABUERY Tmax SEEMASE > HEEMTEE
> Cmax E1 AUC -

il
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S~ SRR

— - EMA 2 FDA fEEERMELARHFEETT A ERIZR

(—) EEEER
HHE BXEA ABEL 7% = FDA RSABE J77%
BETER PEHE T EERG PEHE T EERG
PR R 90% CL e (BN | e EEEE S/ NS 0 (FR
TOST *' ;%A SRARERTT?)
ERAR PR = exp(tk ETR = 80 - 125% (EARIER)

s<sub>WR</sub>) > k=0.760 | Bifk#E o <sub>WR</sub> &%

ERRE _ER A (67.70% - 150.00%) | X 4 (DL o <sub>W0</sub> =
(Capping) 0.25 #&9R » e IR )

BLLETEESK 2o BhihE (PE) VB | X &
PE constraint |3%1{F 80.00-125.00% =~ fH

R —R7E PR B4 (i TOST + PE [RAl3: | ARE - AIREREE AR
(TIE) [E 72D

ERPRIm P AR | = (SN - ERR 2 EE | (K (FRHERRMER T 28 <0,

fi#) EERPRA 2R )
RIS E e T E N E R RE < 0.204 B

RERA - ZE SRR TR E

iR = (HMEERAYSIRBIETR L | & (IR )
)

iE 1 :TOST > £44% Two One-Sided Tests > BEIEHMETIEERMTE - KL
S B IR AR b 7 TR 22 B ST AR TR R B RAEE Y - BV AT P8
EE{ERY 90% CT fAsffiliaE - (%48 TOST 90% CI J&4E 80 - 125% -
it 2 R G R [EH =5 e ] EARE RS R e AR AL 1140 PK{H( 40 1og(AUC) )
= BUFIE (fixed) + JPFIRUE (fixed) + HARIZUE (fixed) + Zal#E
S (random) + iz - (BRSEIAHEREE RGN - FREERZR - f2Eih
sTHERENE
(=) EfEHG
{8 [E— i Zsl BRI G AR A E — AR Ll E (BIEEAEE) - DUEET
S BURIE(EEG NV RNE o o) B R B T el oy st - Lhidn

EHH Full Replicate Partial Replicate
SRR EE(T)EE ? e X &
IR EE (R EE ? = =
AT sl RTRT TRR
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TRTR RRT
TRRT RTR
RTTR
e g T ([E e S
a}?g JWR 9 = 2
AR AE LA (A B . x
i o WT 2 = &
HLARI 51 E(P) 4 3
apstor A = &g
S EMA ABEL / B B
FDA RSABE ? = =
SRR RS = ani=-

(=) BLFEh

1. B IREE S 7 B NI = o <sub>WR</sub>  » JERR Byl st E M IR E 2 5
B o A A o<sub>WR</sub> 2¢ replicate s&stHVAEREMHEERET > FHi#
SREUERA] (mixed-effects model ) FrffEfhimizk - A5 EAELGETAE -
JEEE HOHNE -

2.5 R A o<sub>WR</sub> EEE EME - LA CV o= 30% ( B
0 <sub>WR</sub> ~ 0.294) {E E&EHELAIEE%E (scaled bioequivalence) 774
HIBAR o 5L » 6 T BEEE AR #%(d fRE -

(1) BU—gR= e Rty TG » e )75 T REZEZ/TE TOST UJ#iZe RSABE »
HE R ARERST - B e —EUE -

(2) FEREENE E o<sub>WR</sub> F74T 0.294 B > A HSMHEEM4E Rl sE A
fvNGfEETZE R mES T iEes ) B TR ) AUBkEE > PR OASRRRE M -

(3) HEERNEREE R EE T AREEIEEEF Lo R T LHAR
N E B e iR

3. AL > o<sub>WR</sub> MEMAH Bgiat bl - AR g EE5EEHA
scaled BE f2f7 > i fallback FRRAIFECRAT T E WY G 48 S Bl FE R 122
il P AT AR EHE BEE M -

(M) e e g B AR — 3 AUGEER (Type I Error, TIE)

1.2 Helmut Schittz 7% 2024 4 4 BIERIKAERHAE T HRE SR T H LR
CEE B EELET EMA FY ABEL B3 FDA /Y RSABE 7772 » $5H RSABE 7£ TIE #2415
EHAEEAR 2 (140 & CVWR By 30%H% » 24 st~ TIE 2 13.35% @ &=
ABEL H#Y 8.04%) - Hye5#E—20 o3 7 A EIRSIETT% (A1 Howe -ABEL ~ 3% o {H)
¥+ TIE #EfIRVRRY o 68 %E FDA Frek " B E SR | iy &t -

2. L T 5RIEZEF RSABE » S8R o B 4725 TIE H B ZZIARERY ABEL 7574 » [FIHF 2
s HUH ABEL B E (EHEERNY LIRHRE » I ERIEEES | AR EIEE a 38
BT AL R R S H v 2 1A B RS -
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— -~ EMA i FDA A EREIEBOR S8 BE SRERLLE:

