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ICH Assembly &35

Opening of the ICH Assembly Meeting

Adoption of the Agenda

1. Membership and Observership

General Operational Matters

Update on MedDRA

Financial Matters

2023 Annual Report of the Association

2

New Topics & Strategic Discussions

7. Implementation of ICH Guidelines

8. Appointment of ICH Management Committee Elected Representatives

9. Trainings

10.ICH Collaboration with PIC/S

11.Communication

12.1CH PQKM Task Force

13.Q4B Maintenance

14. WGs Meeting in Fukuoka

15.WGs not Meeting in Fukuoka

16.0Organisation of Next Meeting

Any Other Business

Press Release




IPRP MC Srs5s5f2

13™ MEETING OF THE IPRP MANAGEMENT COMMITTEE

5-6 JUNE 2024, FUKUOKA

REVISED 3 AGENDA

Wednesday 5 June- From 15:00 to 17:30 (Fukuoka Time)

Thursday 6 June- From 09:00 to 17:00 (Fukuoka Time)

15:00 Welcome and Introductory Remarks

15:10 Adoption of the Agenda

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

15:45 2. Focus Topic: Patient-Oriented e-Labelling Product Information

16:15 3.1 Identification of Medicinal Products Working Group

16:35 Update on ICMRA

16:55 ICMRA PQKMS

17:15 Concluding Remarks

09:00 Welcome and Introduction of Participants

09:05 3.2 Nanomedicines Working Group

09:25 3.3 Cell and Gene Therapy Working Group

09:45 3.4 Biosimilars Working Group

10:25 3.5 Bioequivalence Working Group

10:45 3.6 Quality Working Group

11:05 6. Report of the Secretariat




11:15

7. Communication: Strategic Vision and Stakeholder Engagement Plan

13:10 8. Focus Topic: Experiences in the Implementation of ICH Guideline

13:40 9. Focus Topic: Reliance

14:10 10. Focus Topic: Using artificial intelligence (Al) in pharmacovigilance

14:40 11. Significant Regulatory Updates

16:10 12. Discussion of Potential Focus Topics and Agenda for the Next
Meeting

16:25 13. Elections of new Vice Chair

16:35 14. Next meetings and teleconference

16:40 15. Any Other Business

16:45 16. Public Statement

16:50 Concluding Remarks




= - HHY - BiE
— ~  ICH Assembly Meeting
(—) BIPREE S AR g (ICH) K& (Assembly) Y 113 56 H4 HZE 6 H 5 Hi&H
AR EEE - A ERECE EC Ms. Lenita Lindstrom FIE|FfF Swissmedic Dr,
Gabriela Zenhausern F:3% - HZX MHLW Mr. Yasunori Yoshida F{1 Mr. Kazuhiko
Mori Fy It R & i ThA S EGH -
(=) & b AR i B AR L B E TR (ANMAT) AIEY B & dn 259 B H 5 JFDA) Y
#y ICH & & (Member) - Hpij ICH #t 23 {li& & J 37 {#5%2 & (Observer)
(=) TP ATEEF
1 B TIRJ ICH MERTEREE » #f7—#%qY ' ICH ShEFRE(L - Bk
(Modernization) ; TfF - B & © 5[ IT H3E A SMIE S RGEL - BERFT
5 Informal WG (Y& ~ IEE T WG VB SELIFRT A 3-6 1 ~ ik WG
BHHYIEERE 18 ICH K& R 6 FHEE TR ER L EREHFE R ICH
Award D5 2 FEAEAT - BINAREIZR B2 B RFHETEIER £ (20254 -
2. BRI TAF4H 5[4 Technical Writer - ICH FAZE FERF AP IHE %4V » 1ff ICH
E21 EWG RIS —E5] A Technical Writer {55 [#E5 ~ T{F4H - 55
Technical Writer fUfif&0& ICH B Z 58 (MC) I FF -
3. HAijICH #4 34 (&8 TIE4H - A6 765 4E 5z 201
(1) MedDRA BEAT © FHEH TIFIIfE T
(1) MBI 2 - R [EIE R (2023 4H ARV B TS 48 5 - 2[R HH [ —(EFE
A B &% ICH 2024-2025 FHIAF IR ©
() ICH HraiE RIS S5 -
1 REFEERIL T ICHMT [fi§f st A aivnyE R E T (Addendum to ICH
M7 on Risk Assessment and Control of Nitrosamine Impurities) | > X4 T /E4H

%



(Sub-Group) » IFFHAES B fEHEIRERBEE - GE © AFCHIKE ICH

M7 B5 ~ CDE [H538/ NMERES 8 M7 R TR - )

AT S it (Reflection Paper) " SOR{E I HE R EURLIEA: HE IS

Ve fker B EEAEEE T YA (Pursuing Opportunities for Harmonisation in

Using Real-World Data to Generate Real-World Evidence, with a focus on

Effectiveness of Medicines) | :

(1) RgFEELO R EWARAE ICH E4E LA -

(2) NIl S8 e e R e B 4 _LECK 254 7 (Public Consultation) » A7
FEFFZER > BUEES S S > EREEZERAENERL -

(t) ICH 155 [HEF TR -

1.

ICH b ER ARG EGH S EHEMFE N ICH f55/#THE MR
(Implementation) - SRF&E R ICH E4E L -

SQO24FEYIG - ICH KEZstsE = I8 CIRS $TRIGHRE » T
ICH & E M2 5 ICH 455 [#E1T(Implementation) 5t - [t X &5 [ CIRS 75
ZHEGR - BURSEIIEU ICH 155 [ 2T LAF - B BAF - ARG
3 FEHPT—RMEGHE -

(—)¥r—JE ICH B % 52 (MC)iEE(f= & (Elected Representative) :

1.

ICH #E{f& & (Elected Representatives) . {EHAEF Y5 (2024) EJE HA » h &

srole et 4 AR ERAL (3E 8 I fUFR) - HAERA R 3 4F > H 2024 2% 2027

E °

KHGEE » Fr—1£ ICH MC ZE{f g 545

(1) A (Regulatory)® & : 1 NMPA -~ g% MFDS ~ 27§ ANVISA
/b S5 F{H SFDA -

(2) FE(Industry)&7 & : BIO 1 IGBA -
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(V) ICH FEFI%E -

1.

AHHEE 2 B ISR

(1) ICH E2D(R1YFIM14 : Step 2 it

(2) ICH Q2(R2)/Q14 ~ M12 ~ QI3 FIE19 : Step 4 ikt -

(3) ICHQ3 #5451 ~ Q5 &5 ~ E6(R3) ~ E8(R1) ~ E2 ~ E17 #1 Q8-Q12 * & [
BBt

A2 ICH Z sl - AR Rt - 8 R FEE g #h=

H o

ICH FbE e - ICH EHlZ MO CZAE(2024) ICH BER)Z7EAM

SlISES) o ARG R ES AR SRS 2 B R P T RSN =

ETERE G -

(1) ICH ZuEH/ISR -

1.

AT 2 BUERI SR

(1) ICH E2D(R1)HIM14 : Step 2 %kt

(2) ICH Q2(R2)/Q14 ~ M12 ~ Q13 FIE19 : Step 4 Zhf

(3) ICHQ3 %51~ Q5 &%/ ~ E6(R3) » E8(R1) ~ E2 ~ E17 f1 Q8-Q12 * && £
BillsREt

AR ICH HEFHNSRENT » ARt - 5 R rE s g B

E o

ICH fbErais - ICH EHlZ g MO E A (2024)5 ICH BER)Z7EAM

GRS o KA GRS AR SEE) 2 B MG TR E) =

(ENNIEEE

() ICH #1 PIC/S &/ERE : ICH 5457451 PIC/S 7F ICH Q7 ~ Q9 ~ Q10 ~ Q12

Q13 FH55 [ Z BB SREA L - LEHETE IS > NEGT R 1&7%
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g RES BBt ST

(+—)  BH¥ T AR AE RN BRI Patient Engagement) | 3 » ICH FiiE i
775 > ICH MC THEF2EA5(2024)F 6 HAEZEIEER S 5F 2 DIA &% © 7748
&SR ET o -

(+—) ICMRA % & B 401 3% 4 2 51 # (Pharmaceutical Quality Knowledge
Management, PQKM) B #3755 : ICMRA PQKM 31E&4#%E ICH - IPRP #1
PIC/S SE2HARNNI A #7 ICH K F& e AR H) ICMRA T/E4HTA4(2024)
F 2 HHABHRIaE 3 (Kick-Off Meeting) » 5TE TAFMH MY = (@K TIFHS
(2024)FFERY TAF EAERIKA S -

(+=) ICH K&[E5E ICH Q4B I 35 1E ICH (&I /€% 1~ 52 75 (Evaluation and
Recommendation of Pharmacopeial Texts for Use in the ICH Region) | 7 [ff$% ©

(+0u) ICH HAT#EfTHE5| TR » EhEZER A

1. E6(R3)E RERREER(GCP)
(1) KREgEeadiss 1 2 TIEEHE - WHERN 5 (2024)F 55 PUZRE | Step 4 -
(2) LAFAHERH TSR R’ 2 SR & 2 2 Bo(R3)AYFES [NA -

2. E20 EFEMEEEIREES | E20 TYFARRHEBRRER (it - st H R RHE 7 A
HHUSHE - WIEREE 5 (2024)4F 11 H#ZERY Step 2 -

3. E21 [ AL 2 AR RS &
(1) REHRad B21 TARsHAY TS - DURTHETEH(Q025)F 5 — B 58

PGS
(2) REFEER " B55HAHR I BRI ATES [FE ) 5TE =T ICH
MC -

() 550 E21 TEaH szt T Z S04 e 5 52 (Technical Writer) Bl
{EERE -
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10.

M4Q(R2) CTD #&=K :

(1) M4Q(R2) LIF4HFE R » HEFEFE BN LARE PR » AR
eCTD 4.0 THEfT MAQ(R2)FES | » TMIFEHTHLZ eCTD 3.3 -

(2) 55 M4Q(R2) T{F4AH g8 & S & BURE AR5 2T THE 5 | -

M1 EEpRe R E T-ofg =

(1) K& M11 TAE4HAI CDISC #EfTA0RE1E -

(2 5 ZEHXEWS 2 THEE > Ml TIEHEENFEECHHFREES
(Technical Writer) i3 Bh#55 [#E#E L(F -

M13 IR [ Bl R 2 R A AR S © MII3 T/E4HTEETS (20244 7 HAE

MI13A Fl MI3A Q&A #E% Step 4 ©

MI15 MIDD : M15 TAF4HTEETINS(2024)4 9 B¢ 10 HZERYK Step 2 > HAIIE

TEAETERAMG SIS RN - B I 2 AR URAZ A kg -

Q1/Q5C & R e Meadlig + QU/QSC LIFHERMET - GhitG5R

455 2R Step 2 B E F-BUFBF ISR -

Q2(R2)/Q14 73ifrEuss & 3 T AL NELE -

(1) Q2(R2)/Q14 TAE4HIREHIELENRENM 2 HaE - HATHIEH 7 (h#
MR - K2 HREERIE4HRL » Hh Module 7 RIELEEF25 20 » B
ST T Q2(R2)F Q14 #5517 -

(2) Q2(R2)/Q14 FHEHH4 (20245 11 H5eF A ZMHIE

Q3E v[iZ Y K v B YR E T

(1) Q3E TFMHC&GRA B FIZ 2RI AT S [H 2 ARTHE L & k5
FHEBET L 55 AR S -

(2) %5 Q3E TAF4HATIHAR & R A R{E & (Threshold Project) 7 [H]
BREE -
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11.

12.

13.

14.

15.
16.

