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BN EHE G 0 BmfEYEHE (THEES) DBEE S B A ICH Kg K TIF
&H - WA 2018 4F 6 A E g Ay ICH JAH & & (Regulatory Member) o AZEr [CH iHi
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ICH Assembly €FsiE

Timetable for ICH Assembly Meeting
31 Cctober - 1 November 2023 - Prague

Time slot Item # Topic Duration {mins)
R S e R R L R T PR B e e
09:00 - 09:10 _:':' i 1 Opening of the ICH Assembly Meeting 10
b LR B LR | Ad option of the Agenda 5
vl B B DS B Procedural Matters 15
09:30 -09:40 | i e ; Membership and Observership 10
LB TR E ] U date on MedDRA 25
10:05-10:30 [ 0@ FRTL AR 25
10:30 -110:55 Break (25 mins)

EUHFR R IR ] 20124 Annual Work Plan and Multi-Annual Strategic Plan 10
1maos 112 FE Mew Topics & Strategic Discussions 20
FREFLES B LR o | implementation of ICH Guidelines 10
11:35 - 11:50 | Organisation of next MC election 15
1150-12:20 |8 e 30
12:20 - 12:35 R ER] ICH Award 15
12:35-13:35 Lunch (60 mins)
13:35-13:40 ICH Collaboration with PIC/S 5
13:40 -13:50 HICMEA PO KMS 5 10
13:50-14:00 o Al | EylnihI=tty 10
CEERLETIE b B General Operational Matters 10
CRERTEER - e 04n Maintenance 15
14:25 - 14:40 b BRI EOB(R3) EWG 15
14:40 -14:55 173 [ekF{eLIq 15
14:55-15:10 7T BAENE 15
15:10 - 15:35 Break (25 mins)
15:35-15:50 15
15:50 - 16:05 d7AbBY 15
16:05-16:20 178 | 15
16:20 - 16:35 el E6(R3) EWG 15
16:35 - 16:50 77 | (MRS 15
RSV I Closing of Day 1 of ICH Assembly Meeting 10

. T “Wednesday, 1November 2023 7 T i

09:00-03:15 | 176 7 [NEEYIile 15
09:15-09:30 " 17.10  [FERaNIs 15
09:30-09:45 Faval (TG 15
09:45 - 10:00 | T EL1A EWG 15
10:00 -10:15 | 17.19 | PEEES 15
1 pe R i LB L Election of ICH Assembly Chair and Vice Chair (1,/2) 10
10:25-10:45 | Break (20 mins)

10:45 - 10:50 | & Election of Assembly Chair & Vice-Chair [2/2) 5
10:50 - 11:05 A PLC WG 15
11:05-11:20 [ Q2(R2)/Q14 EWG 15
11:20-11:35  Ti745 RG0S 15
11:35-12:15 | WGs not Meeting in Prague a0
CERCREPELBE ST ] Organisation of Next Meetings 5
12:20-12:25 Any Other Business 5
12:25-12:30 Press Release 5




IPRP (M &t

12™ MEETING OF THE IPRP MANAGEMENT COMMITTEE

1-2 NOVEMBER 2023, PRAGUE

REVISED 4 AGENDA

Wednesday 1 November- From 15:00 to 17:30 (Prague Time)

15:00 Welcome and Introductory Remarks

15:05 Adoption of the Agenda

15:10 IPRP Membership

15:20 1. General Considerations for Accessible Patient-Centric Product
Information

15:50 2. Focus Topic: Using Artificial Intelligence (AI)