(—) PEBER ¢

HH

FDA

EMA

BE #Z&fH

AUC = 90.00% - 111.11%
Cmax 1517550 FT AE S

AUC + 90.00% - 111.11%
Cmax * % 80.00% - 125%

ZEERNEE
within-subject CV

< 30% > RSABE B » HE&E
SREE(H<) 5 fEHE -

PR S SR MM E BE &
[E] - BIfEE CVWR > 30% » AUC 1750%
JAEEE 90-111.11% - Cmax
HERIE R AR E R

Vese HmEE R -

EEAEEHEREIGOR | METELE 90.00% - 111.11% | EWHSCER GMR WEALE

test/reference A 90-111.11% °

ZERRECERRGE | SREN TR E ST | GRS NTID e @]

EREESK FRA fed B¢ fasting » {HZER
IR B 4agE )7 = lgk
oA E R R T -

S E AR TR GMR &t @ fEhEtE | WA EREZaE A

FLH
IR B LEE > 24 A

B 2l NBUVRAR St et

H (power analysis) JARZE

TSD (Two-Stage
Design) FERS

AR > FFEEC RSABE FHAAYEL
BABENL - B EEIE I
BEEN -

AR JATRS AR BRI A —
$hER > TR IR -

(Z) BRI IRET

e AVE SpEE

2 BRI RIENE - BI5Y = (057 FEakE RS

(1) {EEEE (CV<sub>WR</sub> < 10% = o <sub>WR</sub> < 0.10) : ZsxE2 b
ABEL &4 » BE &M E Ry 90.00% - 111.11% -

(2) S (CV<sub>WR</sub> 10 - 30% 2 0.10 < o <sub>WR</sub> < 0.294) :
A RSB RSABE 7504 @ WigdE i EN#EZ EE A S T E4 BE &
80.00% - 125.00% °

(3) EERE (CV<sub>WR</sub> > 30% Bk o <sub>WR</sub> > 0.294) @ EHEE A
RSABE 572 » [FIH Ryt op ol B v 838 B [ Al KB B P MRS 5 - TEERS M AR
FELEGRME BN ER S EIEE oWT/ 0 WR < 2.5 DIME(R Ende s i

A B

QEELY 2.5 f& -

2LHPESEEREES - ERERY Cnax Bl AUC £ H LL OIS EIE S 45

(proportional scaling ) > HE{RI%FE I RETE L &

ZF S ERAZER] o

3. Rt T B BEETE VI - FERIE SUE 5 8 5 0y S Y IR B B s
- B S R ERINEA B L TR =
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=~ ICH M13 Tfe/MEAR GFRER

(—) GRIRAE - M13 H551=%Hh
1.MI3A : CIHRZRRE IR BE stigasa t El8ig i — 8 5 (E5ER0)
2.M13B: ¥R #emR] — DB 3 (AREEET)
3.MI13C : S g EMEET (HVD) ~ JaRfsEUk2s (NTI) 28581 BE s 5nE Meastat
— SPEE 1 (HIRE))
(Z) A ERERE
1. ARZE M13 TARAHE NER G o » IRy B & B M13C B TAE -
2. /NHEERE M13C WINSZERD » B SR A E— 5 am 2 B -
3. LG AT B e/ N (ad hoc stats group) ABHE @ MBI AI4ET 7
AR (FRiREHE NTT BLHVD) -
(=) TAESTE R
1. FR@EERT MI3C B » BEabElanat /N -
2. EBEIMIBBAFRER, -
3. EE T RER TSN TIE B -
(M) &hemid s iRt 2 55K
| AR R - £ M3 655 | =S TR TEnsE -
2. AR EEHKN T —R ICH g ZHe A HER T - DUESER M3B EmER
AR M13C BFHEE TAF -

/g~ FERf Assembly ¥f ICH M13 TAFEBENER

(—)M13 LIFERREETZIREREEST
/NEAEHEST M13B HY[EIRT - @B 1 M13C By g2batam - B IMEFF I EH R i
RESTEMREI SRR CHRAEE A —FRE PRI N RHER T -

(Z) BRIy B
Rrlomas M13 g2 - $IHRAC T HERIRERAIZY (modified-release dosage
forms ), HYEEEEM: - WISHISERRIC LR 24F - THEHRA 2027 S BEhtH
58 L1F -

(=) BEREFRRES R
21 K H S AT AT R B g v iR = S R G - ARG (g
st Z RS ) BYSSTT o WEORERAVIEFETT -

(P) M13A HYBREREESEE HER TR K
PR MI3A FESF R HIPRE - ELFREAEMTS S A TRIRIRTZEE0R » DUR ANl B
SERIE - ARy > AU EERNGRGGETEERNSE - HEFASRHERR
sTE2% (41 MHRAI A9 David) #RBtfHEN -

(F1) QA STHHYHIREE
NI ARTE B FE ST M13B HIE QRA 3L SRR A B A REER KEY
e FAE - W5 RHAE 75 (AERERGERIAS ) DU EReE -
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(7) BREeVE