(+79)
KRG - 55 WHHETH2025)5F 5 H 10 HE 5 H 14 HRPEIEF BIEE H5EE
—Z ICH kg -

QSAR2)FIE NERAAE LA E 2 s L 2 MRS - QSAR2) T{F4H
s A A I REBAHIE R » THETIN S (2024)F 11 H58RK » 55 T/F4E
T ICH ZFilS%EZEE G EiTim » &hfRasT A B=(Fhr
QO6(R1)EHEETHIFEFET]
(1) HEXEHES QR)EXER G - EXRMl LIFHF ERENE
S S
(2) BtAh > FIEFES | 2R Ry 4 4F - Wi A R/ AR G 2 o H At AR £
FEE rEpIRE A A o
QIR1)E JEfmEH
(1) QORD) T {E&H B A bt 2K 18 ] & sk HAR 52 BB BT 2006-2010 4Rt
Q8/Q9/Q10 ZFFGRFM - W FRATINEL
(2) 55 THEHN BT —{EZR B/ NH > 58 Q9 F55 A B2 E5T T
{E -
HEFRFORHR(Dormant) 5 EE B (Low Activities) Z T/E4H : M7(R3) ~ Q3C(R10) »
Q3D(R3) » Q12 - QDG -
£, 86 N4 (Generic Drug Discussion Group, GDG )% (Disbandment)
401 Bl B 2 K] 34 8 51 5 /)N 45 (Cell and Gene Therapies Discussion Group,
CGTDG) : FreafEEhe s - WA ASTEm AR/ MERIT B e 4Rt i (B 2 [H]
JRMEFIEEME) - DUKAS IR s e R AR E i
FHETS(024)F 11 H 2 HZE 11 H 6 HNIIERSEFFELR S 2 ICH
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—_>» IPRP Management Committee (MC) Meeting
(—) K P &5 & £ 1 4 B 25 51 2= (International Pharmaceutical Regulators Program/

IPRP)H B[4 AH7 E FH & 518 (International Pharmaceutical Regulators, [PRF)Ed

¥ PR B 4 g - 4H =+ 22 (International Generic Drug Regulatory Programme/ IGDRP)

2 2018 FEEGFREIL » A& Sy IPRP 5 13 [EEHIZ B & & 3 (Management

Committee, MC) » jJ*HAER] 6 H 5-6 HHAER & > AX gk EDQM

XF Dr. Petra Doerr (IPRP EfE)F1H A MHLW/PMDA Mr. Teruyoshi Ehara

(IPRP Bl FJF) £

() —fEMEE © DB A BT 02 E & E(General Considerations for Accessible

Patient-Centric Product Information) :

1. #HAIPMA X (2023)5F 6 HhIZ REFEE IPRPMC &3 Fieth 2" —
fetE= & © DUR AR T0 2 EmEN(PCPI) | $2% » JPMA ~ EFPIA Al
PhRMA T35 » fEARR H AER grak DEg - A5 DI (2025)F F
LB LR TS > Sfema0 A 25 B/ @7 PCPL > 155 % B
T AR A - 55 0 HEAR B TEY R IFPMA 3%

2. K- IPRPMC T EFISER Z 15 WadEhE S i — 02 (sl -
S e AAR BEAT B DLAN{ar &8 - Hh4 > IPRP MC S #5048 E TR - 1
A& L IPRP 55 55

(=) LR A By & ) 2 BB A& =0 E & 5 (Patient-Oriented e-Labeling Product
Information) : 75 & Fll50 NAFDAC 43554 [ e-Labeling (TR » B & 5 o8 T E
MR - PRE T IR B & -

(PU)IPRP & T {E4H(Working Group) T {F#EfE :

1. #5455 (Identification of Medicinal Products, IDMP)

(1) IPRP MC [ 2024 S T{E5TE5(Work Plan)fZ1EAR » M TAESHEE/E

15



ATHAAN S Y IPRP 840k | -
(2) IPRPMC t[EE 5 FL AR R SR (FAQ)IE THE TR A SN E M L - 1
IPRP MC 7 7 8% TAEH HATE & TEE TS/ I FAQ » & iRk
{5 H &2 MC £R3 -
(3) IDMP L{E4HER & NESHGIHAE - BUrE ez LIFHSE 5 M HARfEH
HITHH) - 55 - IDMP TR G R EA2HE - B3 Global IDMP
Working Group (GIDWG) ~ WHO-UMC -~ ISO ~ ICMRA PQKMS WG 7
T2 aTE -
A= B8 AHZE 4 (Bioequivalence) :
(1) BE T {F4H#E#EE " Bioequivalence Study Designs | SZZEL &Y T The
Journal of Pharmacy and Pharmaceutical Sciences (JPPS) | °
(2) BE L{FHATHAR #E T8 £ [F] £ /55 (Co-Chair) B EE{F2E - [NJF % Dr.
Alfredo Garcia-Areita iR SEEN LB EIE T -
(3) HIHETEHAILIFHE
® " Biowaiver ZFIAI 1 T SHFIFICIARE mn 2SS SR SR - H
ANER S AR BN TN BN R > THETIN S (20244 6 A E
> IPRP B4

o " {LEM N 527 BCS-based Biowaiver sl iz 55k 4l 1E
TTHRZES] - [R5 (20245 6 H /A5 IPRP E4E -

(4) FEEF15E T E4H(Quality Working Group)it4(2024)4E 9 H 10-12 H
ABHATEH  FFAE 9 H 13 HABSMI R EH# -

anE T{F4H(Quality)

(1) 2% TAFsH#EE A ICMRA PQKMS 518 FETRICE
o [GHHE P& IPRP & EMIEIZ & - AR IPRP B At TENE

w

C
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5.

FTET
o [GHE  FHEENR IPRP FEMNEES  HERT THEE4H
FoF T EHEEE (Quality Post-Approval Changes/Variations) |
o B A R T TERAA - HEE LIS » fEEEER N
EHRANTEE T HRrEEEE -
® [GHE - Si& IPRP @ EAMIEZZ 8 - ICH Q12 155 [#EITIHIP -
(2) # = " Repository of Technical Issues of Interest (ROTII) | +EFIMTE
G A ESER > BEERETE IR A SN EW L -
(3) [A BE TfEeHlees - FHATHS(2024)5 9 H 10-12 HHFA T8
[EFtAE 9 H 13 HEBYMTE R &3 -
AHRE A1 LR G T /F4H(Cell and Gene Therapy) :
(1) 3Z TFaHHE R 28124 (2024)4F 5 H 2 T The International Society
for Cell & Gene Therapy (ISCT) ; £EKEM N BElEEsk - M55 TEm
" Points of Care Manufacturing (PoC) 1" Decentralized Manufacturing |
FEE
(2) T{E4HF ¥ Dr. Judith Arcidiacono [ #:(2023)4 10 H BIFF#4£: 81 ICH
gl ff B ZL R & & 5 /N4 (Cell and Gene Therapy Discussion Group,
CGTDG) » L IPRP CGT TAE4HE 74y BB -
(3) HE At (Framework Project) » [NFZETEH 2019 SEFER & R -
AU T AF4H (Biosimilar)
(1) IPRP MC 7§57 TAEARF el TAEDT Z R AATS IPRP E4E L - 55
SR TSR R b A A5 - DURIE P A= A (DU MR B i 2 R
ot N
(2) 53 » IPRP MC [5]ZE H3EE] FDA Dr. Sarah Yim F1/0 & fe[Hi71{7 SFDA
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Dr. Ali M. Al Homaidan $#&(F:t T/F&H EEFT - (FHHR 2 4F
6. ZOKEEM T{F4H(Nanomedicine) :
(1) ZTAEMH YA (02328 kR E T AFY » SikidiE TIE S Bl
o 0 A 60&[EHEFRTLIEYNE A EE) - # IPRP MC 3%
TAFsH4&SER @ Bl LIRS e BB 22 a 1 - FINF SR

(2) TPRPMC [EE 5 (2024)F TIEY IR SaaE Y 2R AR TR 2 dn(Lipid
Nanoparticle Products) | °
(F)ICMRA TAEHEHrRE -

1 £QO23)FEMEM A ICMRA 5 lf &% (Summit) F ICMRA [l 5 2R3
a > A ICMRA S /& i (Crisis) > BEITRERRET T 129% 15 (Post-
Pandemic) | FH& -

2. EHEARZELL TTFDA, Chinese Taipei | 243 ICMRA #E& 5 (Associate
Member)

3. FHEMES(2024)4F 9 H 16-17 H i tlm s (Lugano) AR " 4= FLEERA
FomiE | -

(73)ICMRA &% 1L 5 B Al % & B % 4% (Pharmaceutical Quality Knowledge

Management System, PQKMS) T {E4H :

1. ICMRA PQKMS TAF4HATHIZE R BFRTE R E
(1) &1EEHLFIEETE (Collaborative Assessment Pilot)

(2) &1ERKE ZETE (Collaborative Hybrid Inspection Pilot)
(3) LIFHH :
® &1 T E.(Quality Assessment Tool)

® [ %/ /B % 5 (Quality Post Approval Changes/Variations)

18



® QL2155 [EMBIF
2. ICMRA Fjft PQKMS TAEEHE @ M Z(2023)4F 12 HAER ICMRA B
&L -
(1)IPRP EH 4p 30 4H &% & 22 % F1 5 = (Communication: Strategic Vision and
Stakeholder Engagement Plan) :
1. 5(2024)F#] IPRPMC g5t " f1 IPRP SN SAHERHES T 1E | ST G
A DTS EEEL - HEEREr SRy B RIDSA=IEEBIE
IPRP TAEATT T AR S 2
2. IPRP MC SZHFARETL NERG AR FF &= am ML © 55 > [PRP MC %R
g5t T A2 IPRP AR ] U ANZEI L ) 2k -
(JOIPRP [+ & (Focus Topics) :
1. ICH f55 [#Ef7458g © 7 =Jeri CIRS $H¥ ICH JERIAISE S & BB ZE 5
2 VICH $55 3T ) MGHELSE - IPRP MC & 2RI - HEEE
TG w55 TR AR EETIRA ) T RS
REFEFELEAL T ER TR -
2. Reliance :
(1) RERg bkE " GHWESFEETE -
(2) TPRPMC [E]E# WHO 71£ 2022 F2545 " Good Reliance Practice | &
F}_E % IPRP 4805 -
3. Using Artificial Intelligence (Al) in Pharmacovigilance : &[] MFDS 47 &
{&[EIENEE EC flETE5] > slemer et A AL -
(L) P —REgH 5w
1. ¥+ Swissmedic TEET47T = Reliance ~ L[] MHRA Hij@&r 5= AT FHAEE

LRl & -

19



2. TPRP MC SZFF2& Bifir AR ZT00 (Regulatory Updates)HFfHl 445
3. Ly [AIEMESEE T IPRP BIYMERAHAR S TEZRMS o ICMRA B3 " ICMRA
PQKMS St #EE | #1 T % IPRP WG #E[E 5 | FatiH -
() Ao sk 55— IPRP Bl ¥ (Vice-Chair) » f1#% 5z EDA Dr. Asmaa Fouad
JEEE
(+—) THEHIRS(2024)4F 11 H 6-7 HINIMEARERE AR T —/E IPRPMC &3
STEEHREA025)F 5 A 14-15 HIATEHE A EFEE EFA T N —J@ IPRP MC
(+2) HptrafameErs
1. IPRP [EEHH IPRP FAEREEELE TIEAH(QWG)FIS ML FE S BE A i B
o
2. TPRP MC THEHAHA(2025)FBUMN DIA &35 F i fE(Abstract) ©
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1]

S8 F 21N (Drug Regulatory Authority, DRA)&:%

(—) ARER L ETRE(DRA)G R ¥ I3 HSA Dr. Dorothy Toh A1 Ms. Siew-
Wei Chua 57 - BRI DISHIFTALE SFDA ~ trEERs e m B BT
(CECMED) kA A& -

(5) MEREsRaT s T

1.

