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Asia-Pacific
Economic Cooperation

REGULATORY HARMONIZATION STEERING COMMITTEE

ﬁvgul-utw Harmonization
teering Committee

RHSC Oct 2021 Virtual Meeting Agenda

26 Oct 2021, 07:00 — 09:00 Washington DC {GMT-4) / 20:00 — 22:00 Tokyo {GMT+9)

RHSC Oct 2021 Virtual Meeting

26 Oct 2021, 07:00 — 09:00 Washington DC {GMT-4) / 20:00 — 22:00 Tokyo
)

RHSC Welcome and Introductory Remarks (5 mins)

Speakers: Dr Nobumasa NAKASHIMA and Dr Michelle LIMOLI, RHSC Co-
Chairs

Documents

LSIF Advisor's Office Update (10 mins)
Speakers: Ms Patricia WL

Background Document 1.0

4

Q-

1.0) APEC LSIF
Update to RHSC Ot 2

AHC Update (5 mins)
Speaker: Dr. Young-Ju CHOI

Background Document 2.0

ng
2.0} [RHSC] AHC
Update_FINAL.pptx

Update from RHSC Co-Chairs (10 mins)

Speakers: Dr Nobumasa NAKASHIMA and Dr Michelle LIMOLI, RHSC Co-
Chairs

Background Documents 3.0-A, 3.0-B, 3.0-C, 3.0-D

A4

u}?
3.0-4)
RHSC-Michelle-PWA,|

3.0-B) APEC
RHSC_CoEs_Operatin

3.0-Cy APEC
RHSC_CoEs_Assessmi

3.0-0) List of Coks
that are up for renew:
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APEC LIFE SCIENCES INNOVATION FORUM

Economic Cooperation

Regulatory Harmonization
Steering Committee

ASLPESnG REGULATORY HARMONIZATION STEERING COMMITTEE @

Good Registration Management (10 mins total)

(Co-Champians: Chinese Taipei — TFDA and Japan — MHLW/PMDA)

Background Documents 4.0-A, 4.0-B

4.0-A) APEC
RHSC GRM Reoadmal

4.0-By APEC
RHSC_GRM Core Cur

PWA Update
Speaker: Ms Chyn-Liang HUANG, TFDA

Background Document 4.1

4.1) APEC GRM PWA
& Cot Update_revise.

CoE Update: TFDA with RAPS Taiwan Chapter
Speaker: Ms Chyn-Liang HUANG

Background Document 4.1

CoE Update: Food & Food Drug Administration, Thailand (Thai
FDA)

Speaker: Ms Unsanee RATTANACHEEVAKUL

Background Document 4.1

Multi-regional Clinical Trials and Good Clinical Practices Inspection
(5 mins total)

(Champions: Japan — MHLW /PMDA and Thailand — Thai FDA)

Background Documents 5.0-A, 5.0-B, 5.0-C

5.0-A) APEC
RHSC_MRCT-GCP_Ro

5.0-By APEC
RHSC_MRCT-GCP_Co

5.0-C) APEC
RHSC_MRCT-GCP_Co

PWA Update
Speaker: Mr Hayato ISHIDA, PMDA

Background Document 5.1

5.7y MRCT GCP
Inspection_PWA _Upc
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APEC LIFE SCIENCES INNOVATION FORUM @
Asia-Pacific REGULATORY HARMONIZATION STEERING COMMITTEE

Economic Cooperation

Global Supply Chain Integrity (5 mins total)
(Champion: US — FDA) 6.0) APEC

RHSC_GSCI_Roadmay

Background Document 6.0

PWA Update & CoE Update: United States Pharmacopeia {USP) &

Speakers: Dr Leigh VERBQIS, US FDA & Mr Michael SCHMITZ, USP 6.1 Slides_Global
Supply Chain Integrity
Background Document 6.1

Advanced Therapy Products (5 mins total) B
(Champions: Singapore — HSA and US — FDA; 7.0-A) APEC

RHSC_ATP_Roadmap

£]

Background Documents 7.0-A, 7.0-B 7.0-B) APEC
RHSC_ATP_Core Curr

Sub-Champion: BIO)