FH >

S g E B NEAVRCRE B LRG> LS A AR [y RE R T
fF > RS REE B T rl e IR AV B A= -

ICH M13C A=sat BRI T ah & &

(—) BRFEANERRE

1. RSABE B ABEL 5752 & tFH S + 5o i A & (£ B 2 B pea s Jeg T 2 15 5

T3k o W AR RSB BAR T T~ 21T R B e 22 22

2. BEEEZARBEIZEMGE Y o R EAEEHE « HRe SR dEh 2

within-subject variability ( 0 WR) EEHEREEFRNKE » EEREH
SR MR B R e hIFR K

3.EEIE (200.294 820.25) ZRFEREHE @ i H AT & i A 2 AR e E

({541 FDA $£ 0.25 ~ EMA ££ 0.294) Ei& 2 BiEmElE gk - iaHE 2B ELR
—E I B4st e B -

4.7 EMA 2 FDA SRR 8L > B (E W T AGE R © o iAsmei R iL

B ITERGE R Z AL — 80 - DU SR TR BRI A -

5. MR EREER (C1) 27T > HIA o WR (EEHERAHEEN: © &

se AT AR R E T B RA S H A EE M AGHERAE! T 2T R
TEMRSFIEBLEIE -

(=) BRI HER GRS

1 ERE R o w0 HRCE R © g HERMEFESIR— M owo = 0.294 (HHE

1 30%2 B E{ARE CV) > LAEL H RTEICON EMA FTeR A 2 P )55 iR 4 (ABEL)
A2 - PEER AT HUAUR S5 FDA 12 RSABE AU ERHZ owo = 0.25 > LA
i DA S SR T PR SRR PR, > DTV T A e A — 28 SRR B AR VB (E
bz o HE—SUEHVEEA BN U7 AR E MBS s AR s & -

2. BRI BRI A—353R (Type I Error) HYFZERI[ARE > FDA

R 178075 H RSABE 75757 within-subject CV #8748 30% (B owR > 0.25) ¥
Bl aaE H SRS - MG IRER 7y SORRER g Ry /A2 0.294 A #ERL - HREH >
PhERfz L5 B TSRS R B E PR AR RIRA AT % 2 vaei U E — 20 DUS e
iR & T AT AN R AR B AR T 2 R B e R DIE R HiRE5 &

BB FEALAE -

3. Giat B R Z BN © B RAGH - BT EMA 2 ABEL BRI RIATESUE

HAEHREERTE » HU7ARY AT R M B LB A A - R ICH 155 e
BESE TR EEAR YA - B RS Z B L 0T B R E ~ e /7 2R3
sEEAERIRERE - DU SRR 2 B MR BB

4. 2 E NB N IREOE R © ZBEF S IVD Bl Tsoe i) 24 A > BL

HELR o wR (HETIEE - (Bt AR S HEhe - A E#F 24 APIREBEEEL - DieR/D
FEAER HE ERGE R - R RN (RPN -
TR AR E JTH > 2Bl e B g TR e e 8 8 B 8 i 2 B Wk
HERD 24 st o DIECE within-subject variability {HEHENEBE
Mo 2R - WEEREERE > 55 24 AEAREMFIE > mTsE e iR 2l
hARR AR TR R B EEE R BANNE - sk & 2 - i
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sl E IR M - ETIRIE SR R B R P - PP G AR T
PR -

5. o wR e HMEAHEE MR 520 B within-subject standard deviation
(o wR) HUMEETAHEEMERTIRE » 3050 AR B AT o i H R e B i 22 21 2 [
EERRE - (HINVE 2L H xR [EZEHALGTHEEEE B R ERE - WK
TENEAE 7 B Bk AR A AR FERY RSP RE I - e H AT B35 FB Ik
SR — D B R B E LRI R T A E R -

N~ HRRETEIHRE

(—)ML3C fERmitEsTaiEs | 2AT

1.M15 RSl gedy)5a 45 (MIDD) 4EES R AN - JoRiEARY MBBE A9 X EEEE#
B HEERHEER A RS (MBBE) - M13C BRPESES IR 3 R IERE £
AT -

2.M13C FEFR B A E RS MI3A/B AYESIAY BE 24851 > NP E R £
REAIFERIAE BE -

3. AW BN B M13 FE - EE R AR SRS R B - MRS ERT e g
e BRI ME (RIE RN ~ 2t o HERIERREZIER ZEREXK - B8R
BT B A Y)EE  BE e INE -

(Z) BETEIEE
1. LRSS partial AUC B2 Tmax %y BE {8 B EBUHEESS R - DA ALK

PRAEA -
2. ARV SR S & (o ] IR BRI 2 B DA ATS S [T B SR TRIIRE &7
A o
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3. fifek

=~ TIEREEHRE

ICH

harmonisation for better health

v

M13 EWG Report to the Assembly

Work plan: Expected Future Key Milestones

Deliverable (M13B)

Expected Completion Date

May to September 2025

Public consultation on M13B
Step 2 document

Deliverable (M13C)

Diraft technical
document for M13C

September to November
2025

Organise and review
comments received on M13B

Draft technical
document for M13C

Movember 2025

FTF meeting requested
Review comments to finalise
M13B

Subgroup to continue
on M13C in parallel

Movember to June 2026

Fossible (3 and A

Subgroup to continue
on M13C in parallel

June 2026 » Step 4 * Focus on M13C after
M13E is finalised
June 2027* » Slep 2

* Work on M13B will take precedence after consultation is complete.