AR s st BN ST ETE T s T EEESH

FE A ELISTRIFT | 5 -

RFZRIRU G HTHT I HSA 2 H 2 [ FE
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Regulators Programme

Regulatory Update
TFDA, Chinese Taipei

Meeting of the Committee

Fukuoka, Japan
5-6 June 2024

IPRP Regulatory Update
@ o Praracaica TFDA, Chinese Taipei

< Announcement of Regulations

0 ‘ Revision Announcement: Amendments to the Regulation For Drug Recall ‘
(2023.10.20)

O If there is any change in the use instructions, the drug companies could inform
the changes to hospitals, drug stores and ofher health institufions without
waiting for the officials fo finish the examination and seal of the drugs.

o Revision Announcement: Essential Drug List According to Article 27-2 of ‘
Pharmaceutical Affairs Act (2023.11.01)

O TFDA has referred to the Essential Medicines List published by WHO, and the
suggestions of CDC, the societies and associations of medicines, and then
published the revised version of our essential drug list, which includes 497 items.

o Announcement: Regulations for Human Medications Using in Canine, ‘
Feline and Non-economic Animals (2024.02.26)

o ‘ Revision Announcement: Regulations for Reporting Severe Adverse ‘
Reactions of Medicaments (2024.03.28)

O TFDA has revised the ADR reporting regulations, including exclude the reporting
of ADR in medical devices in the original articles, revise the report format that
could harmonize with ICH standards, etc.



IPRP Regulatory Update
@ i e TFDA, Chinese Taipei

% Announcement of Guidelines-(1)

Announcement: Criteria for the development strategies to Chimeric ‘
o antigen receptor T-cell (CAR-T) therapy products (Draft) (2023.10.04)

O To provide the industries and researchers (in the academia) guidance in
the development of the CAR-T therapy products, like CMC, foxicology,
pharmacology and clinical frial design consideration.

g ™

Announcement: Guideline for RWD, Evaluating Electronic Health
Records and Medical Claims Data to Support Regulatory Decision
. (2023.10.30) )
O To provide the regulafory decision making considerations about using EHRS

or medical claim data to support the effectiveness or safety of the
medicines in clinical frial studies.

( Announcement: Guideline for Using Digital Health Technologies for

Remote Data Acquisition in Clinical Trials with Medicinal Products
L (2023.12.14) )
O After the announcement on the guideline of implementation of
decentralized elements in clinical frials, TFDA has further provide instruction
for wearable and portable devices ufilized in DCT.

©

IPRP Regulatory Update
@ o Braprmans TFDA, Chinese Taipei

% Announcement of Guidelines-(2)

o Announcement: ‘Guideline for Physiologically Based Pharmacokinetic

(PBPK) modelling and simulation Report’ (2023.12.14)

o Revision Announcement: Criteria for registration of botanical drug
products (2024.01.11)

O Revise the regulations like CMC, clinical trials and post-market surveillance of
the botanical products registration in accordance with practical practices
and international frends.

o Revision Announcement: Conduct GCP Inspection in Compliance with
Registration of Medicinal Products (2024.01.05)
O Aside from the original applicable ‘new composition’ registrations, this

revision expand the inclusion criteria to ‘new therapeutic compounds’, ‘new
administration routes’, ‘'new dosage’ and ‘new unit strengths’ registrations.

Announcement: The Refuse to File (RTF) Mechanism checklist for the
registration of new drugs (2024. 01.09)

O This revised RTF checklist is applicable solely to new drugs. TFDA ,has

annotinced another checklist for ceneric driias and suhstances
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IPRP Regulatory Update
é e hemece s TFDA, Chinese Taipei

A Significant Regulatory Updates of ICH Guideline
Implementation

K To Further improve and promote the implementation of the ICH guidelineﬁ
TFDA has continuously franslated several guidelines into Chinese and publicly
announced them fo the industries.

O Announced of '‘Questions & Answers: Ethnic Factors in the Acceptability
of Foreign Clinical Data’ (in accordance with ICH E5(R1)" on December
13th.

+ TFDA annually update the Public Announcement for ‘List for ICH Guidelines
Adopted (Draft)) to help the industries to befter understand the
implementafion status of the current guidelines. Currently the draft list is on

\ the public consultation period fill May 31¢.

A |CH Guidelines Educational Programs

ICH E5(R1) Guideline, April 26, Taipei City, TFDA Chinese Taipei

ICH Q11 (Large Molecule) Guideline, May 17, Taipei City, TFDA Chinese Taipei
ICH Q11 (Small Molecule) Guideline, September 5", Taichung City, TFDA
Chinese Taipei

ICH Q11 (Small Molecule) Guideline, September 20, Taipei City, TFDA Chinese
Taipei

AR IPRP

w International Pharmaceutical
Regulators Programme

Thank you!

TFDA, Chinese Taipei

Yt For more details, please refer to TFDA” website:
http://www.fda.gov.tw/ENG/index.aspx
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The Framework of the Coopeartion
@ "“W"m‘on the Medical Products Regulation

Regulators Programme

é |IPRP

International Pharmaceutical
Regulators Programme a—ra A =
9 9 ® “Arrangement Between the Association of East Asian Relations

and the Interchange Association for the Establishment of the
Framework of The Cooperation on the Medical Products

New Drug Review Cooperation Regulation”
between MHLW/PMDA & TFDA e e e

understanding with confidence.

Meeting of the IPRP Management Committee

Fukuoka, Japan
6 June 2024

Belween TFDA & MHLW/PMDA

v’ Share experiences

v Conduct seminars and workshops

v Establish sub-groups for specific
program activities

v' Annual meeting

@ IPRP  Activities under the Framework IPRP New Drug Working Group
Reguiators Programme Requistors Progea
9 . " = = )
0%’ Pharmaceuticals Medical Dewces‘-ﬁ ® 2017, Proposal of Cooperation Scheme on Product
P . Review
<New Drug WG (New Drug/GCP)) L QMS WG @ Utilization of English version of review report to promote
MHLW/PMDA-TFDA mutual understanding of review
\/GBO WG (Generic/BE/OTC)\l | Product Registration WG | practices.
. / S 4 @ Cooperation scheme will be initiated upon the applicant's
\/ Information sharing WG \u [ Information sharing WG | requesflfo bc_)th PMPA el TFDER i
o S N 4 ® Evaluation will be given on product basis.
— ® Agreement from the Applicant for TFDA and PMDA fo use
Annual/Meetings the full, unmasked review report and exchange of review
information regarding the new drug application.
Open conference Closed meeting ® 2018, a pilot case was selected.
Perspective and current regulatory Progress report of WGs and
status sharing among regulatory infermation sharing on specific
agencies and industries. regulatory issues. 7
s
IPRP Pilot case: Communications
IPR P Pilof Cases- Cqse A @ Internationsl Pharmacsutical [y @y PMDA d TFDA/CDE
Ractatavt Progeammas e * Requiators Programme eiween an
Y Filing RTF vi Inquiry Yir Assessment ¢y Approval Niohce ff
eetng ® Novfication Mieing # 191y X REC™™ O (02" @ icenure ® Review opinions exchanged for a post-marketing safety
Yetma *¢ X ¢ ¥ %9 [
tander o\ A Y @30 oo .
Case @ Within nearly 4-year time gap between approval in MHLW/PMDA
A ﬁm”“v ﬁ" “!"’ ‘KKKNQW ms‘m and NDA submission in TFDA, an safety signal was identified based
f i on post-marketing safety updates.
et T Jaseed0tt, e Moty Janum a0t @ The unexpected adverse event was nof identified in clinical trials for
Submission received || | Agreement Signed Ty sved drug registration and therefore not been described in PMDA review
L o report.
P @ Between TFDA/CDE and PMDA discussed through email for whether
sty >4.m.h>uo.~..>«o..m>wm%w>mm onth Mnnlh>Monn>Ai.’:m o the safety issue was directly associated with the drug product.
. Aopiomntiaspones Sme i ot ing et ® Queries to the review side (MHLW/PMDA to TFDA/CDE)
® Approved in Japan: 2014 ® Share review experience about the pilot case
=»TFDA NDA submitted : Apr. 2018 @ Optimizing the Scheme.
= Approved in TFDA: Aug. 2019
P’ PP % 2 9 A ® Case study report: “New Drugs Review Pilot Project - Lessons
® Review Timeline: Standard Review “
Learnt
® NDA review already started (1st inquiry issued) before recelvmg

the unmasked PMDA report from applicant.
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Case A: Case Study

@ International Pharmaceutical
Regulators Programme

Full review report provided after NDA review = Full review report submit

started together with NDA dossiers

Review report was received after the first round of = Consent from

technical review, and the inquiries were already PMDA/TFDA/Applicant to

sent fo the applicant share review documents
obtained before NDA
submission.

Applications with time gap
less than one year would be
more suitable for the
Scheme.

Post-marketing safety issue identified »
+ Anearly 4-year time gap between the
approval in Japan and NDA submission fo
TFDA, and
+ Specific safety issue were idenfified affer
marketing authorization in Japan

Limited CMC information in the full review report. = CMC reviewer could make

The CMC content in the full review report was a request for review
summary of submitted datfa, detailed information information from the
such as justification of specifications and Approved side through
analytical procedures were not included Email.

The New Drug Review Scheme

@ International Pharmaceutical
Regulators Programme

® 2019, “Position Paper on New Drug Review Cooperation
between MHLW/PMDA and TFDA" —“The New Drug Review
Scheme”

® The New Drug Review Scheme is established as a review plafform to
exchange information and deepen understanding on new drug
review issues.

@ To facilitate the review cooperation on NDA between PMDA and
TFDA/CDE, the companies are encouraged fo apply NDA under the
Scheme.

® The application on this scheme from companies needs to be
adopted by PMDA and TFDA/CDE before starting collaborative
activity in this Scheme.

® The Company can decide type of information fo be exchanged.
Users of the information and control of confidential information need
to be clarified in a signed Consent Document by the Company,
PMDA and TFDA/CDE.

IPRP

International Pharmaceutical
Regulators Pragramme

The New Drug Review Scheme

® After the announcement of Position Paper and New Drug
Review Scheme, 4 cases had been adopted:

® CASE B, freatment of Parkinson’s Disease (completed)
® CASE C, treatment of insomnia (completed)
® CASE D, freatment of hematological malignancies (completed)
® CASEE, treatment of hyperuricemia (on-going)
® Q&A document for the Scheme was anncunced in 2020
and revised in 2024.
® Accept applications from global pharmaceutical companies

® Clarifying considerations and additional document requirement for
applications with time gap more than one year.

32

Queries to the Review Side

@pIPRP ..
Regulators Programme
- Communication between PMDA and TFDA/CDE

(For example)

® Q: How was the review report been utilized?

- The unmasked PMDA review report was considered as reference,
which helped us to understand the review considerations of PMDA
reviewers

- The decision making is mainly based on review of the NDA dossier.

® Q: What are future challenges on this framework based on
your experience of the pilot?

- Although the PMDA report is good reference for review in
TFDA/CDE, it is a one-way communication. It would be benefit for
both sides to build up mutual confidence and reach review
consistency if we could exchange review reports, or have
reviewers to discuss timely during an ongoing review process.

The New Drug Review Scheme

@ International Pharmaceutical
Regulators Programme

® 2019, “Position Paper on New Drug Review Cooperation between
MHLW/PMDA and TFDA”
» Step 1: Fulfil the criteria
® Companies located in Chinese Taipei or Japan that intended to
obtain marketing approval of a New Drug (NCE) in both TFDA and
MHLW/PMDA.
@ The date of submission fo one side is within one year from the
date of approval in another.
o Step 2: Expresses interest 1o join the Scheme through TFDA or PMDA.
 Step 3: Sign the Consent form for the use of review documents of the
drug product by the Company, PMDA and TFDA/CDE.
® Step 4: NDA dossier submission together with unmasked full review
report (franslated in English) to the Review side.
® Between TFDA/CDE and MHLW/PMDA:
® Performance and activities during the review will be presented in
the Annual meeting.

IPRP

International Pharmaceutical
Ragulators Programme

Case Study: Case B

® Approved in Japan: Jan. 2020
®»NDA submission in TFDA: Jul. 2020
» Approval letter issued in TFDA: Mar. 2021

® Review timeline: Abbreviated Review
« Already approved in US, EU and Japan

® CTD differences between TFDA and MHLW/PMDA
« An explanation letter summarizing the differences was provided by the
applicant.
+ Differences: Packager, Packaging, Specification for dissolution fest, Storage
condition, etc.
@ Utilization of PMDA full review report
+ Discussions on PK issues
+ Difference between US and JP formulations.