16:35 3. Focus Topic: Experiences 1n the Implementation of ICH Guidelines

17:05 4.1 Identification of Medicinal Products Working Group

17:25 Concluding Remarks

09:00 Welcome and Introduction of Participants

09:10 5. Focus Topic: Reliance

09:40 6. Focus Topic: e-Labelling/e-Statutory of Medicinal Products

10:30 7. ICMRA PQKMS WG

10:50 8. Update on ICMRA

11:10 9. Procedural Matters

11:30 4.2 Bioequivalence Working Group

13:00 4.3 Quality Working Group




13:20 4.4 Cell and Gene Therapy Working Group

13:40 4.5 Biosimilars Working Group

14:00 4.6 Nanomedicines Working Group

14:20 10. Communication

14:40 11. Significant Regulatory Updates

16:25 12. Discussion of Potential Focus Topics and Agenda for the Next
Meeting

16:40 13. Next meetings and teleconferences

16:45 Any Other Business

16:50 Public Statement

16:55 Concluding Remarks
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=~ RIFESHEBPRSHEHRRE
(—) E6(R3) Annex IT Sub-Group B REERFEE (REFTHE - REGER - FFINEERIE
ER)
1. 10 H28H":
(1) & HE Data Collection BfgA -
* PMDA E0RH - ANfafER" MEEREIRNIFRT Gt ESET - Aq
A B (AR R - (SRS RWD » U R BB IS S /R FF
& Protocol = ERSEHEAIR R RIEEAAYRZF (Nature process)7#HL
HIEHE » RHEA B #E 2 A1 - 180k EERBH - T Sponsor FER %
MR data DMVHERFGWERRY I BFRFEETEEH K » St aE
ol B 2 A1 T (Available) ~ R ~ SREIZAMECREBUCE 2 49T
H B ATEERe M (140« UEE RWD Z g R s B 52 B B R B 8 K
MR E: - EEEERT - BRI Z s HERAEETEEME) o0 W
FMARG AT IEEE -
¢ [FPVA SR B B IEZ AT AN A BERG L A4 iase Il e » FEEER R
B L 2R A SRR TR IR RS S I ASE SR L
FHEEAEZ Annex |
(2)  &V&m RESPONSIBILITIES, INVESTIGATOR SUPERVISION, AND SPONSOR OVERSIGHT
E%&
¢  PMDA fE2RMELE Annex 11 iRl PI JERZ S 1P BELZMS - TIA
"PI 2 PI IR N\ BJEZ ZHElR [P 2B G TR AT ESTE
IP FJ % (EERS LS - & Staff ~ Participant ~ & HhfEFEIEE
TR IEREE S | - WAL TP EFRAVSR R iR N R E -
SRR ¢ SR - 4G TR - RS ETTIREE -
¢ Annex IT B Annex 1 S RHYARFEZFRIER administer E5miY AN & > 1E
Annex I WERR K HEER TR A > Annex 11 AZE5RFEAYEEF DCT #Y
BESHUA » FTEL administer &25n AR [EHEEETT - HATHARE AR
(Eaalatém A8 - B SRS A\ BB REEIANT) 2580

/élﬁ
—

10



A EHER AT T » 5l 37 AR ES B I MECRE THYAEAR -
(3) &f&m INVESTIGATIONAL PRODUCT MANAGEMENT %% -
¢ TESHEIRIAZEYIGE L BIVEHES - BE BT - #mm R
SELER T~ EEan iR DU BB E S
*  TE¥AT MRCT W - JERF BT B r i A B BT SN - Hailist
HURE ~ BEmiyomE DUIR ARIBERL - BIEE N S IEZ A — {7
delivery plan Effiif » DURBRIRERRFHYESE = > St LiigE
oY E B RE % - AR I ECE AR R @ S g & e B ST
SRS IR BT > AR E ORI ZE
2. 10H29H
(1) BfemEEdEs
*  J14H Precis-2 scale &y HATERSF A LIHIETEEN: (pragmatic) TTEREL

BHZEFR-

¢ DR TR TIRSERIERY o BUBRZEEE (sponsor ) BlEEs L RFA(PT)
BZHE -

¢ FEEEMLFUWIEE > EAREHZE A NG W EmE - HAHEA
(representative)BENRICAFRIMEN - HERUSZa\ & FERIH -
HEFEESEA LIEE RIR -

¢ (ERAEE(DCT)EE Pragmatic TR ZEERHER - WREE AL TLEE
AACE > PRI ERRERT ~ BTk - BlE Pl ARHET L E&
AMEE ZEPEG EIRHE L ETE - #r38 sponsor JELIA R BRI THYITIA (A1
B - Rt 2EEG Pl -

* Y pragmatic kz DCT yUEREEReR - HBIRWE ~ B - Z5lERE

BURIm IR E I AW ABIMREES & -
(2) FREIEFSER
¢ fF representative ZFUEEMER ST $ERH representative FEEEGTIA
AR ZAE RS 2 BEV EENER - RS EHME » &
1F By appropriate representative °

¢ TESTH¥f representative MIEFERGIE Sy - BREMIARA L - TREEZEMN

11



REETEAE S [N BB - BEF AT AN SR E M - EIEFEERRA -
3. I0H30H:
(1) =& Inform Consent Considerations E§i% :

¢ FIEEIRE T EREEE (eConsent ) fEARZK DCT Z#41T Bpib—E
A BN LB BRI TRIB R AR ES - RS T2aE
H—TH e -

¢ HERMBEERE I DCT TR 2 FE b St E A T
ERAVSRIE R R - ZEE LU MERISETH (B S EARTRIY) © (s
ZEE 50y ~ W B IREE T A2 &M - AR A T
PBRUCEERT - B R MR ERAE -

o PIEPZEEIERERHE Y sponsor [EF EHINARGEE HE e -
RN BGESThREZ 187 - IEA B F HA SRS Z 52

*  PMDA 7= FEHAT T sponsor SRR - HH PT 585 ICF Kagat4l
TBEEREE -

*  ZEETIOMEREE o 15 P SCESRE AT -

(2) =fEmPERAEREESE . Wi ERAUR(information breach)fz » K sponsor
FEERREA SR E AL R ~ Bl P e ol TR - BN E IR
JElbs - M FEMECR &N R VRERE I E ML - B E RS S -

(3) EE%E Annex2 TAFHIRR - [RATHEHEATAAS @& o oI - BT Ey 2024 4F
1/2 B » WTHFHA 2024 4 4 A#4{T step 1 sign-off o

4. 10 H31 H

(1) FIFEREEHESY Assembly & HAFE » FHEHE H &R N 4 BIZAASEHR -

(2) wfamE o ZRF subsection #EfTHREE - ARG P HEITHNEE -

(3) EFEERABARTEEUTE

(4) & RWD ZEF > BIEER" BEREBELSMNMIZIERER

(5) Engagement and Communication

¢ G MENFBUAEAIEARN B% > Mk early stage in design of
clinical trials.