VWOrK plan: Expected Future Key Milestones
Deliverable (M13C)

Expected Completion Date

May to September 2025

Deliverable (M13B)

Public consultation on M13B
Step 2 document

Draft technical
document for M13C

September to November
2025

QOrganise and review
comments received on M13B

Draft technical
document for M13C

Movember 2025

FTF meeting requested
Review comments to finalise
M13B

Subgroup to continue
on M13C in parallel

Movember to June 2026

Possible Q and A

Subgroup to continue
on M13C in parallel

June 2026 » Step 4 « Focus on M13C after
M13B is finalised
June 2027* v+ Slep 2

* Work on M13B will take precedence after consultation is complete.




— ESZEEEMF

Status before the ICH meeting (1)

* M13Ais in Step 5

o 5 regulatory members have implemented the guidance
* FDA, U5, EC, Europe, Swissmedic, MHRA, and JFDA

o 12 regulatory members are either in the process of
implementation or not implemented

* M13Bis in Step 3

o Step 2 document and presentation were endorsed by ICH on
March 13, 2025

o In the process of public consultation on draft guideline

- All groups, except Health Canada and FDA, US, have announced the
commentary period closing date between June and July 2025

o Anticipated the commentary period ends by Sept 2025
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B~ (2025 &5 B HERFFE

— BERGRLFEARFEQ26A)

First Name Last Name |Affiliated Organization Role
Eduardo Fernandes ANVISA, Brazil Topic Leader
Paulo Paixao EC, Europe Deputy Topic Leader
Jan Welink EC, Europe Regulatory Chair
Talia Flanagan EFPIA Industry Expert
Sebastian Haertter EFPIA Topic Leader
Nilufer Tampal FDA, United States Topic Leader
Lei Zhang FDA, United States Rapporteur
Graham Pennick Global Self-Care Fed. Topic Leader
Christine Ficker Health Canada, Canada Alternate
Clare Rodrigues HSA, Singapore Topic Leader
Hong Lu TFPMA Standing Observer Exp.
Susana Almeuda IGBA Industry Expert
Russell Rackley 1GBA Topic Leader
Masakatsu Kotsuma JPMA Industry Expert
Shinichi Tsuchiwata | JPMA Topic Leader
Kyungshin Lee MEDS, S. Korea Topic Leader
Hideaki Kuribayashi | MHLW/PMDA, Japan Topic Leader

Sae Matsudaira | MHLW/PMDA, Japan Support Staff
Hiroyuki Yoshida MHLW/PMDA, Japan Deputy Topic Leader
David Brown MHRA, UK Topic Leader
Hongcan Han NMPA, China Topic Leader
Filippos Kesisoglou | PhRMA Topic Leader
Arnab Mukherjee PhRMA Topic Leader
Suraiya Sul iman SAHPRA, South Africa Observer Expert
Arno Nolting Swissmedic, Switzerlnd | Topic Leader
Shianging Pan TEFDA, Chinese Taipei Topic Leader

Ps. éL¥EEAERSMM 3 TIFHERGHE

21




= fENERR

First Name

Luther
Enas
Yi-Ting
Kazuhisa

Masaya
Kazuya
Toh

Michael
John
Xin

Igor
Ramana
Carlotta

Zhengguo

Dennis Iffi.

SEABFERS N)
Last Name
Gwaza
Hijjih
Chang
Sekine

Tanahashi
Uchida
Tiong

Randles
Gordon
Zeng
Huskic
Uppoor
Cogoni
Xu

Ake
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Affiliated Organization
WHO
JFDA
TFDA
JPMA

JPMA
JPMA
HSA

TGA

Health Canada, Canada
NMPA

TGA

FDA

IGBA

IGBA

NAFDAC, Nigeria
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AT B BB B A TSR TR SRR BT SR B R H 2B > P EIR

=113

R AT A BRI Y — TR RIEE S  » E TS Gd ETAS
AR Z 3% SR RN » AR B A T M Tt 5 PR -

RS B8 2  FL  (ICH) B 4 g | PRI - 1% 2021 48 11 AL
MI14 T4 — (5 LB B (Real-world data) {7485 2 2 PERTAL - MEFTEI 2
S T IR T LS (TR - BRI T AR RLITIZE - e it
58 L L S 8 (Fit-for-purpose) Z R BOH AR 1R (2 22 4 R > HR008
S T IS B A R B R S s -

ICH M14 §55 [EE T, 2025 7 4 A SsiG AR RAVEE  WiAXe
S AL 5 P BT BB AR 3T » T 2025 4 6 F e s 3 s

38 AR S IR B M B & R &G -

PSR - BPEREEAARATEICH) ~ M14 ~ HE {55 (Real-World Data)
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% B