+ Review considerations on the equivalence among different formulations based
on the dissolution and BE studies.



Case Study: Case C

@ International Pharmacautical
Regulators Programme

® Approved in Japan: Jan. 2020
=»NDA submission in TFDA: Jul. 2020
=» Approval letter issued: Oct. 2021
® Review Timeline: Standard Review

® No bridging study required.

- Bridging study was waived due to minimally ethnic difference found in
PK/PD profile, as well as similar frends in efficacy and relatively
comparable safety results between East Asian and Mon-East Asian
subjects

- Commitment to submit final CSR of an on-going trial focused on East
Asian population was listed as a condition for approval.

® Utilization of PMDA full review report
- No further review issue were raised affer the 1st inquiry been replied.

® Reviewer communication
- Review considerations on clinical data requirements and MRCT issues.
s

IPRP

International Pharmaceutical
Regulators Programme

Study Case: Case E

® Approved in Japan: Mar. 2020
® Orphan drug designation in Japan
= NDA submission in TFDA: Nov. 2020
= Approval letter issued in TFDA: Nov. 2021
® Review Timeline: Priority Review
® Designation for Accelerated Approval.
® Designation for Pediatric or Minority Patient with Serious Disease
® Efficacy of the drug was based on the results of a Japanese
only phase 1/2 trial.
® Similar concern on safety issue between MHLW/PMDA and
TFDA

# Due fo similar concerns on safety issue based on clinical study results,
Risk Management Plan and Drug use-results survey profocols
approved by PMDA were requested.

Challenges and Future Expectation

@ Internatinal Pharmaceutical
Regultors Programme

® Increase review confidence between TFDA and
MHLW/PMDA
= More review experience and more communications are needed.
® Expand the cooperation scheme (On-going project)
- From new drug review to new indication application and post-
approval changes
= Discussion on practical approaches for parallel submission.

® Review differences for further discussion
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IPRP

International Pharmaceutical
Regulators Programme

Communication between Reviewers

+ Question from TFDA, for example

* Q: If both Japan and Chinese Taipei join the global
MRCT, do PMDA/MHLW accept pooling data of both
subjects for subgroup analyses as bridging data?

» Based on ICH E17 guideline, if the infrinsic and extrinsic ethnic
factors which are critical to the assessment of the area of
disease/ investigational drug are considered to be sufficiently
similar between both subjects, it may be considered that data
from Japan and Chinese Taipei would be "pooled regions”.

Summary

@ International Pharmaceutical
Regulators Programme

® Purpose of the New Drug Review Scheme is to promote
TFDA-MHLW/PMDA mutual understanding of review
practices and to facilitate the review process through the
utilization of unmasked full review report.

® Factors that affect reference value of the review report:
@ Timing for providing the review report to the Review side.
@ Similarity of the CTD dossiers between the Approved side and the
Review side.
® Post-approval changes and post-markefing safety issues.
@ Consistency in review considerations (dosage use, safety issue,
clinical frial design, PK considerations, leveling of CMC variation)

|PRP

International Pharmaceutical
Regulators Programme
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(1) HR ORI ERERIN S - SR EEe R NETHERIE BE &lfs > A
W& 7 Wi & PK 22520980177 « (EARZES [1E FDA HYZK T » i pllRaH EL A
b5 EHVEEM - FRESE BE 4N 0 MRS IHE R N BE - A e INE
FEACTT ~ B ER R ARR S AR 2 - St - MEBRER ~ HAC RIS IO fiEAR
B FEEN BTV &Rk TR A ETI A MIBA #5555 2.1.5
girp o Y 5 (ERTERE(QA2. 3~QA2. 7) fi e BH RS -

(2) 5@ = E by 8E > 5 A HA S AV H > FEMITEE A NS BE 55 -
ZRAEAE AR BT A AR (EREPRRE R/ e B AR ) ~ R
2y BCS 738 ~ #AhalEn (AAHBH A SRV AREOR A B ) ~ THE SR - AR T gES)
(PBPK ) M5 R B B A ik LS AU 45 51 « WRAE SR B BE BRI M 4E T
B ST N EEN > W H s 4L > A BE sEIEE L&)
HIE T #ET - 48 S 2 X IEFTE Y& = E e 24— HS BT 48
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B hn#E s BE itk - I7AFFZBISNRRAL -

(3) AREIXEF TR /K EYHREEREL - FLEeH T & BT 2 s R T E B A E > B
WA B BE 5l - il B RS EnERE B 2/ 8 /NEF - AEREFRTHE 20
B 10 /N BIINEIEEIK » LR ARKBEINVABETHERIMRE 2 — « 5542
B fEFIAHED R EFIRERE (140 150 & 250 =71 ) 87K EEs, » HMEiE
REREEIEA -

3.552.1.6 61 fralE@iyE =B = = (Dose or Strength to be Studied)

(1) BEALE E AR SEAIEZE (the highest strength)E T BE 5E
WIS 22 2 MR/ Bl <2 1 5 R R MR LA & B 2 e T AR RS A S M
K S A S EE A REA & 2 m AR EEEE LR (% S B S EE
A ER % BE sRERAYATEE ©

(2) FHEZEFNLLBIRMAAYHE » AT 25 HIE MmEY (5 B E e A i FH Y E R -
BFERE ARG - HtEERRGIEERARNEE -

(3) BRI ERCEEHIEL B (dose proportionality in PK) HUEH @ (AE =R
FE£ (Cmax) IS EARFRETHI4R N EifE(AUC) AYRIELLE] PK 2kstE - M2 FH5i%
HIEES Cmax FI AUC AYZEEAR#EHE 25% » A DASE RIS R PK BRI - AUC |]
FI&kHiEE PK BIERELE] > (2 Cmax BYRTFHERIR B > a6 Al &AL PK
EEB - IR e B sl HAt 2R E R R BERERE B 2 5 PK L O A REE KM E AUC
AR LG - RIFE BB & = B i (R B e & 17T BE 5l om0k
Rl E M s B iy » o] DI (R & Y -

(4) BRI Cmax A1/8¢ AUC WUNEFFAIZR 7= - BREE EMA RIS FDA A5, - S5
TR R T ZE R SR S

4.5 2.1.8 € HEIEFE® = (Consideration for Sampling Schedule)

(1) PN OB - 8 ZEAE R UCERAEE (B Cmax 1 AUGs- ) 2KEE
H BE - (EAEREETE DL T > Cmax AT AUC(O-t) HIREA e DATE il i Fe E i (2
s B R E IR EE ) 2 [E1HY BE » AR (carly exposure) 7252 1] EE BUE
JEFEEAHEIRVERIR S ERY I » RS MY PK 28575 - I (ERE
R [ < P P B P R 40 T FY TR, ( pAUC ) B3 22 i 5 1T P R P R ]
(tmax) ° HrigtE

(2) [REZEMEY] pAUC » A EFHmEHR YIS —2 8 tnax » KFTAEVERR BFRTE
FE®RE:T

5.5 2.2.3 61 #at4rr(Statistical Analysis)

(1)2.2.3.1 —f&&=
EEAWEDL E aRaarystEEt o FlrzEafE e any upg el (2R
2.1.5 ) s tE Rt e % el i I g iy = P Eeadbe (2756 2.2. 5
E1) » BRI AT FEHERR LR am 0y ELERERA 0 B IR AH Y B -

(2) 2.2.3.5 %45t (Mul t1-Group Design Studies)

Gt AR UER ST EE TR E » BRI EEIR TR 2 - HIRNR
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R ZERTER T R DEUE LT v DIE SR AR I AVRHEEAE | —aE T DA
bR > ®ESE AR B I B R AT AT AE -
6.5 3.4 67 pH <&M (pH dependency)
B G e B O BGREREE IR - FRA SRS BE BYRE L - K
R ehs T T B AETERS N BE BB avIE M -
(1) tb#eEH pH {HEIE 1.2 - 6.8 NEA pH KB AMEEIVEES TR -
(2) IbgE TEEAERE 2 R A (FIaE 2RISR —Ek A > B0 AN ERE -
Bl S G = BE -
(3) {EHEVRIEER S22 pH FEIHEMEUE B2 E  SBIEZZEHE N pH 7252
sz 8y U BREA RG] pH B M2 g Y B e 2 i 2
7.%8 4 EXXAEE (Documentation)
HHE S Tl 2 B o (R A A o RO G EE o ) » PR e m he s SRR il
%1 FRERRI4ERET 6 {8 B NEF ISR EEE (CoA) -
(=) M13A RIELERET
MI3A fIEEE R R VBRI 26 B - ARG HRATS KR 2R ER 22/ - K
Rk ST amz FbR 2 O 2 /Ry 1 /o &SRR Ry 19 8 » BFEE
A 11 - F B T FEUESRE | - S LGREKE ST
= b B i B E e B 2 i BE AHRBHRRRE A % - EEEREERBAA T -
1SR ZERA (GRS REED A =HR PKRAEMmSE R A& EaY)—iE
AR A EVIE S R i o Ry 1T ] DATEZE R S R (e T 15— 27T BE it 2
[ClJE B 1E Ry AT <2 MR R B0k - 8F 2N R EE SRR A
2 B e IR 2 M R R B8 By T e BRI P R4 8 L M RE B 2B U S 15
B - EH eI EE Rl LT - SREEIRRE (ZEEEGER) THEIT AN S8 E R
Y BEBHHY A LR o
2. 5 SR\ B B O Ry (PR VR AT ZE RE R eGR4 T 7T BE 5 - BT R EE A 7
AR — MR T 4G ZERIA] ?
[ : BIERREEIRE TS » SIGEF ERANNERNY:  EEZEEEERE R
T #E(T BE 5 » AN E BB R OB A S 2y EE i PK 841k -
Jit s 72 S0 0R B SR ER FIRVEC 7 sRELSE R A B sEAh 12 gk R [E B BB IR
RAVBUR I B2 - I B 7 e\ B M IR BB AT — 2 Y S G B R T HVAH S
MERERTAS » A LARE(RS E s &% A BE By -
3. TEERESHEASE  B4E T RFEZHERRE S ENVEEZ 2 LKA
REFIRESE 2.1.6 6 FralbaiVE 2B S ETTAMBE - B (GRS
A E = B & & (the highest strength)Z fuiE(T BE sls » W15 A% 4
MR/ B 2 1 R R UK & B E m T AR E R > Hs (K
A B R AR T EEEN LR (% -
[CfE AR ~ (KRB & B2 oK i ER BN SR LE BRI R T2/ N SR M EEE)EE
B(25%) - RIFEIE R S MR (REAL 28 N 4E7T BE oty - At - WRENZ S
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R A SRR e e T i s BB 2 & BE &llals » RIEEREE P ETR S
A7 &2 T BE 5B - NSRRI R e E P AR RE 2 EE T
BE » PR R R B EL 1 A2 75 S A A S a0 B YR B BRI o3 B & 1 2 Tl
iR & B AT R s A 202 2 S REA 2 ZE A
Ep A R] DR R <2l e T -

4 R g L A S e ) B ARGV BE 5l » SN L EE & e AL
S EARREEMANEEREZEE 7 B TERE ?

(1) MIEREE LA B EE i Ry AR ORI - BE SABRHVAREERIERIE « H{EFE
—FEOREREMEZE I 10 mg/ml) > HE2M—FEA £ A0S & EE1E
{HEESR  THEEEYBR AT ERE -

(2) HEF—EORSERIEMCEE (FI0 10 ng/ml) > (HAE[EEEEN B 25
PN EL 50mg A1 100 mg #AE o AIREE HIRLL T ZFEMET -

< & AUC M1/2¢ Cmax BERIENIORELEIET AELEIRE AIEYIE T » IBAE T
SR EE - CEIRBEAIE > BE SUafER A 100 mg BENE - OREEH
BE =E&HIFESST 100 mg (B 10 ml) AU -