¢ ElEmA ARG T SRS FREVHR BEA R SR ARG A BRI

12



(6)

(7

(8)

(9)

(1

(2)

(3)

(4)

B s T 8L S R BT E TR R B E TR A8 Bl A A TR E -
&m Data Consideration B&%
¢ [EfE Sponsor (EHEBIEFTEPECZ B > IREEAM (these element)FT
fa Rofal » JERm ST Ry SRPTE R Z 80 (data used in clinical
trial)” o
*  K5fE Sponsor [ EHECREIRACH G S H HAVESS -
&Jam IP management section » JEETETR MaliaZeat# vl fE E R SV (L T2
e g EERiE MY T BN AN —E R ARRZE B ERALA
ARE RreftalBREEyIny —J7 - R EUULEDE
=V Safety Assessment and Reporting section  fE{EF DHT UNEREHERE > 7]
REEE AR ENEIEE & A AR B S I ARt B B T B

B Re B\ E 2 A 2 BRI - HIES E R A R SRS
EENER - REFHAFHGHUL -

FEEXIREESY LFE{ > interim meeting B LIRS/ RN =AGAT -
11H1H
WEH Rebecca ELIBIEHIEELCLE > K Investigator ~ Sponsor 3 EEEREA > Al
PhEZE%EE > Sumi tra FERIEETEETINAR T -
=THm Investigator ZEEH
¢ 7 HBLIRB/IEC & BE% BRI B A]AE 20K sponsor £2
HESEHEE TR T YRR (545 IRB MiJE Investigator » LA™ B
FEE AR BEAIZK A sponsor 2" 230
* Protocol Effi - NEXEBERBEITTENVIIA - TIAGTES" FEZZEREK
IEERE st TR ZHHRSCF > Gabriella $252 Protocol fitiA
HFEFTARIEREE Z MG - KU R G RERE Z BRRR (A
IS ) BTSSP e -
afam Sponsor Ffi  Protocol Ffi - AIA"  Sponsor [ R L £ MEENE
A PL B2 R AEFRY » DU R AR -
STEmAKEE 8 GRA=M Annex | EREUHES 12 H > WHCH 11 A9

HR 11 B 23 H2Z Annex 2 @55 1B E— & E &6 Annex 2 Writing group
13



() MI13 ZRBCERS O AR A 4 Ao AR T M B R B ERE)
1. 10H28H
(1) MI13AHYBEFZ: Regulatory members clearance HFETEETAE 2024 =H~HH - X
B NRERILE 788 & > Hrp 125 2(15.9%) modification ~ 85 28 Defer
to MI3~29% training ~ 106 ZE Q&A ~ 18 & Q&A Maybe - AREHHE ZHR EEH
T/ NERY R AL ECIEREE - M SeR MI3A
¢ B training 81 Q%A FUTHA -
*  B/NHEE - FRMFERHE RIS -
¢ Section 1.2.1 ” PD, clinical endpoint” AYSIE » &afemig REEH) -
¢ Section 2.1.5 Z{EREAELE -
- Rename high-risk product
- Line 180-187 (#1%f low-risk BT fed 5l5H) A VU(EEETE
RGAGTE ©
- Line 188-190 (§1%f pre- or past-marketing phase)f —{EETH
PERFRIEEE -
(2) Section 2.2.3.2 > &f&w GLM B2 Proc YR EIsZ2E » 55 &A= H AT 7=t -
HA5E R IR 2 S RE I TAET 0T (Only subjects with both periods) °
2. 10H29H
(1) FreEETm Major AMER
¢ Section 2.2.3.3 “evaluable data” - fEXA” 12 subjects with
evaluable data for primary analysis”
¢ Section 2.2.3.5 “Group effect” - $T¥EE T E ML G0 T
group effect #E{TE 5 °
- Bt suggested for assessing heterogeneity of the groups
- How to define group
- HIAQA -
¢  Section 2.2.5 “multiplicity adjustment” > Multiple test in

Q&A -
14



Section 3.1 ” Endogenous” ° Cutoff > No change °

Section 3.2 &f& soft food for pediatric form-E&Eh{T BE -
Section 3.2.1 “ODT” - &f&@w ODT #4{T BE ztE& 5= (with water
and/or without water) > No change * multiplicity comments in Q&A
B Training °

Pediatric formulation ’» Reject but include in training °

Oral solution > Proposed text under objective °

Oral suspension

Fixed-dose combination (FDC) > modify to allow BE for each

components to be conducted in separate studies °

(2) BHKHH pH-dependency s&ERALA ©

3.
(1

10 H 30 H

Section 2.1.6:

*

/\EIIIiE. ”

Dose proportionality: [E[fENTE What data 1s required for

demonstration of dose proportionality?”

/INGHIEZE 5. In the context of this guidance, PK is

considered to be linear if the difference in dose-adjusted

mean AUCs and Cmax is no more than 25% when comparing the
studied strengths (or strength in the planned BE study)
and the strength(s) for which a waiver is considered.

- FEEL e EFUCEREIVI 2 G EE S Cnax?

- FHE b US/ONAUERAEE 25% (MO AH2E])?

- FREHISRIGRE - RES AUC 280 MR8 amitbaE - 11
3:30 Z1& HAERERES et S > WRAT 5 BEERILER - £2
HEFr R A (New proposal for Section 2.1.6)HEAKZE[E[FE -

- FThRAEES non-linear PKHYEHEFE LI BE slBa8 2K -

- HIRERHEETIA QA -

[EfEAGER” If BE studies are needed at low and high strength,

what about fed studies for high risk drugs?”
15



(2)
4.