St B SR DU BT - HRU e S I BUR R B AR H Y R 2
RIS > IR R BT IR PR R B 2AEE L RN IR E B AR LRI IR ISR T &
- AT RE SRR PR B TP R R BIRVEE AL A B AHE ~ BORZETHIFIRYRRARY » M2k
HE 5 80% (Real-world Data : RWD)E Ry PRSI MR > C2AR
B PREE R IE PSS - HTAE2 - HR S B EE SR B i T SR T SRR ST
BE Hamtg il - s @ISR ~ BUE ~ 561 - HANI TP D) 2 AR 2t
RREINEGE T — B IRRAFES | - RS 2 VRS - AN = Iy
M - A RE(ESE R A 1B R I R 55 2 DA, -

AL - IR 5 B AETE SRS W N LAY 82 i AR S 5 (YRR B 420%
FEFFIE(ICH) > F> 2021 4 11 HEkar M14 TEH - G574k T EAEE R8s
LT = VRS HYIE T FRMET S AU AR E] ~ 55T~ oo frNliE# 2 B HIHES [(General

iy

Principles on Planning, Designing, Analyzing, and Reporting of Non-interventional Studies
That Utilize Real-World Data for Safety Assessment of Medicines) | - [ F &0 [E| £ & &%
an > e ATEAT AR B &IET RISV TR - PR TIEH 7
FCHIRSE - SRaM A 0 88158 L BRI B ] SE Y 28 F M (Fit-for-purpose) ERHEIE DL
e 2 aafod - BIRERE OIS B A MBS R A - $R 7 36 ST IR 9T R S F
EAREEMBEZARZ 25RE > DB TR - IiEREe g 2 EE Ry
A% - (eSS B AR 2 f e e Y S BRE E B n r  BE AR A (E L

AT AE4H 155 FDA David Money $&(F: 55 15 H B4R L aakatimiE s[5
7Y 2023 £ 8 ASERkeIN - HERRECE R AL LI TR - 2024 52 5 F 585
1 FEEL #2056 2 PREES - 2024 47 10 HARCE REssfEll] - 845 1,200 ZH1[E]65
alam - FREQHGR EgEETmm M RE 155 [FZEEIP R 2025 4 4 H5EpEHE AR

BRI - 28455 E FDA FERIR AR Riet - Tt 2025 755t
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ZUA (Training materials)F1E it 1% 2 7 [ %5 (Post-implementation Survey) °
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2~ GHENE N ERHE
— SR

(—) AXRFGHIFEICH M4 LIFSHE LG 16f » 8¢ ES2BIEAHML - 04
Ma ERFEEEPHANVISA ~ BUHEC ~ EEIFDA -~ hl% AHealth
Canada - ¥T/IHZHSA ~ B2EMFDS ~ HAMHLW/PMDA - 1]
NMPA -~ /b EHEFEF7{HSFDA -~ Fg-f-Swissmedic ~ ZETFDA K,
WHO - 58 5 AR a5 EEBIOFPhRMA ~ EUMNEFPIA ~ HA
JIPMA - DL BB EEps &l & G IFPMA > B Efff ik — o

() FE5EZE2023F-8 H 52 plitlIfe - B A ST AL LT
i BE2024F 10 K » AR RS H BRI FE1E1,200 2% Al [E] g5 5T
s o Sl TER AT approachiEfTARE RAVYI IR EE - Bamh AR
MHEES & Fnyetam{E s - MPRERAVE R - A LIRS
BITTIESR EEsiatam M AZ5T 5 455 [FFEN202544 A 5t AR
REV4RIE - AEESEEIFDASE R A THE R BLUE R4 -

(=) AR GeEHFEFDA Wei HuafUR £ % £ » Fr4RiETET [EEN
A FEMEARGHTEER » 16 H T ETEREIGEES  SES
& A Bcaucus Eik » W5 E H TIENA RAHE A EIH -

= SREENE
& $—X 114F5811H :
(—) RS R RIS [RIRFT 72 2 TR R B N S A
" Hz (reporting) ; > {EIEFESIEEE the plan—planning f 3 &
reporting JAHEE ©
() 1.2 # 5 (Background) H1 &5 fe 2 4 M5 RE AT RE 2K B IS 26 B AR HY
B - i T SRR product quality fZ1E £y product quality data 5

FYREHE -



()3 JE M B & i B E S EE E B 2 4 1 (Conceptual
Framework for Generating Adequate Evidence Using Real-world data)
T DI 1EP ERIRE AR E Figure 1 REFELN{AI{0 A 28
P4 (Fit-for-purpose) B B tH 5 #5 (RWD) 2 H1 18 & 56 75 LU L%
BT RS A SO 2 R - 1 1| BRRIRR PR
N2 R IR KBRS FtaGE T TR -3 BT
B AT M Al DUREE E VB AT B FH O LB R R (RWD) A —4
BT E EH A AT 7 E -5 SEE A T MR

WG REEE > WS E R E DU R - SRR

TSHHRE ~ FTERE H RS —6a FESRIZ L AINTFE 275 2 DAL 52

FIRECE: - BIESPER TAE 15 6b B seat & Sl ey

45 B#E (primary data collection) 8l & 1 S Bl kst HEAT AT 1T 15T

i) —7 FITHIEEL S TG I 7E PRl R B o 45 SR g B L e i

—8 FEATEA RS AN TR 1 6a Ry ikl 6b P ER

T AR A EREREREN  SUESURTEE - BE 6bEHE

HA 775 BRI R BUE E0R & Ml Bastat ) 2 WA

WREEEE 3 2 5 DURRIZE TAVERE © 2 IR E ST AR

DA B Se s R DR - DL T AR 2 S 4 SR AR R g -

(PU) 4.2 EJ{T4:3T(H (Feasibility Assessment)