« Q05 AUC /8¢ Cmax FEEE IS A0 IO EEG NP ELET > HARRERBTZ T
WU BEAIFTEL > HIELS TR S & - SR BEEE] > BE SEaMEA 50 mg
BEERE - DR BE sBIE4S T 50 mg A& > B 5 ml -

« QISR AUC /8¢ Cmax BTSS0I HO-R LB - 2R SV A RS AR EL
AR FTIER - DB SEEE] 55> BE SEa - FE R S0mg F1 100 mg 2
FERARE o CIARMEORAY BE sERIELS T S0mg A1 100 mg(BR5R 1A Sml A1 10ml)
HIEIE -

(3) HORBRFEA A —EHUSE (A 5 mg/ml F1 10 mg/ml) » ESEEIE
Al PK B - RIFE BE & it FH i s B 2 82 P LABESZHY - 7E9E PK ELBITE
L o S H O E

(=) M13B- FH# Y 7738
M13B i B & 8 m%ebR BE 551 » RENATHE B FESH - BE RERF#H -
skl ~ S8R R TeBdn s S MER 5 1 Bdamy B - B REAKR
8 A EEE S 3 (AR ~ 55 2 7 BE iR ARI R LS - AEBEA & =M
HIBC T B A Y ~ A BEIRCE ~ AHOUEREAE SR 4 8RR 5 3 EREHE
o FDC(EEE R A ) ~ N FFRTAcHREL st =(aseat  Hfh U755 3 (EE2K
5 10 (B - ARG w2 B R

1. B a s a4 (Qualitative and Quantitative Composition Among
Different Strengths)

i B 2 B A an YR O AH BB BT I B 5 B 7 VA% O E B Bk
FEEB - SR EIRELLG] - B E TR BCS AR ~ o7 4HpHIEE ~ A
BERFVESE - TERPEERSE SR D U715 %% BE aBn - DU HEEdh &R R SRR -
R 2R DL BB A RS SRRy A = AR Y > RIS ARy BCS
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I ~ MBS T A5 2= EAZ R 2 10% > 1f BCS T ~ IVAIHC 5 2557T 7= AR FE R 5%
INARFEFURFFR B BCS 1L By HY BRI eI A A 538 B R R RS BCS
IV 5FKe R BCS T - K2 BCS IVHY 2 $RAREFZR - IS BEER
BT -

() ¥REF BCS I FRIEERY SR > T DI ESR | HATliny 2 s » HER
& a) FriYEM s EEHAZ O EENIER S FERE > BIHESEE
I EBEMN BT ZREREANEMAZ 10% 2LE > Hb) £ QC FIZ AN (R
DOFHEDEMR] ) FERF N e amE - sEsSHHARER (LB AT 2% BE 505 -

(2) EAEH BCS IVIERIZERY SR » HATFAZRZEIESL 1 SREAN - HFig A
& BIVFRIEEEIZ O E BNV LR A FERE fRilk > BIE 22 B S SR miE
PRI AR TEREM 5% - M RIR LT /AR 4R LS -

(3) WEHRIRIE BCS WS EM i Esms - RIRZ B R R TR R B BCS
IVEH -

(4)BEET T 357788 | (sufficient dissolution)RYZERAZAE » (40 4 fEAE N &
/DEA D TR 85%E A - DISZFF BCS IEEYITIHH 2 4RAETER -

(5) AFE R 5 ELBIAH AR Y2 AR 10% T B WofE LA L BE (7 & 21T BE $F 5
I§ - o] DA A sdE =X (Bracke t ing) J37% © PrEE B (i & B F IR E T - FlIA0H
e A REA & 8k Z R KIS & & > #EfTRIE BE s5lEE > DA
EmEHGEUSE T EZR -

x— W E S ERENREI S EEL IOV G ER RN ET AR

Function of exceipt Maximum allowable difference in excipient
content compared to reference strength (%w/w)
Level 1 Level 2

Diluent/Filler 5.0 10.0
Disintegrant
Starch 3.0 6.0

Other 1.0 2.0

Binder 0.5 1.0
Lubricant

Stearate salts 0.25 0.50

Others 1.0 2.0
Glidant (Fluidizing agent)

Talc 1.0 2.0

Other 0.10 0.20
Total absolute value 5.0 10.0
of excipient change
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2. SE 4 (Dissolution Condition)

(1) RSB R SOERA NS S MR A B 255 ARER IR I i 2 AE i B s 4
(QC med ium) S FHFR EVE MR LLE IR 58 2058 - ZEEREAT BTSSR
DApH 1.2 - 6.8 #iE ({541 pH 1.2~ 4.5 1 6.8) WY=FHRSEHAEER » M
5 QCIBHEARTE pH1 . 2~6. 8 HiE[F - AIEE S 4 FAEL(QC medium) BT
BEEEEEERL - TEAEER 52 DA E E TR UIMEST EERVIE R T »
T ESETEIRE2EE (585%) MYRRME » WRRIEESHENSE] 7746
BENF o ATLIBEAE QC medium Fr {5 R EE ERIE AR

(2) Frig BN & B LUSHER R BE alBaly » Pt T asdy B IR bR R R T
BE sBBAYAE K -

(3) N RORBIN A EE R - Eat A E (Paddle Method) » BEHES E i
o3850 0 EHIEEHEER » IRA] DR KAV R

(4) BRERHS RTEG IR OF AR UMERRAL B S 1R 5T -

3. AR EfL (Similarity Assessment)

(1) BREENF BB E U 2 2 A BRI - 2 T RIS B2/ DR EE 3 (I
B B IR B & B8 A HEEIRRERRER » B R SRR E, -

(2) (EIB RSN S A E R AEQC ~ pH 1.2 4.5 2 6.8 ZF 4 A PH
2 TEAEA T 85%R1 By e At o WISRA AR 85% - RIFE EARREH

Ry MG IR S8 V@ B REE AN 22/ NS 5% Y (B B ARy TR - 2l A
e AT ISR 15 P E A 85% - MERRIE— P HEtE - RIAGHAHI
ME&SEm -

(3) B HEFE HE AR R FER BB 2 /NEF o PREIFRIE RS WHO 5504 -

(4) RAREREE R B imt ot ds SR = R HeRste DR 2B R 2= (Standard
Deviation, SD) V& HE 4# , (Coefficient of Variation, CV) 2K
et - K —FERE S SR AERR R EFRE G PEE -

(5) BBEAEUER T 12, BRIE E Beaa B CHUEEAE » 757 H R PMDA Tt BH &R a7 A
& HE—IE -
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S~ SRR

— PERESEBEKR

(—) BE sl ARy Zal - BUE BRI & B BE T AMEE DU TR YA
REAT 1 JHER7E - 7ERH#E BE 3Bgth  BA IEHEBER A EEHGGTH 2 atE
e 2/0F 12 ErEHEZEEER > S TEE TR EIGFREZE VA 12
(e et Zal s > BN ED 1 2 AWESRIFRER RIS R - EAR EER
FAHVEEE UL R BB EOK -

(=) M13A 55 [ BE SUBgAViE BoR1/KERRE(L > (140 BE SBaHREI HE G2 R AR ]
5 AL - B EE e Y /KB R A (] - /K E R IHETHEE Ry 150 2 250
27 (ml) - FEFE R (Z=HE) FriF METHUEER - TR Sl B EGEEnTER R R
/D 8 7INHF o AHELER P4 i A2 A P PR R AR e AR S MEseete Al 22 /D 10 /NS BLE
MR ERZ - A EAVRUR R BB ER - WIRENRIEET R -

=~ BRI EETRER

(—) SeEt o thrAvEr sy > £ 2.2.3. 1 et VT AMIE ISR eI e > R~ ez E1R
R IR ATRE < (B4 2.2.3. 5 BRI e i A B TR SR EN 1R
Tt o ABA IHEREE SRy DI BT RT LI R - RIS A — 2T m &
st I P N Rt T L RN > BERFEEE (BEEE(EL; out lier) FEPRAVAR
o EeRMERTEE 2.2.3.5 HURGIL -

(=) EREREVHERR - 8O 2.2.3.3 & ZEERER 2 8 i IR E RS
I IR (Cmax) Z 5% > BURIETEStat /oAb - 559ME 2.2.1.1 EiRlTesFr
PRI T T RE & N FR R E(RIMMERER  4MERY AUC 2&{mT-P5{EHYT 5% - AIEE A
ZZAEEREERE  STERENE SR EEE -

(=) BT EmEAvRASN B Netb R 2= LR 2 sl E SRR UE et S &
B > P EE SRS AR E AR T

1 EaEET - 2R E A SSRGS RTE R -

2. ZAE TR EEERIY - B2 RSB A B E LT £ PK 28 -

3. e\ EAETHR tmax (FALE)HY 2 (EHF R LRI -

4. Zal BRI AT RE B TG E N A BB - AIREfc BEEYl > il
FETEEH tmax (PALE)HY 2 R A RS -

5.4 AE ~ AT RUE SR R IR FEE R SE b e a2 ad & -

(M) sHEFRABE ZalBim A IE N BRI T oA s, - — EEEAL

ST TR 2 SRR AT S R MR & -

= R R
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(—) MI3A S TAsE A Mg - DUt T R RS SRR Ry Ay - (B EE
ST AT RE A NI SR YRR  RARARRE Y BR R SIS (S BE /Y
ol > (E1E ICH A FIavis T T > B ER KB E BN EPIEE RS -

(=) HETAMREHY)H#EST BE SHEMIERA — » — & RSP SPR B R R
{6 » S DR [ AU S 8 551 BE » BN FEEEHTEESE (prodrug) 5 B— 5
2 o A\ RS TEIRATRI P EOEMEAEHEEY) (presystemic metabolite) » HlA1ZE
Vi 1R B SRR R BB B RS 2 R (Y B DR I8 R Y
ZENHIEREA BE - B ATEZAWHE RS E@RTE - & &R AZ7 FDA B1 EMA
SRR IVE] o RV Q-2.1.7-1 BRI T BE SHEAVEIH] - &k
TEREE o

V-~ IRy S

(—) AR MIBA 55 [HIHIE - 550 FDA JRH S AL HRAFE LS - BHE AR R
ZHERSENEMRNAL > AEAIARS<E] FDA HYRSRELERHE - &1L > MI3Af5
5 INEAR 22 5[0 FDA BT ELAGHT 48 5 SR SEMH B AR e pTs2 & > 40 M13A X
KA TZE R B BE s BRAY S B 48 - feIRAC T et B AR
M - M8 B E PR ZE R BOREE 2 A Bl T A A Re NI MERE 22 A 28
an > F55 NSO ARG T 2B E4ED - A& BE LiEls - SEAERYHE TR
B > PR S AR R RIFEU - SRS BT B s T e AR S 0t e B AR R
M FeaBiaatZ2pH 25 R » FDA JRRRE R AHE A ISR B AR -
EEPERE RIS AR & o H ATBKEE 81 H A BE 155 [FREAAAHIERE » AT
RS BRI HEC S -

(=) Ifi FDA HYSRESEE R A RFE A FEEHERTE A EFE5EE > Ak
S )L FDA sk 7 R B2 FDA SEEIEERELN X > ER et
GHER  AGEE - PR AXEHR 6 H 5 HERKEERIRCA > 417
6 H 28 HdsR &k -ho@m o 56 FDA YA REEIEER - #RAEERIE
R4F - EEARRF LAV ERIH LR D B 4 HifE -

B ERERERAGRE

(—) ARG FEATHRGE

1.MI3A#551H 2023 4F 1 H#EAPER 3 > B ICH &k B8EE E BRI ET AR R
H#Ck (Public Consultation) &% 2023 4£ 5 HULFEIHT 800 (&= H,> & 2023
6 HZE 2024 4F 5 AHiEE RETEHER ~ 08 - B 5w - BETPER 2
THERIES [RE -