(1

(2)

(3)

- REEVEEL: Are fed studies needed at both strengths for high-
risk products?

- %&53m: If the product is high risk (see Section 2.1.5), in
general a fasting and fed BE study i1s needed at the highest
strength and a fasting BE study at the lowest strength.

¢  Early exposure & First point Cmax: [EJENFEER”  Wording
around possible exclusion of data sets and rejection of BE

study” e

- /NHEEZ Bs: Collection of blood samples at an early time
point, between 5 and 15 minutes after dosing, followed by
additional sample collections (e.g., 2two to 5Sfive) in the
first hour after dosing is usually sufficient to assess
peak drug concentrations.

- PR EEEALEEA? Between 5 ~ 15 minutes?

- HIREAILA QKA -

£ ICH K& Bgrfzt 2024 April fF Maryland BIErZEK - BAR ErHe bafdi & -

10 H31H

&5 M13 EWG Report to the Assembly &} o
s EmARAGTE Ry MI3A AR QRA  FEA 2 BRI AR (FHETAE May/June 2024
SERMI3A Step 3 sign-off B2MI3B Step 1) 2 F » 5 _fdzt# -

¢ W& FTF meeting : #7E5: Maryland (April)E¢Japan (June) e

*  AETRSERN MI3B AYRFREE 2024 JUH ~HRHA -

¢ BIF 9 BEZ A Assembly Hids -
=% Subgroup 2 HEREH 0 Male/Female WYFFEE4ESR @ %805 3 > The subject
inclusion and exclusion criteria should be clearly stated in the study
protocol. Subjects should be at least 18 years of age and preferably
have a Body Mass Index between 18.5 and 30.0 kg/m2. If a drug product
is intended for use in both sexes, the inclusion of males and females

in the study should be considered °
16



(4)

(5)

5.

(1

(2)

2JEm 10.28 Poll AYFELEEAEE

Options for lines 187-189 Section 2.1.5 (High Risk, Pre- and
Post-approval) : 28 1, 4 US fEFEs5 KZ BIE post-change A%
o EEE ], AFUSEIREE o FeEEEE AR REIE 2 0 OPTION 2: Keep
lines 187-189 but revise to “When BE studies are necessary,
the above principles with regard to fasting and fed study
conditions also apply when BE studies are deemed necessary to
bridge substantial formulation and/or manufacturing changes
during pre- or post-marketing phases. Relevant scientific
justification such as available relative BA and food effect
data can be provided to support deviations.”

Option for ‘high-risk’ name lines 139-142 Section 2.1.5: All
yes.

Revisions to 2.2.4 (BE criteria, pAUC) and 3.1 (endogenous

compounds) * All yes.

=& Modify recommend 2 Major comments :

.
.
.
1.
1.
11 H1H

Section 2.1.2 ¢

Section 2.1.5 JiZfEiERE decision tree °

EF/NGHZE Assembly K& » AMHHVHERE - RACTAEETE/ HAE > LGS 2024
F 6 AN HARER 5 REVERSEERARK - KGHEE PUDA fet BITFR = 5 K5¢
4 > AEEALJHRAVEEE - E 2 A ARFRILIES BN YRV E R - &
[FJ S R A AR E A R R 22
TESCE Assembly RKGFHYARACTAERAR -

*

*

*

2024.04 JHAESE 660 frrab &8P B e WAl B T AR
2024.05 FHHRHYFRAGAHE R

2024.06 EHG SRR AR R 5 HE
2024.07 Plenary Working Party Review

2024.09 Step 1 signed off
17



(3)

(4)

(5)

JELENERYETE 0 Risk assessment £ Impact assessment B 44 :AYE Fef1H 2
(B AN FERE RS o R BEMA A1 US  FDA Wi B #BUFATEIRE » [RIPLIERE
HEIS HICIRZ RIS - TR A & » WslE ot s -

B ETEm Acceptability of Proposed MIDD Plan ~ Output of model
evaluation BAHEEHVERMHERIFENERFAVES » WOBHEH R
RS G—2 -

STEmiR S LR ZR4MET ~ 4R EEsiiR - &/ NEFE R HAANE -

(=) M1 B RAERAESETES (FEREER - AETEIFEER)

1.
(1

(2)

(3)

(4)

10 H29H -

MI1 /NES HESHEESRHAATI A gR EZ BT - ReTimlU(E subgroup
/NHFNE R B L5y ST public comment > JEAEETE B AT = (EE LSO
[( BEEEREERETEIESFHN(Protocol ) ~ 5FEF ZHE5[(Guideline ) & E T
{EFTHIAE (technical specification)])  A&HTEET 10/31 £ assembly #ie
4 H EZ5E Protocol template section 0-2 fz section 4-6 &l > Hl& L&
TRV KO B R
¢ REURIEZ BTEERAA - BRET R aET -
¢ AWEEZENFRERSERRENS e Lt 80T g iniz
—RETEm (A0 DMERR A PRt E R Y S AR FEEIRA
f&  registry number ~ protocol number ~ study ID) °
section 0-2 EfERaIT
¢ non-clinical study 455HE% > HAC relevant 455 > HA[LA cross-
reference IB(EFFAFHM)
¢ Kfmedical monitor fEIEy medical expert contact > EIEHEAIL
L SR training material HPfgRE o
* Report SAEHYEZ%#4 %] section 9 e
section 4-6 5fER40IF :
¢ IR BB ST (A0 comparator P4 control type -
study fOBk trial ~ temporary trial halt K pause in trial

enrollment) » DAEEMRBE S E MG EEM stakeholder 253K »
18



2.