1. EE S (RWD) A FE FRE tAE 72 Fo BB M (relevance) B2
A] & 1 (reliability) » &% RWD data quality {&1F % RWD
relevance and reliability & fJI5F{52: 082567 5.3 26 (Data
Sources) ¢

2. T ...the detailed steps described below will be implementable. .. |
g RORAZ S B RE A R S TE R S - BNz R

PRI E ] IR AR A RIS - NI IEMEENTE R - &
8



H @ HIN 2 (elements to consider) > M FeEi B IS Eeia 5
BREVAGERERNE » "ieGiRYEF AR RaS
SRHY ] R AR -

3. N TER RN Bk | FH S Jik (grey literature) » BUEIE Sy
AV ERBE S TER U -

(1) 5 HgEatEEEek(Protocol development) - FIES BLJE TR ZE 4
PE SR TRV SEAIRE B 5 AR TR A Y4 H(RIETh 955
ab o EURE EARGREF SR EEAE -« R - 455 - HEBEUERMREE
) - A INmERA A BS EER I = B g (IRB)HYEEK -

(7%) 5.2 HAREAWIFE/iREF(Target and/Study Populations) » 2 EbTFEHY
H IR EEA ARty B BERER: - BB RIS S /Y H AR
JE Fo B B BT € (RS IR R -

(£) 5.3 BB (Data Sources) » fF IR B 5% A B S S A 4R BB A0 S 3 7R
N BRIESFAERA] - ImEfER - 22 8 MR EEE s (Reporting
and Submission)

SR N4ESHIR2E

(—) FHREAREHE R - HeT RS G RS R &R ss R
FITERCES 3 P2 tEACH A PMDA SR — B ZRIUA
EUdET MEMNE - SRR EH T ERE - EH RS (114)
F 6 AFRIEE - HENEHRTERETER - mARAHEE
FEARE] -

() 5.3.1 HIBEAFIARIAHS{E Characteristic of Data Source Types

W

1. & AY(Registries)—H > HDIHLHERN 248 s ENE N2
TEPEIR ~ DA FE Ry FLAfE (exposure-based) » 1 [ SCFIB 2RI R AR
T SR BN R E R AN S E o NI I Rt -



(EIE R B SR E PRI ~ R BN - 3L - RAEGRESE - DL
FFE A 2 B A R R BR AR e B B o
2. F4& table 1 SRBHEIBACFEIIAT— MR > i S EEEE K
JRARHERS > A AR SR B N R ffa_E Y22 SRR Y
TRV SE AR B S B BN - S50 FDA 2¥am s e B (i
B % 1 BT 85 42 1) %4 $% (Data Collected by Digital Health
Technologies, DHTs)E & i f i T ATl S YN A > TAF4HES
af 1% e B P MR AR N B Rod ISR - IR ERE S INAAE
FEAHRAAL -
(=) 5.3.4 BB A AT fi 4 2 4 ME S A 1Y %8 F 1% (Appropriateness of
Data Sources in Addressing Safety Question of Interest) » Bf2% A S &
H AL B Y BB AR RRARA S E 15 > DS RR B R I BB AR Y
FA ~ WRE B H AR E R R e s R - Ho T (55T
A8 DU B B AR IR A A BRI | S50 FDA SUREEAR
BEPEMAETAVERE - HEEEEE R ARG BEAENRE
M o AEATMERTHEIRRRYARE » B B EFERSMEER - It
SRR A B EIE LR - R A NOTERIEAEE B TTiRET
EEHHEREEN ARG EEIRIS B - C2IVESRELE -
(M) EfamilhfEse 5.4.1 FE&(Exposures) NS PIVESMEES: - F487
HIEF4RECECE SRE FHY formulation » HHEEHEEE 5 HIb
BLS RRA BB M - A0 R R SR A A B M S
oy BB EAZ AR SR R AR )R = AR DL 2 i - BEAE Ryl SR
B AR o MRS A AR O B B e e VS R T
A g B 2 R
(11) 5.5 fR7Z2E2T-# [~ T-(Bias and Confounding) A5 e Kbt FE A
BT LA EEON ENCePP SEV I TIREE T AT RS [ DL T %
10
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AR AT A R F &R - 5 FDA SR AR B M

IEEBEEBIRIMIINI S E R L IRY) - st R TR &

HIFECA RAET) - HUEEAENS - 25 URrP a3

W E I ETEE - IR LB SR R b 2N e 5 [ E

{H&@ R AT AL B i S0 T A AV &SRB ENCePP 2%

VIRATIRER T AR 5 ) -

(73) 6.2.1 B st B EH (Data Quality Management) 305 | F{E REGIR
SRERFHEI(GCP)E 4y » 355 FDA 575 FEAFHERE A (8 R PR B
a5 FI 2 A T PR A ST (B PREER) » 3 E s BE AT A B MR SR T
seEt iy o R E TE F (8 B B PR ol B 46 &0 1Y &0 B (R 58 (Quality
assurance, QA)RIiH'E E (Quality control, QC)E KA A H L
FET-THMERASE - RIEHTE N B R 8 2 P R RS B 45 5 [F1ZEK -