2. A EREHERS [CH RG] §lE A EmENEE A RS E W R EA =
5o MI3A RIESEWIRE T EisE - AFFES [ E R B -

3. TR R MI3A 455 [ R SEER - DUER 2024 4 6 H5EEEPER 3
HIs BRI D ER 4 AR -
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4. TAEETENEIEEE T 2024 4 3 HESHZEHE -
5.BEF 11 AmfkgEskiz - EiF MI3B 155 [IVETamfgRBE LIF - 72 2023 4 10
HZ 2024 5 5 H IARTEEEEAE RN 2= 1@ M13A R HF B SRAY 52K, -
(=) AR EHRAEE
1. S8R MI3A 455 R MBS ER - THET 2024 5 6 ATET5ERCIER 3 %% > 2024
7 HEDER 4 R AATE T ©
2 AR G R Am BT TR 4 AYREEROITE > DUF] FA& 2 S I3 AT S i T -
3. BB MI3B 455 [ 25T
(:)M13 HR TR R G T HEE
L] 2024 55 7 HERGI MI3A 155 [ R 54
2. EOREEAE N —R ICH INZEARSEREE 1CH B - #E1T 5 KAV A & 5
3.MI3B 55 [FEZEMENT 2024 4 11 HEPER 15 2024 4 12 AR ER 2a/2be
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=~ TAEREISIHE

)' ICH

harmenisation for better heakh

M13 EWG Report to the Assembly

M13 guideline series

» Start: Jul 2020

+ Step 1: Dec 9, 2022

» Step 2: Dec 20, 2022

» Current Status: Step 3

Regulatory consultation
ar»dg discussion

>

=

+ Start: Mow 2022

+ Current Status: Step
1 Draft technical
document under
development towards

« Start: After M13B
reaches Step 2

COnsensus

M13 EWG: M13 Member Parties (22)
Rapporteur: ANVISA, Brazil HSA, Singapore  jppga TGA, Australia
Lei Zhang, FDA, US EC, Europe  HealthCanada  ppps, South Korea  WHO
Regulatory Chair: EFPIA IFPMA MHLUW/PMDA, Japan MHRA, UK (Apr 2023)
Jan Welink, EC, Europe FDA, US IGBA NMPA, China SAHPRA, South Africa (Jun
Rapporteur Supporter: GSCF JFDA, Jordan PhRMA 2023)
Debbie Cordaro, FDA, US Swissmedic, TEDA, Chinese Taipei NAFDAC, Nigeria (Sept 2023)
Switzerland
M13A (Tier 1 Topics) Nov 2022 \13B (Tier 2 Topic)
Kick-off
Y P il i
MNov/D
Nov 2022 step 1 Technical Document *
/ Step 1 Consensus Bullding e ey 2024
Step 2a Con: n th ——— & - .
Dec 202 b« ______ M
Step 2b Endorserment of the Step 2b Draft Guideline
ICH Draft Guideline ndorsermenfby Regulatory Members of the Assembly
| 2 F L
I pproval of ol Topic Leaders i
Step 3 Public Regul oy latory consultation 10 6 months
p 3 Public Regulatory Consultation
Jun/July 2024 | JoF S e

2-4 weeks after
FTF in Jun 2024)
Aug 2024

N

Step 4 Adoption of the
ICH Harmaonised Guideline

5t 3p 4 ICH Harmonised Guideline *
bopticn by Segulatory Mambers of the Assembly

4 Tralning Presentation’?

Approval of a

Tapic Leaders |

Isup 5 Implementation

Igplementation by ICH Regulators ]I /

11
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— ESZEEEMF

IRy EEREHS
July 2020 Concept Paper endorsement, Business Plan endorsement
July 2020 Expert Working Group (EWG) establishment
July 2020 MI3A initiation
Nov. 2022 MI3B initiation
Dec. 2022 Step 1 on MI3A draft guideline
Dec. 2022 Step 2a/b on MI3A draft guideline
Dec. 2022 Public consultation started on MI3A draft guideline
May 2023 Public consultation ended on MI3A draft guideline
June 2024 Step 3 sign-off on MI3A

= REREZESHERE]

B5i2 HEEMA
e Step 3 sign-off on MI3A
June 2024 , , . .
e Finalise Finalise Q and A document for ICH endorsement
e Continue to work on MI3B draft document
e Step 4 adoption of the final guideline of MI3A
Jul. 2024
e MI3A Q and A endorsement
e Finalise draft MI3B for internal clearance prior to
NOv. 2024

Step 1 topic leads sign-off

e Initiate work for the third guideline in the series
with M13C
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B~ A(2024 &6 BB FFE

— BERGRLEARFEQ8A)

Eduardo
Paulo

Jan

Talia
Sebastian
Debbie
Myong-Jin
Kimberly
Nilufer
Lei

John
Clare
Hong
Kenji
Russell
Tsuyoshi
Kazuhisa
Kyungshin
Toru
Hiroyuki
David
Hongcan
Wenzhi
Nagesh
Filippos
Arno
Shianging
Luther

Fernandes
Paixao
Welink
Flanagan
Haertter
Cordaro
Kim
Raines
Tampal
Zhang
Gordon
Rodrigues
Lu
Nozawa
Rackley
Kobayashi
Sekine

Lee
Yamaguchi
Yoshida
Brown
Han

Yang
Bandi
Kesisoglou
Nolting
Pan

Gwaza

ANVISA, Brazil

EC, Europe

EC, Europe

EFPIA

EFPIA

FDA, United States
FDA, United States
FDA, United States
FDA, United States
FDA, United States
Health Canada, Canada
HSA, Singapore
IFPMA

IGBA

IGBA

JPMA

JPMA

MFDS, Republic of Korea
MHLW/PMDA, Japan
MHLW/PMDA, Japan
MHRA, UK

NMPA, China

NMPA, China
PhRMA

PhRMA

Swissmedic, Switzerland
TFDA, Chinese Taipei
WHO
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Topic Leader
Deputy Topic Leader
Regulatory Chair
Industry Expert
Topic Leader
Rapporteur Supporter
Additional Expert
Deputy Topic Leader
Topic Leader
Rapporteur

Topic Leader

Topic Leader
Standing Observer Expert
Support Staff

Topic Leader
Industry Expert
Topic Leader

Topic Leader

Topic Leader

Deputy Topic Leader
Topic Leader

Topic Leader
Additional Expert
Topic Leader
Industry Expert
Topic Leader

Topic Leader
Standing Observer Expert



= fENERR

Enas
Enas
Yi-Ting
Kazuya
Ryosuke
Shinichi
Toh
Imran

Christopher

SEANEFEON)
Haj Ahmad
Hijjih
Chang

Uchida
Kuribayashi

Tsuchiwata

Tiong
Lodhi

Crane
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JFDA
JFDA
TFDA

JPMA
PMDA

JPMA
HSA

Global Self-Care Federation
TGA
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SNEPREE AR TS (International
Conference on Harmonization, ICH)
Q1/Q5C T4 &%
tH B

iaegy 3 e e /et
YRR ¢ SRAESROE

IRELEESE © H AfER

HEHE - 11346 H1H £ 11346 45 H
HEHR 11348 H
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S

ICH s'E 1551 (Quality Guidelines ) H 1993 8841 AR —HFFE RET
ANMEET » DLZE e BE e 2 N B 2 A2 By 3 PRER A Rty 428 - ICH
QIAGHTIFRIEE R 2 7 2 e el B 5 D A R E S Es (2 — » Be
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* Work Plan: Key Milestones and Activities
* Conclusions
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harmonisation for better health

L
, ICH ICH Q1/Q5C Report to the Assembly

Overview of topic

Consolidation and revision of the ICH Stability Guideline Series
Q1A-F and Q5C in accordance with the endorsed concept paper to:

a) streamline the series by combining the various guidelines (for biologics
and synthetics) into a single guideline focused on core stability principles

b) promote harmonised interpretation by addressing potential gaps and
areas of ambiguity

c) address additional technical issues, including relevant stability
strategies and innovative tools that strengthen the application of modern
science and risk -based principles

d) expand the recommendations for stability studies to incorporate
climatic zones not included in current Q1/Q5C guidelines

e) align with ICH's Quality Vision, including new topics such as stability
considerations for advanced therapies and vaccines

harmonisation for better health

L
, ICH ICH Q1/Q5C Report to the Assembly

Status before the ICH meeting

* Issued DRAFT Step 1 guidance in
April 2024 for constituency
review/feedback

* Draft included all core content, annexes
and illustrative examples

o Examples are not intended for Step 1
technical document

| Minor
H Standard

Critical

* 2 month commenting period was provided
and comments were received last week

* ~2900 comments received
o duplicates not removed yet

17



harmonisation for better health

)
’ ICH ICH Q1/Q5C Report to the Assembly

Progress made at the meeting

» Each constituent highlighted most critical comments
and aligned on which concerns to focus on during
meeting.

« Agreement on what must be complete and timelines
for achieving Step 1 in Montreal.
» Attachments/examples are not in scope for Step 1
« Agreed to hold comments on attachments that do
not impact core content until after Step 3

« EWG Alignment on the Following Critical Topics
* Novel excipient text
» Container closure system definition

harmonisation for better health

)
’ ICH ICH Q1/Q5C Report to the Assembly

Progress made at the meeting

* Agreement on How to Address the Following Topics

* Further clarification needed to align use of accelerated testing/stress/forced
degradation

* Production scale vs. representative batch for biologics/vaccine
* Review vaccine specific guidance and remove redundancy with biologics
* Establish definition for Stability Indicating Critical Quality Attributes

* Provide additional clarification and explore training examples for science and
risk-based approach to addressing multiple manufacturing facilities

* Provide clarity for CQAs that must be monitored through lifecycle (e.g.,
Potency)

* Re-test including potential definition of well-characterised biologic
* Clarification on the applicability for shelf life extrapolation of biologics

* Discussion on minimum recommendations at time of submission. Further
alignment needed.

9 iroviding more general principles on modeling and additional structure to
nnex. 6
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Request

@
to th
, ICH ICH Q1/Q5C Report to the Assembly As:emfﬂy

harmonisation for better health

Work plan: Expected future Key Milestones

Expected Deliverable

Completion date

May 31-Jun 6, 2024 <« EWG triages and strategizes for comment resolution and edits

Jun 7- Oct 1, 2024 « EWG members revise draft to address comments and review updated

version

Aug 15, 2024 * EWG conclusively agrees whether consensus is achievable by Oct. 1

Oct 1, 2024 * EWG arrives at a consensus on a technical document

Oct 1-4, 20204 » Submit pre-draft of Technical Document to ICH Secretariat

Oct, 2024 * Where required, EWG members share technical document with their
clearing authority

Oct 10-20, 2024 » Topic leads and EWG address comment from clearing authority and
Secretariat

Oct 20-Nov 3, 2024 -+ Clearance from Constituents for Step 1

Nov 4-5, 2024 « EWG complete Step 1 signoff of technical document
Nov 4-6, 2024 « ICH MC Reviews Step 1 Technical Doc
]
, ICH ICH Q1/Q5C Report to the Assembly
harmonisation for better health
[ ]
Conclusions

* Since Prague, the EWG completed the draft guideline and
collected feedback from constituents

o The draft guideline addressed the remaining comments
received from internal support groups and the ICH cell and
gene therapy DG

o Filled gaps against the concept paper

* The EWG will provide a revised work plan in August if
additional time will be needed to reach consensus for Step 1

* Remainder of meeting will be used to:

o Re-evaluate sub-team structure and ways of working to
efficiently address comments

o Continue alignment discussions on critical comments

19



@
, ICH ICH Q1/Q5C Report to the Assembly

harmonisation for better healt
Request
to the

Assembly

Requests to the Assembly

* Does the Assembly endorse the ICH Q1/Q5C EWG
Work Plan? (see Slide 7)

@
,CICH ICH Q1/Q5C Report to the Assembly
harmonisation for better health

For information : Requests to the MC for face -to-
face meeting

The ICH Q1/Q5C EWG requests to attend:

°* November 2024 meeting

o Meeting will be used to address comments from the
Secretariat and MC on Step 1 Technical Document.

o If a delay is needed, time in Montreal will be used to
progress toward consensus for Step 1.