o ARERDEZEHEWAL T EEZERR K gender Hy - HEHRHKEZ AT
e AHIA gender i
10 H30H :
() M1 /NES HELRBEEHS —ReFEFER (Protocol  template) section
0-2 Kz section 4-6 fyFta -
(2) 1% TG section 8~ 12 K section 7,10,11,13 5156 > B & —LhEE S
FCF RIS
(3)  Section 8~ 12 EfEwAIT :
o HEWEEIFEAUE] 236 AIARER (71 AIEH - 145 AICAEEHT Sub-
group ZERKELE - FER 20 RIS HEtam) -
¢ section 8.7 Pharmacokinetics 2 & & H — &1L = & s it PD
(Pharmacodynamics)
¢ FEXGRF/NHERCIL HAVIEH—(EFE S [T H—EE = F N - S0E L
st A BAEER T > DRREE R - JHERZEZRAFIREM $
(%0:E19 ZBEfE M2 SR e ) -
¢ AREEENFRERNOERI NS Bg FER I SUkHr ez
—RaTam (A B TES) OB RE0K - A R0 Ry i Wl R e A [F) —
EER A IR H Al R BRI N S E AR RS RH R ESE 2 4~ &
B L 2 T A 44 (E LEVEL 3 iV (SRSt - A amEs
BCG--- ~ Z&MIA TEAE - TEAE 275 7] DAk 0 B2A BIIFT) -
*  SH%E AE/SAE BVESTE S0 » DUSHRERIE -
(4)  Section 7,10,11,13 &fzmaIT :
s ROFNFEMEANES RN HEEM SR EEE Y (W &6

Discontinuation/Withdrawal F&% -~ BEIEEETINESZE section

5)e
. ELEOf Trial oversight B% | RIFGRF MR R ILE, > F e
E%?ﬁ %n nFFH
(5) SRHHE RS =R M1 /N8H A Assembly i ds 2 3R EIHFFE -

¢ IR 2 BEATSERGE R Assembly HrEHYERL ©

19



¢ FHREEIESFEMRT Z terminology (data elements) @ EAIR M
ERVIE
¢ GEEEZRERFERALEE 300-400 AISETER 2 A RE R 2 55
¢ FHEORFIY TAFIUBLA Assembly #is o
3. 10H31H
(1) FREFEEL M1 /NaEMERE H B =7 H SR Se IR [ (B SRR R E 15T
EEGR (Protocol template) ~ 3FEFZHE5[(Guidel ine) K EETERMHIFE
(technical specification)] > MGEEHr T LYEsTE] > Step 3 FHETHY 2025 FFK
T -
(2)  FENEIER Assembly HEHTER » WEEFRIATY LIFER - ATATHAS &
st GETEm Y IE B SR RS -
(3) S HEZEBINMIESCPF(Technical Specification) A Faue KE Fat i -
BEME Mitzi e BRTE LRGSR » IR e s -
¢ {K#E E10 > & Historical control £&f external control » A5
external control jizs il S EHYHA 5 -
¢ Country identifier fHFH IS0 3166 1Z4E » REATFEHATEIZAIHMIE (L
B -
¢ EIEmEAEAEERI NCI Preferred term B M11 Preferred terme
¢ 5f&m Amendment scope R ZE ) global BiE not global » global
Fost B 24 0 1 not global HEZEH I 247 -
(4) FHEE S RIGFH KRR - et e R —Kaliw - TR E RS
BT R - THETE SRS 6 81 (BRI A ) > 5epkss 0~ 1~ 2 BiRVERE Foft
(AE) EEI55 9 #f -
(PH)Q1/Q5C BB AR Sh 2 E e ER  (FRIEFHIE)
l. 10 H29 H
(1)  ETEmIEI Prague Rl -
¢ Progress section update
¢ Ensure alignment with commitments

¢ Jdentify gaps for Step 1 draft
20



¢ Align on how to deliver Step 1 draft
(2) TS Q1/Q5¢ HYHEFE: Mar 2024, complete Step 1 draft; Q4 2024, complete
Stepl; Q4 2025, complete Step 5 o SFAHIFFE :
¢ now to Feb 2024 :
- Complete sections updates, include relevant examples.
- EWG alignment on content for Step 1 draft
¢ Nov 2024: Finish Step 1 (EWG), II. Step 2a sign off
¢ Nov 2025: I. Step 3 stage 2 EWG sign off, II. Step 4 adopt of
guideline.