¢ =X 14F5513H :

(—) 8.1 BN B - R ERESA BB (Reporting of Adverse
Events, Adverse Drug Reactions, and Product Quality Complaints) :
I NSGREMEPITIHR ST A N BB - B BRE

LA 22 (other observations)... 27 A EAHRH B E ¥R > 55
] FDA 5¢.Fs other observations fEHLEEEFE AN - & TIEAHES
S E% R4 ICH E2D Post Approval Safety Data Management
155 [Fria 48 & thEs B AR SO A R i &R ey
fENIAMRE ICH E2D 455 | LA HHAHEAL -

2. JRNSERRAA DR S A AR BB AT I RN - ARIE S M sl i
MEREOR > B0 RECHHBIRIHEA] ~ IREDRAR ~ R
fEstEE TR » AEEREHENERZ RN E R L)
AREUE R EEINST - SUEIE Rt B AR AV BB Y (B & (5 F )

BRI EIR) - HHEARV AR EOR G NA F B 5
11



SSANE R IR BB AT ER 9 88 42 R BB R EH -
{SE AR AR B AR BB AR PRI 2 2 S i BB
FEITZEK -

() 9. W5% 3 75 817 3% (Dissemination and Communication of Study

Materials and Findings) : /A& HEIHL - BYEHTZE A B2 HEE

T & AL B 50/ A MR TEE - B AARERER T

BT RE g IR VS S AR EE

(=) 10 W 9% ¢ F& 81 42 4% (% 77 (Study Documentation and Record

Retention) : BARAFFERAE] - ST RI4E SFOVAH RARE S ST FRIAC S e 2

BRI AR AL AR RUE TR AT+ BB ZE SR ARG O B 9 5 F B

(B BEEREBAR BCU B W R B 0 8RB REEYIRATIN S

##i(Good Pharmacoepidemiological Practice)( > -8 1y — 2

P A RAREL -

(19) 12 Ga5e(Glossary) :

1. FEHHE4% Phenotype Eil Phenotype Algorithm 7% FI|E & °
Phenotype 5 EfEERE « B&REAH A v A E AV E RGOS —
TUMEPRIS ~ (ER) - AT P E SR B RGOV E (T B s
f# ; Phenotype Algorithm FlIlJ £ 2 5] Ry iU s T 38t ]
FIFEEAYRE R BB ICD-10) » FASE T R4 8 m] (b 3y
ERPREERITE » WA AR A -

2. ZH8ICHE2C {Z:] Safety Signal 7EF% : Information that arises
from one or multiple sources that suggests a new potentially
causal association, or a new aspect of a known association,
between a medicine and an adverse event or set of related adverse
events that is judged to be of sufficient likelihood to justify further

evaluation °

12
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3. SETR4HETER - EMEEET 4.1 Hifsbs(target trial)#5a {5
FE2H R BUBRGE SRR target trial 45 ER
(1) &EEmEBIREBIT - HRIEL Figure | S ERAERE - KD 5 2
T E| B {EPP B —2 B FETZE I E (Define the research question) ~ 3
E BRI %570 (Define key study design elements) ; 5B
Ta (B Ry 6a)45 Ryl » A AR 2 A0 BR 8RRt EE) - Mg
GETER O(F s 8 FTTHIFE) ~ 1005 5 8 > RIS H ) °
(N) PR am R S AR S
1. HPEECSEAEES [EERE - HN5EE FDA FEE R &t
sClEfEE AL - clearance version FFHE 2B FDA il - L
HA B & amalll SR B0 SR TT 18] B N
2. PR E ARSI EBATE - 55 4 FEEZHY training
slides Y7 » BELE A RN Alapproach #1125 i/ pa
TERmER > DR E R EZCEER] successful/unsuccessful
AT MRS R
3. EVEm[a] Assembly #t5 Y M14 presentation slides [NZ5 -
B ErE eI AT e VRS ~ FIISREAS ARETINZ > DA
K REAE T H
B FEIT(EENE 2025 4 6 Hoa#EITSE 3 [EEGEE
2025 5 6 FEERCE 4 PEEDB B AAhRIES ] -
W AN EHATERE - M14 TARHIZAHRE N AR Iy
Y
B B EHZBEMOEER ¢ training slides FEACHFH] ~ B
{E training material #£fZ T2 ~ M14 Z (& ELHAD T(F/\aH
B EETRITME -