10

20
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harmonisation for better health

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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1. Part A-57#7 )5 7 ARERL SRS (Analytical Procedure Validation Strategy)
(1) #FHEE - 30 2 RGN 2 K& 3 /NRE - A5 DA BHAEE
beatilif% > ICH Q2(R2) AT Y ICH Q10 & HilSRBS F M o347 5 7% -
4[] selected in process control, cleaning validation » D) Kz iS5 ES >~
phase-appropriate manner (%1 selected relevant validation test) °
(2) 3T ITAMERRES © DURAE &l 2 B TH A fo O RO M RE FE A
1% » B SCHIAIE ~ IHTEae s RO T s AR RSO RI - SRR



STEE > MRS R AN, - ISR R T B 2 I » (6
HERFEEINE -
(3) P HT T AR ZE (Analytical Procedure Validation Study) : FEXYET
FEE0HHEE 3 B in lieu of validation data {&1F 5 as part of validation
data o FESSCHR &5 PR ARG/ INBES B - — B Ry ] 513 52 BRUAES 4 SR 1
R S — B R DT A M 2 S

(4) MEEERHEHER = (Performance Characteristics Validation Table) @ 554
TS Q2RI Q2R)MIMAEZ=SE » HfZ contains the
same information °

(5) ICH Q2(R2) Framework : DI F &% 7 EH Figure 2 > /& alternative
representation &I/ flow chart presentation e

(6) Z&uas A IR (System Suitability Tests) K F £ F it 2= 2 MEXL
(Validation of Method Operable Design Regions, MODR) : [giN{&H
AN o SRR H 2 BRYIIEF -

2. Part B-BEX 445 (Details of Validation Terms)

(1) AL/ (Overview of Terminology) : DB Q2(R1)E(R2)
RS IHEA R AHEEE TR ZRE - F8 Q2R2) A
A% 30 2 - BB - B S LIRS SRS
Analytical Procedure (I) ~ Analytical Procedure Validation (IT) -
Multivariate Glossary (IIT) 5z Performance Characteristics (IV) » Jf IV
Y% Linearity » F=4H [ -

(2) B F 4 @4k (Layers of Terminology) * L ICH Q2/Q14 $£7 2 BHH
%56 0 47 By Technology Independent Kz Technology Dependent [ &
&k o FEEFE B I EE & Terminology Hierarchy » [fij Technology
Dependent e & M BEFF EEA AT - (VA S8 & S 2 e
RHE LR 6w -



(3) Bl ICH Q14 — 2 43477 77 3% B %% 7 #2 [8 (Analytical Procedure
Development Flow in Line With Q14) : B{57 4255 i T HEf4 % Part
A STTERERRIE » SRR A ) -
3. Part C-4H &f % & B XERfEFE (Combined Accuracy and Precision)
(1) $e52h 56 22 | : DUETP R BH4H &t % 1 BT K e 2 Bif
(BB 2% » S{Z1F analytical method % analytical procedure ifi
i proven
(2) FEBIATE + BATERIEE AR TR T G0 - AIELE -
(=) Module 3: ICH Q2(R2)fEF (Practical Applications of ICH Q2(R2))
1. Part A-ICH Q2(R2) Annex 2
(1) HEZZFEFI(ICH Q2(R2) Framework Application) : ICH Q2(R2) Annex
2. Table 3-11 $2(E 5 S ArRE AT E A - DAERERE (Accuracy) Fy 3] » 4%
RN T T B E AR RARAS - MR BAE T 7 =X > e R
N Z PR/ NG R e B 6 - DAFIREE R -
(2) #ifyl 1-Table 8. PCR : &4 B S0k - TR S EUHEEEE -
(3) #iffi] 2-Table 5. HPLC : f R SR - [EICH R 14 545 A » B
BEBAREA—  /NERFRIY NE e T im R
(4) #affi] 3-Table 3. SEC 73477 * IR E KR w5t - B ez
45 AR additional new peak 7% 2 FEREAATE - H HR 1654 Fg e o B
acid peaks + main peak J basic peaks 754 [E44f% > Test Results 2
FIFEREATE Assay 1-6 iRy Test 1-6 -
2. Part B-Additional illustrative examples
RIEL Module 7 A EAEROM - [F R MR -
3. Part C- H a2 RH (Other Validation Topics)
(1) 7574 $5F 22 S W % i 4t (Validation of Method Operable Regions,

MODR) : [KEi Module 7 NAEM » Sefilfx
9



(2) BHZESEE43H7 7574 (Development of Platform Analytical Procedure) :
HATEL 8 /NEES M 4E PG 53T - M R TURZAF LG BB | K2R 3
RS o

(3) FEE it AR E fh(Platform Analytical Procedure Applied to a New
Product) : [A Module 7 EA#EFIER - iR ERREZIH T2 -

(4) {E#HEE](Confidence Intervals) : YA AR EUE L - THGT 7 A ]
SERHIE

(5) MEMNERESR T KPR Em SR - FE -

ZoH2R (3FE6 H3H)
(—) /NHEBERE

TS e ICH MAEpa Al A/ NHA > 6 A 5 H L4 H ICH

REHE/NHERBCR - RSO ERIL S 6 H 4 HT - HFE

TR IWG ARAGHE - R SCER T Module 4-7 > DIFIZIIERGH - &

EHR EASEmRANE - Tk 6 A 5 H#EER] 3w Module 6 f 7
BRIV 2 IR% ] Caucus SR EAA/ NHARNEIH - FLk

LA/ NE IEAEHRES I E R - (HRF A8 S et T Y S

RHETENIRSE IEEFIERL - Module /NERFRTNEREZIM > 5

EEIG Ay NE 2R B - RIEGt ERE 6 - A ERE S

FHR - LA BRI S B N2 DL i A B 2 m] R AR 7 [ BB A

VIA » EBEIEETE Y B B R 2RI -

(=) Module 4: ICH Q14 —f%-% & (ICH Q14 General Considerations)
1. Part A-Minimal and Enhanced Approach

(1) {H&UAELHElS A(Minimal and Enhanced Approach) = DUEI /AR
FER WENSER 20 R EGUAE R AR - K AR
f&LA Higher and Lower 23 » {E% % More and Less » [ #Ef& AR

HH 5 Increased understanding {4 & Increasing understanding e
10



2. Part B-73#f7 /5754 dn A HA(Analytical Procedure Lifecycle)

(1) o754 e H(Analytical Procedure Lifecycle) : #e52 5 25 8-9 H
HEZRG [ Q14 N30 s e SR 2 5k - gt
BEELHI(Monitoring the performance of the analytical procedure) © H
L5 H(Goal of monitoring) DL K 3 Afr 5 7AE HISRIE - DL AT
EA AR Z BRI - 75 P A e S R R BH DASE IR G e 2
& e

3. Part C-47#7 H1ZAE S (Analytical Target Profile, ATP)

(1) ML - R3S /A B TR B AV e DA B &0 2 J& 1 ke ATP 7]
A EE T 2 TH/MERE -

(2) i HAEERFUATP) : A= IF Rl - 25iHT ATP (% L&) B ot
flr(sh @) o2 B(eE) Z Bl {215 Performance Target £
Performance Characteristics » ff%1/#2 > Performance Characteristics »
#EEfK ICH Q2(R2) Table 1 JHH £ 3/ -

(3) &l JFk S A S 9 K BLARBURG & 5 E I E (Example: Impurity
Determination for a Synthetic Drug Substance and Protein Content
Determination for a Monoclonal Antibody) &3 {3l : 75 ] # &5 &0
(reportable range) 5z S5 —14:(specificity) & S F R 75 BV E HE

(4) B e E M 2 704 BB (From QTPP to ATP) © HBI{E=
sRfEsNEE - RANEEE - iR s 14 H  (Z1E Product
Control Strategy (ICH Q8) ) Analytical Target Profile (ICH Q14) /5
Control Strategy (ICH Q10) & Analytical Target Profile for CQA # 1
(ICH Q14) «

4. Part D-%135 B 5 & HH (Knowledge and Risk Management)
(1) %% B E & B (Knowledge and Risk Management) @ DA ={E4L ~ &

Fesk e I HER (AR 5 R (Risk of Change) - EEH &GP EI
1



P53 1% L High, Median and Low » [ H7 /R RS A5 1 285
¥ A& (Prior Approval, PA) + NM (Notification Moderate) 5z NL
(Notification Low) Z fi#lt » PEEA 6 AHEIREER R - EHEiE 2
Module 5 -
5. Part E-fif 588k B 22 8 #1[& (Robustness and Parameter Ranges)
(1) faEE : %2245 5 (4 Performance Characteristics, Attribute) /s
HEHFA - $t¥8 FEIFA B REFR - EH S REF R
Fy Controlled (EELLERINAZE - nFEHETEERETEEZE L)
Noise 5z Experimental Factors > DLE\ @b B2 /AE R 2 28 DA
FEFIRREE MRS R S RN NS B =UFE — 2K -
(2) #f - DAps RS 2B BT - BRI E AT -
6. Part F-7747 75 /A& | 5k H& (Analytical Procedure Control Strategy)
(1) M 77/ 5E HIT%EE (Analytical Procedure Control Strategy)f&/i- © [y
B S5 - MIFREL S8 =001 Q14 PISTHU -
(2) fFF S ATP ~ AR JAMEREFERE ~ ARl ~ B HISRES K S 40
MR RIRARE « BLEAN RS2 R WA %A EE BRI IR
Ve ZalsEERA o IR - S B R A e
ATHBRAE FE 2 EAH R [ F1RR A -
(3) Z %t % M (System Suitability Test) i /1 © 728 3 3 fjiI Sample
Suitability Assessment » MFFVEES 57 FHEE ©
(=) Module 5: Further Concepts in ICH Q14
1. Part A-ZETT{5:(4-E1 ICH Q12 7 Bils#1E (ECs and the link to ICH Q12)
(1) 53H7 15345 #1518 (Analytical Procedure Control Strategy) : &5 [ FH
ICH Q14 % 6 BN » M XFHFEIE - HFae N ABLEA
Module —%% -

(2) ZE17{6& {4 (Established Conditions, ECs) : DL = &7 47 VUJ&HE51] ATP ~
12



ITERE 2B RS EES > YRS EE A - B
FielEtt H A A 8T Module 4 25H{EL  FEEEMIER - £E5T5m 1% - A PR -
{EFE ST A HLE Module 4 —%( -

(3) JEfTa#ufl(Chromatographic example) = FRFIEIT R FHLH LB
PRI E - AN EIS R - (HRARAS 4T -

2. Part B-&8 545 7 (Change Management)

(1) & an Az a B I of a] gE 48 21 3 17 5 75 5 & (Changes to Analytical
Procedures Can Occur Throughout the Product Lifecycle) @ 275 Q14
W BIEE S o AR RR R -

(2) 5| ICH Q12 N%(The ICH Q12 Tools and Enablers Are Applicable
to Analytical Procedures) * [FEEf&5 7 A EEHEANIE ICH Z255L
J%‘j( °

(3) % §H 5B M7 75 £ (Dissolution End Analysis Technique: Change
from LC to UV) * 5[F] ICH Q14 [& &bzt /520 » (HARRIHEE
HE R S3AT T2 HPLC/UV 885 By UV JIE 2 JR IR B 7TE
HIS AR RS AE o Yes Z5iiBH -

3. Part C-F&— K35 . 7 5 BH -0 17588 o Bl A5 2R 22 (Explanation of Table 1
and 2- Implementation of Changes, and Bridging Studies)

(1) srfr A8 2 —f% M5 Alj(Change Implementation for Analytical
Procedures: General Principles) @ #5257 23K Q14 N3 (EIF
Work Process to Change an Approved Analytical Procedures: General
Principle °

(2) fEREWT 7T (Bridging Study Example) @ SRABFIFEE Ry Bridging
Study - {HFAE P LLRTEEPE 73T (Comparative Analysis)Ftt - E1-F75
SFEET R -

13



=3 R (13456 H4H)