(3) Stability modeling EfE(Annex 2)HIA RS G © FHEE & 45 LA model ing BF(E
EMEERERAKEETT re-test period B% shelf-1life » AUEEITAY modeling JEFH
well-understand substance B¢ drug product , iEEJCELAHRE A B4 -

(4)  ETHEE section FFEERAVEREME © section 2 protocol development -
section 3 selection of batches ~ section 14 lifecycle ~ section 6 time
point ~ section 10 hold time ~ section 11 in-use stability °

(5) % sub-team $1¥f guideline NAHEITE RETam - section 2 protocol design»
section 11 in-use stability ~ Annex 3 ATMP -

10 H 30 H
(1)  SEmdrieAl:
¢ HEFERESHEH PR L EN, ST eEtsEESREHNE
(section 5, 6, 7)
¢ SHEHTRIE R E VR - EA R EHE IO BB T e T -
A S ER T2 E MBI RER2 2 APT S EHYER 7 #ET TRTAS -
(2)  EFamlERE > 850 N TR - RIS IR R FE5E 0 Bk
e R 3 ZH S5 MG T 3 -
(3) B ENRHE (hold time) NEHEITE Ratim
o JERIZERREE > SR hold time BEMEZIEMLIMTIEER
(covered by GMP) °

¢ JFREEEGE A prolonged hold time - 1fi o] BEFZELFRIEE S
21
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3.

(1

(2)

(3)

(4)

(1

= EREME prolonged hold time HY&HHMERAA

¢ ERELHEIEEA prolonged holding time (40 : synthetic products:
more than 30 days for solid dosage forms or sterile product) °
JEA T RARSHIEEE ~ (R1F ~ HEIARVERIATE R an BRIl R BRI 2
&R

¢ %hh (For chemical entities) release date B production date “f~
JERR A 30 K - A5k 30 RIENCEDE HAEETE shelf-1ife o fléim (For
biologicals) FEFIEFE| primary container closure system FHYHF
LR T shelf-1ife °

10 H 31 H
S e B R G R S R A
o GREAEERAT TLAEAHAVHERE (Step 1 draft)
¢ AR EGHEE IOV
- Introduction to modelling annex.
- scope and text for excipient related guidance.
- what 1s considered representative for synthetics and
biologics.
¢ TF4HAYELHS work plan
¢ [AIRERHAYEDR -
STEREEZEAN A (RS container closure system~ specification (analytical
procedure and accept criteria) ~ testing frequency °
Appendix A HIE R5T3 : FIH Accelerated Predictive Stability (APS)
approach » FIRHIMERVHIEFFIZE (with an organic impurity) FEEHARYEF]
N TR RT3 -
FHAFTE ICH stability guideline HYZEERE(E A sa ALl foe FETRE Ratim -
11 H1H
Section 1 TOC B Annex 2 modeling 5&f °

¢ Section 1 : ViR guideline MYHEEE (scope)

¢  Annex 2:#F¥H{#EF Bayesian modeling ~Enhanced stability modeling
22



N st st (e. . for biologic)HafH]E re-test period B¢ shel f
life #ITE R&THw -
(2) =1 Storage condition ~ hold time/intermediate ~ protocol design *
(3)  =TEmBAR Modeling training $EZE
(4)  Subteam TAEZHET:m
(11)Q2A(R2)/Q14 TR JT AR I SREIE (MEEMERIE)
1. 10 H29 H
(1) General information: line-by-line review of Q2 and Ql4, review the
concept paper, at the end of the third day (October 31), regulator EWG
member should sign off if they approve of the current text and
presentation slides to ICH Assembly.
(2) Line by line review of Q2
¢ Main text: minor wording changes on Section 1~3
¢ (Glossary: minor revisions on the definition of analytical
procedure, intermediate precision, performance characteristic,
platform analytical procedure, quantitative limit and response
¢ Annex: revise the wording for the precision, accuracy and
reportable rows of Table 8
2. 10 H 30 H
(1) Zir2Fatam Q2R2) (I /5 7AMER ) pre-Step 3 HZ ¢
¢ Glossary: H r f@ i I f # Analytical procedure,
Specificity/Selectivity, Internal testing, Validation Study &
Model validation ZFEEFE LT °
¢ (2 Anmnex 1°: 2 BIERME AT > method A procedure °
verification Bk validation » DIFFEEIRAZE » WakEEEF A/
WMEIEZF— lower limit range verification 4z lower limit
range °
* Q2 Annex 2 © fi/r ZAE TR THESE BT AS - [BIEE S8

IEC %458 —%% » 4 secondary analytical procedure 82 well-defined
23



(3)

3.
(1

(2)

procedure ¥EME orthogonal analytical procedure » Technique
s QL4 Hifd b ICH » FAEEHEE BT A2 A R robustness &iHH @ %
DFEibRMH R 28R+ -

FHf@fi 3.2.3.2 Based on the calibration curve W% » EHF4ERFIH
WNE » BEFRRHESEFERTR - FHBENSRER -