FEUOR 11455141 -
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[/> ICH Assembly & F #5155 [ Z<H#E S K3 training materials SU{FEE
H > Assembly $t¥f55 [T T IERAHME » IL[EE LR training
material BU/ERERH(ERIE] 2025 ££ 6 B2l AIAEmNEAE) » e
#7% - WS H FEETEREE 4 FEELHY training slides G125 N > WRHER]
TSR EEmir s Tam B A 2 350
(—) ¥4 B R 5 (target audience) » AT A A ~ SBIET-FAMENFE
HVZEE - BEETERE - NIRRT - tHZEERR... -
(Z) Wi 155 TR &% 7 (expected benefits) - £ ff Dt 25 (B AR 2 A1) H
RWD #EfTIEFTRMEEY RIS ITAvTES | 2 IRV ZERE - (e
e gTEET o IR T IS L ST IR R R S R T [ 2
=9 E T TRMESEYI SRS R ~ B ~ TESCHIAIL A AR N B E B
HVRERFIEIAE -
(Z) SZHM TIE4HAY training slides 7EH55 | NSO ESIEE - HIM
eoniRlE Figure 1 {E&2PERUERERAA - S DL AR ¢
1. Figure *PER | PrlZeiE eGNll Fia— el - S
il (safety signal)E F/FaRH » 1722 W (& EH S 2 A2 B+
(drug ~ vaccine) » 132 5 [ 38 ([ 1 S B ({Rease s A BOR SR R (4 M

W

i)

2. Figure 20BR 2 EFIHITTRIE - 230 A B 20/ @I B B e
SEEEAFHTENSE » BEL RO ZERE(PICOT) -

3. Figure 2P 4 BRAG AT MERFAL LAMESLVEAE 7T FIAY RWD Al
successful/unsuccessful HITTHEEFALAYERGI AT TIESTALHYBH
TLE ~ KA 1255 AN HRYIRE S/ EE -

4. Figure 8% 5 FEHHTEETES - HatiilE - 2lbst
sTEAURYRBESE TR ~ AIRERVEBIRACR ~ SRR S a0
FARE  HEHE R RAED IR RIVZE -
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B

F—REESEICH TIFHRET AR ARTES | R TIFHER)
HiY ~ ST RR(E H 2R L Eiat i SR - SR/ EBIRIRIVE R B B E
e MRS [N - e A - B3Il EFES ] - =4
LT Wi AR E s - RER AR IRAES) -

AR ILARHAT G R F ARG TR L a st m ekl - S ERE g%
TR S E R BUE B EAE B R N E - BRI E R AR g

=R S [H TARH AT R EPEEE » BEIER M HER I TEEBINE
ARG R AELN - AP BB R EUET TR » AR
HIRRAS » bR T SRR - EFRER AR L ~ EHEUEIBRE ] - (E55a
o gEE EREMI B FIRIERECERY T EEHFNRS -

ARETEE G 1% - TIFARFF B SRR e LRI, - k]
Fregl EAHR A FENE e RT3 &GN - BRHETRNAE BN > DI EsR
B AR RN ERE EIRIER © LLAh - MESBIERRT S HIBE ST
DIFRRE SR PR B i 2 a1 - ORI A 8E 2 4
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Outline
* Overview of topic
* Status before the meeting
* Progress made at the meeting
* Status at the end of the meeting
* Work Plan: Key Milestones and Activities
* Requests to the MC

* Conclusions
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)CK:H By T M14 Report to the Assembly

Overview of topic

* The use of non-interventional
pharmacoepidemiologic safety studies for
regulatory decision-making has increased
globally.

* M14 outlines recommendations and high-level
best practices, including a stepwise and iterative
process, for the conduct of non-interventional
pharmacoepidemiologic safety studies.

* It emphasizes the importance of fit-for-use data
that is both relevant and reliable to address
specific research questions.

D
’CK:H o M14 Report to the Assembly

Status before the ICH meeting
* Status: Step3
* Public consultations were held in each region.

* Reviewed more than 1,200 comments and selected
approximately 1,000 after eliminating redundant opinions using
Al for de-duplication.

* Group discussions were conducted for each section to address
all comments, and the editing work in each subgroup was
completed.

* A preliminary draft was created by consolidating the edited
parts of each section and refining the overall wording.

* Circulated revised version of document for pre-clearance by
regulators

21



@
’(|CH o M14 Report to the Assembly

Progress made at the meeting

* The EWG reviewed the final draft line by
line from the beginning and completed
the finalization of the document.

* Addressed all regulatory comments
received.

* Started discussing the structure and
content of training materials and
implementation.
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) ICH M14 Report to the Assembly

harmonisation for better health

Work plan: Expected future Key Milestones

Expected Deliverable
Completion date

Mid - June -« Step 3 Sign-off
2025

June 2025 - Step 4 adoption of final Guideline
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,GCH < it M14 Report to the Assembly

Requests to the MC

* Timing for slide deck submission for
training materials.

o Recommended approach for making training
materials?

o Possibility to update the materials?

* Post M14 collaboration (e.g. E6(R3) or E23).
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’CK:H M14 Report to the Assembly
harmonisation for better health

Conclusions

* No significant challenges during meetings.

* The guideline is almost completed and
anticipating Step4 sign-off in June.

* Next ICH Face-to-Face meeting in Singapore
is not needed for M14.

harmonisation for better health

" ICH

Thank you!

ICH Secretariat
Route Pré-Bois 20
1215 Geneva
Switzerland

E-mail: admin@ich.org

International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use
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