FhEEREAHTHEEI ¢ 1 R ICH MAEpREA > A LIF4H A
25 H N 4 BERISCCEREACRE R WK R B2 ICH REg s 1
IEEBE - BRSR TR i B R PR R AR Gt (RS - IR & 48 2 K& - [F]
IRFPE 2 S U N RIS &k - DUFISE el - 2. Frple R i S R R
% » 4855w Module 5 Part D #i51] 5 3. ftii H Al Module 6 FZE > PYZEAHEL
HAt Module /) » HZEERZEEER - BTS2 TR - SRS
& Module 7 - BLR[alg A AR ERAENEFER I, - s e el 2
ME25 738 MC Z A [FEIRE » HiAREES ST RS E -

(—) Module 5: Further Concepts in ICH Q14

1. Part D-$232 HHEE &R & (Submission requirements in Chapter 10)

(1) #&FH 5 36-39 H * R ICHQ14 55 10 ZEPSC > Il 7574 2 fig
SR ~ AR L HEPE A R B TR E R N B A Y CTD
HHEREEN - MEha R B H A A E AR - Hh 25 SR i
TTRE - AR OPS R E R - W IORT R -

(2) BEEZEHFE(Dissolution Method Development: Case Study) : {Z1F
12 %5 Dissolution Test Development: Submission Elements £
Dissolution Method Development Case Study of Typical Submission
Elements » $4I7AREAZE ERIYIY CTD 3.2.P.2 HifIL -

(=) Module 6:2% 885717 /5,2(Multivariate Analytical Procedure)

1. 7RI« ERFIRLL NIR # 5 FT ROV A - i Sotak
A LUEE model maintenance ~ FLUARAE LS 4E » &85 TERTE - RSBV
[BRI 1 = 8 A ZE 451 -

2. LSBT ITEMN S ~ TR E R AT Z R E © DAE O e N
RIZHA NIR S3Afrisedis - B AR > DIFIEERE -

3. ATALAMEEEE(NIR) E HZEFIMTST © B a4 EF - DL NIR fE
14



FIAE— 5 e EoE 2 RIS 7l B SR A i T ¥ NIR (ERGHD
AfERREMESC T o {2ZEERERIH NIR 81 HPLC ({139 — k& &ME
ZOAE > SR P CLER B R B R A (B GREG o [SIRHIH R B R P RS
T E - & Module 7 75 NIR #iff » RS HBAERSHE -
Module 6 NIR $¢E 5 > ifif Module 7 NIR HIJLL ATP fifift b5 F
(=) Module 7: Case studies
1. NIR (In-line Measurement)
Al Bh et B UG 4 s BlE Ny T 88 A2 idR2 DU NIR B
AR S A REREEHIAPC) - thAEFRSREA MR - JRE28K
R RIS E IR T 5 MR EA R T NIR AmnIE 0 0 e
HEPREC LT & R R — A - MRS 71 THH - GRS &
NIR-IP WiFE & & —E 2 i —mE B IR - 8% 0ETEm k2% ICH
A5 - HEH) PLS model & &S Ry SR8 o IRAEGI{LEL
Module 6 B8 - R HXEEwRIRE Module 7 B¢ Module 6 578 » JA7E
HEFEIR S R o Bl Module 6 AIUEE SRS, » WL Q2/Q14 HLfEisiz:
—Z > 43 A Module 6 &f5] - HFIzEAEREML -
2. Multiple- Attribute methods (MAM) by Peptide Mapping Example
(1) 55 2 FH i S (Selected Technology) : AN FE R o8 BELAARD LG 3
B SR B PRI - B TR AT 4R R MBS E A A
WEERUL BB - AR EE] P AT E A R Rt
BRI 77 e g
(2) £/b(Oxidation) : HZEEHE - I AFHINE - SfamA LEEA 20
%l (BAE TR FE B FAERARAS AR I - BRIl 2 B
R RS o BRI AR 3 AR BRI - PRI IS HEREA
(3) B THER(Execution of the validation) : {4 Implicitly, the

performance characteristics were met £ 5 o
15



4) 5B 7 ZEEEE V(L B AS B2 5K B8 (Change assessment and bridging
strategy) : B IEE 5 X » 41 method ¢ procedure % partial
requalification of the analytical procedure {Z1F 5y partial revalidation
of the analytical procedure °

(5) #&8= : Module 2-6 £ PPT #&={ > Module 7 £ Word &=, » =& %E
H—AERE? BERFIR - #h M 4HEE S S 2 BUIUAE EREA
7] > KGETEm &L E 4T H AU © Module 7 RAREGET AT LUK
—iRfE R ARALRYIA T KRGS -

3. ‘&5 % (Platform Analytical Procedure)

(1) A= (Introduction and Background) : {&1F 3540 level £ amount >
method /% procedure > Mab /% mAbs °

(2) $¢ffriEEd=(Technology Selection) : R FH{FAINTEATE R - JUER
1EJ7IA] ©

(3) A28 5 (Identification of Procedure Parameters) - & IF identified
in an Ishikawa diagram £ categorized using Ishikawa diagram - fff[5
faEEH dissolving » I E IEWA{EEEF -

(3) ZofdjE S M 1T 42 (Robustness Studies Using Multiple Products) :
R R RV A Bt 2BPFIR TR ER - T s28 2
JEUBER K -

(4) FHEEG 07 DAFE A ¥ & fh(Expansion of the Platform Analytical
Procedure to a New Product) : &5 5747 2 i f£ [ [ Module 3 »
ZIEEEE Hu b - o i e RS SR A P e R ia i =) ~ 20{alZEar
FOER  aIHRNSA > — R E s HER AN e A 5
—REBIIEESTEalE  DOEUEDEE R -

4. B M/ABER SR A& T A(Chiral/SFC)

(1) FISHEE /147 (Introduction and Background) : AR&Eifl7E 2% ICH
16



Q 14 13.1 WEEER » {EIIFERI A aiP R 8 R L R IR
Eyq °
(2) 477574 (Analytical Procedure) : 5| ICH Q2(R2) Table 3 » #Hrig—
fi DA AR S R
() EHEITIAEE  YIEEEREB EHELGIBUE MR E K Chiral
HPLC i fy Chiral SFC FIfdis s (i - #8 H B aTS R EIEM
ANATER o HIE AU B JoR b S 4 o ] Ry B s o L
(V)R A
TAFSHMK ICH #830 » BUFRICREHAR 1) - BAEREHE Module 2-7 1
7~ TAEREELHARE - FEEE 200 X ICH G IS &R -
u~%4K (11356 HS5H)
(—) Module 7: Case study
1. Measurement of Potency for an anti-TNF-alpha Monoclonal Antibody
(1) FZ7~(Table 6: Validation Summary) : 5[F ICH Q2(R2) Table 7 » it
PE— MR LR RS IR - IR B IER AR ERIR -
(2) S HFH F{L BLfERESRHE (Change Assessment and Bridging Strategy) : {&
4 reference standard £y F 7 reference material °
2. Robustness and Parameter Ranges
(1) #&=0 : KREHIHE LA Module 7 K [F] » 2B 73 4 & > I
Bl Rsmi e~ FPIT7E~Q2 81 Q14 AH A RH{% . Validation of MODR-
(2) B—KFEEBOIEEAS - EEOE RSB A S (1
simple HPLC {& 2 /& HPLC - regulatory notification {& I &
regulatory communication =) e
() F=F + FEERER AN 0 FEIECFA multivariate £ multi-
dimensional > % H1f# {17 multivariate DoE study &4 F DoE study -

(4) F—  FHESIMER multivariate » 5558531 T 7ASEHRA IR 213

17



TR[E - R

(5) SEUUREANE + FTHEEMER ~RIUKE—ANE » HHEEESD
S AR R A E S A -

(6) = : {&1F in lieu % as par > Performance requirement for Precision
~ error {£1F /& RSD - % fZ 5% MODR 2~ all performance
characteristics {&1F. 5 multi-dimensional evaluation -

() £ ICH Ker#d/ N RE
T{F4H Rapporteur {{F#HzEr Q2(R2)/Q14IWG G iR A —-

SR ERIE RN TES [B5% RiZ BlRE Sy - 3837 ICH Q2(R2) Glossary-
Performance characteristics f2gE7H M%—17 > FLL¥ ICH Q2(R2)EL ICH
Q14 Z Glossary » SHFH[E A E A HF A —HPIHE =5 - 4575w
& > PAEMR ICH QR2)ELE ICH Q14 - 55 ICH Q14 Annex RAXEEA K
INEA—ZIER - DLERHEIER SR Rapporteur & ICH Office JfHH

(PU) Erakatsd

Module 2-6 /NEFRZE & AR EHRATREIEBER > ©YIA
REVNEGENE R 238 - ERFRR - IRE RSB BN R K
IR > BETS5(13)5E 7 HIE AT 5e s et - Ao gy
sz o FHEIEREEM T ICH 88 8 - BiE AN E At > B R ECK
YA HEERAREEERRN 9 vl - JWERELERE
e AN E SR - BN 11 B ICH FsepsdEet - EREHX
#9575 Module /NaH = RE IR SR THY T/FIH H BERAEE > BRI | ¢

1. Module 2:
PranfEi2 Sl FI R B RN R ~ S Zi82  BORET -
BIRESSL IR R > W0 e doieste - Pt 7 AIRSERK -

2. Module 3:
18



A confidence interval ~ WEF5 | FIEREZ MR ~ #5521 4Rk
NEF? ~ AR E R - BIE B RiE - A& oM A%
EIERE 2 R 50T (Assay B4 Fy tests > in lieu of {5 Fy as part of) ~ 5%
IR TE R R BBz R - THET 8 HSe At TAF -

. Module 4:

B ATP =AlER - EREEIS A - S AaEE - o
525 EZIBOR ~ B ITE T R BR e 7 07 A IS PR B DA S s P 1A
G R DUEHES 3 T THRT 6 AR A b/ MEg St 0 7 BIE
SERELE
. Module 5

MERAEEE s - Whl—ik Module 4 #52f ~ B2
FREUK ~ #esg 7 A —BU L R B2 1 I - THET 7 HHElH
AR/ NEE R -

. Module 6

ez i NI ROR ~ B S8 A & 1& model maintenance 7Y
it > 28 {81 ATP 32 « model development parameters & Q2/Q14 = i
Gt o MRS L RERG &R - 6 HJEaTER Module 6 B2EGZEEE > 7 H
155w Module 6 5z NIR #if5 » Fat 7 H H15¢5 Module 6 Jz 7 - 2 F
/INERRE - 8 AEUREIEEE R - 4L 1 H ICH & 5Bz 5 NEE#H
& BRI R & AT e B ER T
. Module 7
A T HIESERMETE - DU NER B F oy =7 TAR4H » BRI

8 HIEACH ICH & BEER - 9 HREEER - 11 ARese il I -
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= BIING Y&t

PEREIE R - FIRBIE S BT
BB EE A AT (ICH) B 1990 AT LIS » ATt 2 A RIS 8 2 15
51 CREIEFTEEE] W5 S B HEEMA  FEC 107 FRck ICH AR
G5 o JEMCER R S EE T AREISEE - s e
= RS HEIRASES) - = EBER

S EPE A AEE) - BRI R R BEROR A - IR » B =E
BEER  RET R - BRIHRE ) o BRI - DU RIS S 0L - RBE
PEEAF o
= - A ICH $55 M ERTE R Ham N - JERREE - [Efa/E e

H A8 33 {li ICH TF4H #8248 750 fir R BT IEE TR 2 s -
4~ BB EIEF UARAES | « #6851 AT - HATE ARTHRE R3S
AR ERR B B SR [F) B2 B P A BOR A IR - (R A B A& 281 ICH
Q2(R2)/Q14 TWG &% » BEIHF MW OE A& R Z BUMF - R SR gy
M R R B B S B0 R - PR ASCr R ARE - B DL B ISEEGIER I
PEBEAR AR NE R B TR T 0] o SOZBLET AN - MR E2 E B s B LA R A
AETEEL T AE - FEREMRES S IAEAERERTA » PO RO RE BRI T - #5 FH 1% Bk
FETHIHE BUE T AR

\>£v
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