ZATIRFE R QLA M JT7AEIL) Pre-step 3 5 ¢
¢  HZX(Table of contents) : A% 8 & 9 ZEJHAEBHZ NI A Additional
considerations °
¢ 1 ERIE Line 10-11 EBEE 1 BRLEESCEIRE S5 0F
A1 assessment 50 evaluation » FHFEIFECHEHIR 1 XX a marketing
authorization holder (MAH) > %% applicant » H MAH ZFJ* Annex
#ifFls o RIS a marketing applicant ~ & AH5 5 |7 H HilE
EEYEET > 1 drug substance and product fBMUE product » Ml
A hereafter referred to as “ product” - Z{&MHHIR drug
substance and product —f#LL product HUfY o
¢ B2 BAESE: HFEAEALEREE - P S —HE
BUR A4 E Ry RIE - - I 3 EE 25 (44 50 LR 2 K RS F B TR i
FHREFEES)1E - 5.1 Robustness K2 5.2 Parameter range E55¢R.f#
A— EIFEHERE S A% - I H S
RS  Rapporteur RHEEIERAHL ICH MC 593 IWG pRir> % - EEEE - DUk
concept paper L% approve (WU ELFERFE ~ A%~ 25 training material
K format of training material HEEH -
10 H31 H
ZTIRF R Q2(R2) (73 M J77AMERL) pre-Step 3 FZE
¢ (02 Annex 2 :fEIE Table 11: LC/MS fE & 2 MERGHEE - (U HIRPR AL
J7 B -
*  FM1H 3.2.3.2 Based on the calibration curve W% » {B4ERFFE A
75 o
TR FE T QL4 JT7AETL) pre-Step 3 FE
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¢ PS5 EE 10 E ATFAEALETEE - B8RS X
HHERL > B il fE Ry RS 7 I % 2 (4450 LR 2 R RE FE 1R
FiEAETEES ~ potential failure f4& unacceptable performance »
fEx verification ~ MHBRE 3 ZSIEMEAI A driEHE] (Multivariate
model lifecycle)d ' external FEHELERSY F o

¢  Glossary: =V#% Analytical Procedure Parameter ~ Analytical
Procedure Validation Strategy * Sample Suitability Assessment »
System Suitability Test ~ Data Transformation Jz Model
Maintenance ZJEZ @ (MFAEISF -

S5 3Rk REIRIEEE R, » R EAE

¢ Amnex A K B: FEpEAFHE#HB Change to a new analytical
procedure using a different technology ~ &l 2 K4 T-&&¥) > 55
M EAEREN (ATP) 2 R P o8 & 4 (CQA) Milfd | potency Fik& - FH%EWT
Fufl 2 S B S8 Ber/ MERR I SF -
(3) HB#HE Rapporteur fEEES HUESER W R E RaTinm - 55040 lead RHETE
ELERRARSS ENG - DM AR - BHHKEE Step 3 SV B EAR &3
AR B R o RS54 °K ICH Assembly [EIEFSE5(#EA Step 4 -
11H1H

(1) #4{FE ICH Assembly 2 ffi#z: WNAEHE EVG S8 ZE ~ %% Step 3~ &
1F IWG concept paper 2455 MC A A EHYE training material (7 {E modules)~
KA TAERSREE RaA KA Step 4 ~ BRI7 IWG LAEETT training material ~ SFHY
ST R E T * -

(2) %4{F Step 4 flisl: 58K Q2(R2) K Ql4 ERGZE - HHEHEREHRAE -

(3) Training material modules: FJFEANRFKEEANAL training material °

*
W

%
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SRR AIRERREN T4 55 FMERR "EXR, ¥
S BRI IR T RO R e T S B SR B B R S R L A M R R R R AR A

SEERE n] AV S A R 5B B e 5 S ANRGESS © 2RI 4E B RTE L ARE R

LLUTEE ) B8 MERRR THER, &3 DB A AREARALEMEMR - SUAARU

EERK TR ANHEE, BREAIRER > B T AEINE - RS BTATN R

(—)  EpiFde g A8 WEPHR GRS HE A SR— R G# NS - £
BN E LI R JeRlEhE o DUEERLRERE - TGRS EEECH -

(=) iR aoRT A > 85 TIPERE AR © A S ABEEERACEE > BRI A TR
RFASEE N A QI s R B ERAE,

(=) atin AR BRI EECE > DIEITSEE N B Ry TSR RBEREE 1 > DIZRENSR > AR
RAHEEAT - 15N > G tEMR R MR H R R sl - FRF R AlRCERe
EE 2/ MEah > B TR R R e B 2 S O R E S

(P9)  fEJF ICH K& AR » 5t ICH ¥ 2 a1 S5 ®) - 155 HEATRIGHE - FuHAh B
(LSRR B B B BT B R s SRR T E S - S laC sk ik
e AR TR R - R TCH R E AR BRSO -

(f1)  ABEER ICH/IPRP S S HEBEFZ G SHEH - NERFHIKE
R AR N EER LIRS s RS R R RS T HE - At Aok
AT A BAE AR BIE G - th e A EHERER -

$t#f ICH A1 IPRP £HEZK TR - EFREASE

EETIA S EYEE > WEE s EE I (RVD/RVE) ~ 4HRFIER &7
= Sk s R/ N (Discussion Group, DG) ~ JEIEETAF4H(Informal Working
Group, IWG)7&F#EREY By F = T/E4H (Expert Working Group, EWG) o [t4h » ICH fREER
HEPHTER RS B E S | TSR EER TR 2 F55 [ ICH 2t plearfa s (4T LIF4H
(Implementation Working Group, IWG) > BEEFFHIE X F I %82 (Training
Materials) > DAF|S A SR KIRIETES [N -8 ICH W R E K &g S92 815 —E TIEHE
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IAFsReS T H S — TR EES NS - SRS - Bk s - NEHIRER S B a5 -
55 B ASEL HRRE RSB (ERTIIE S NMEFIE R T LIRH) - N E®
TR0 % S BT EAR - DI AR ER{E K -

AR [PRP T/E4H > RIEFS 1CH dHAREERERH > WS IR N BRG] HUERbr T
PHERER e 2 R EC S BT R4S - MBS E R RS FEF S - (RIS
fisd - BB ARRAA L ERERTE R -

o ITH] ICH BRI S [HIE » REE TR (38 Mg =R ) A gy B 5 BAEEHG &
s(Interim Meeting) o SEASEA B LIERBER B HIFEER &% - EAZ AR
Hugg booitgd » DIMECRE o MRE RIS 42 TR -
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Fitg%— © [ IPRP A @ AEREH
|IPRP

International Pharmaceutical
Regulators Programme

Regulatory Update
TFDA, Chinese Taipei

Meeting of the IPRP Management Committee

Prague, Czech Republic
1-2 November 2023

IPRP Regulatory Update
@ e pamass ! TFDA, Chinese Taipei

% Key Announcement of Guidelines-(1)

Announcement of ‘Guideline on the implementation of decentralized
elements in clinical trials with medicinal products’ (2023.06.12)

+ Inresponding to the COVID-19 pandemic, the concept and methodology
of Decentralized Clinical Trials (DCT) have been widely used. To keep up
with this trend, TFDA has formulated guideline to regulate how to ensure the
safety and rights of the subjects, the correctness of data while conducting
DCT frials.

+ The guideline has been drafted based on the considerations in the following
perspectives :

Recruitment of the subjects

E-consents

Delivery of investigational medicinal products

Ensuring trial partficipant safety via remote monitoring

Reports of the adverse drug events

Remote data moniforing

L]
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IPRP Regulatory Update
@ itamationa Prermecautinl TFDA, Chinese Taipei

< Key Announcement of Guidelines-cont'd

« To provide specifications for wearable devices, portable devices,
computerized systems and electronic data collection systems, TFDA has
announced two draft guidelines.

(Announcement of ‘Guideline for Integrating Digital Health
o Technologies in Remote Data Collection for Clinical Trials with
\Medicindl Products (Draft)’ (2023.05.16)

Announcement of * Guideline for application of Computerized
o Systems and Electronic Data in Clinical Trials with Medicinal
\Produci (Draft)’ (2023.05.14)

« Aims of these draft guidelines:
O Promote the adoption of modernized tools
O Allow regulators/researchers tfo collect data that is closer to
authenticity
O Enhance efficiency and accuracy of clinical trial data collection in
a more patient-centric manner

IPRP Regulatory Update
@ e amasg 12 TFDA, Chinese Taipei

¢ Other Revision of Regulations

Come into force: Revision of ‘Regulations on Good Practices for
o Drug Dispensation’ (2023.07.20)

O In order to improve the quality of pharmaceutical services, TFDA has amended
regulations on drug dispensation including storage of cold chain drugs, and
compounding and dispensing of radiopharmaceutical drugs.

Announcement: Revision of Guideline for Registration of Biosimilar
o Products (Draft) (2023.08.24)

O TFDA revised this guideline by referring to advanced medical countries’ latest
international regulations, which are about the management of biosimilar
products.

O This guideline outlines TFDA's review principles and key considerations for
biosimilar products, serving ds a reference for the development of such
products.

Announcement: Revision of ‘Regulations on the Management of
o Coniract Research Organizations conducting Bioequivalence’
(2023.09.21)
O Revision of the regulations fo robust the management of the contract research

organizations (CRO), and to identify the standards of how CROs conduct and
analyze BE studies.
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IPRP Regulatory Update
@ o Pharmacautica TFDA, Chinese Taipei

“+ Announcement of Pilot Programs

o Pilot Program for Combination of Designation and Registration of
Orphan Drugs Approved in Advanced Medical Countries
(2023.07.24)

O In consideration of the technical data for orphan drugs that have
dlready been approved for marketing by FDA, EMA or MHLW, and
have undergone reviews in the advanced medical countries, this pilof
program has been established to expedite the market entry of the
orphan drugs.

Pilot Program for Publishing New Chemical Entity (NCE) Public
Assessment Reporis (2023.05.08)

O Aims to encourage greater transparency of new drug review
standards and results, also to promote international exchange and
cooperation opporfunities with other agencies.

O Additfionally, complete review reports can serve as references for
various regulatory agencies in other countries, thereby further
advancing the development of our domestic pharmaceutical
industries

IPRP Regulatory Update
@ e amacsts! TFDA, Chinese Taipei

A Significant Regulatory 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 Announcement of ‘Questions & Answers: Ethnic Factors in the
Acceptability of Foreign Clinical Data’ (in accordance with ICH
E5(R1)(Draft)) on August 24, 2023.

* TFDA annually update the Public Announcement for * List for ICH Guidelines
Adopted’ to help the industries to better understand the implementation

. status of the current guidelines. The latest update of the list has been .

\_ published on May 30, 2023. J/

o -

A |CH Guidelines Educational Programs

» ICH E2F Guideline, May 24th 2023, Taipei City, TFDA Chinese Taipei
+ ICH M3(R2) Guideline, July 7th, 2023, Taipei City, TFDA Chinese Taipei
* ICH M3(R2) Guideline, August 11th, 2023, Taichung City, TFDA Chinese Taipei

* ICH E14 Guideline, September 15th, 2023 Taipei City, TFDA Chinese Taipei
. /
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