PWA update n

Speaker: Dr Srinivasan KELLATHUR, HSA 7.1) Roadmap
Update_Advanced The

Background Document 7.1

CoE Update: United States Pharmacopeia {(USP) n

Speaker: Dr Maura KIBBEY 7.2y USP APEC CoE
briefing for Srini.pptx

Background Document 7.2

Biotherapeutic Products (5 mins total)
(Current PWA Management: US FDA and BIO Coalition) 8.0) APEC

RHSC_BTP_Roadmap

Background Document 8.0

PWA Update n

Speaker: Dr Michelle LIMOLI, US FDA 8.1 Bioth PWA
update 10-2021final.f

Background Document 8.1
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APEC LIFE SCIENCES INNOVATION FORUM @
Asia-Pacific REGULATORY HARMONIZATION STEERING COMMITTEE

Regulatory Harmonization
Steering Committee

CoE Update: Northeastern University (NEU)} (updates for both
Biotherapeutic Products and Advanced Therapy Products PWAs)

Speaker: A/Prof Jared AUCLAIR

Background Document 8.2

8.2) APEC Training
Update {1).pptx

Pharmacovigilance (5 mins total)

(Champion: Korea — MFDS)

Background Documents 9.0-A, 9.0-B

4)

9.0-A) APEC
RHSC_PV_Roadmap ¢

B

9.0-B) APEC
RHSC_PV_Core Curric

PWA Update
Speaker: Ms In Sun LEE

Background Document 9.1

a

9.1y RHSC October
2021 PY PWA update.

Medical Devices (5 mins total)
(Champions: Korea — MFDS, Japan — MHLW/PMDA and US FDA;
Sub-Champions: AdvaMed and JIRA)

Background Documents 10.0-A, 10.0-B

el

10.0-A) APEC
RHSC_MD_Roadmap

B

10.0-By APEC
RHSC_MD_Core Curri

PWA Update
Speaker: Ms Michelle NOONAN, US FDA

Background Document 10.1

10.1
2021_SOM3_RHSC P

WHOQO Update (5 mins)
Speaker: Dr Samvel AZATYAN

Background Document 11.0

11.0) WHO update
APEC RHSC 12-10-20
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Regulatory Harmonization
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APEC LIFE SCIENCES [NNOVATION FORUM
REGULATORY HARMONIZATION STEERING COMMITTEE

Economic Cooperation

APEC LSIF Rare Disease Network (5 mins) ﬂ

Speaker: Mr Eric OBSCHERNING, LSIF Advisor’s Office 12.0) APEC Rare
Disease Network_RHES
Background Document 12.0

Review Decisions and Action Items (5 mins)

Lead by RHSC Co-Chairs

Concluding Remarks and Adjourn (2 mins)

Lead by RHSC Co-Chairs
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4~ TEEIEEREAEL
(1) HLFEHSRHTE (block) LSIF smIEY4EHT (renewal)
(2) SHEKBERSER L TIE4H(Health Working Group, HWG)EE #r sk
fEchEsnlE - (EEEEhD T DATTE) R A (action-oriented) ;-

5 SHEFTALIER - LSIF EREER) ~ HWG #HEEREINIEEAR) BT T &=
EDFEEAIT < LSIF k2 HWG FA 2022 FE55—REHEE B9 (SOMDHEART »
ARG G & OV R REME  FRAE SRS SOMI #ds - ANRE ZE R -

GREEHTHY A S0 (& » AR 5% LSIF & HWG R/ NaH&E (T -

(—) RHSC #:[F EJE# e

1~ SRR e E B UFE 5 [ (CoE Operating Model) A BEUE IE - A
TR EEE R 0 THER 2022 £ 2 AERAT

2~ GYIBHAS AR S T AR RIS 3 A G BR 46 58 FH W i AR SR e AR [ i A
(New Roadmap Template: Guidance for PWA Champions) » P& 7% B0 T
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U R IRHEPE B HIRCR B tas M (B e T Sy B S A a A m it
((E

4~ EFERLER e U0 8 T ZE(CoE Assessment Plan)iA 2020 4 12 AR »
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L &fE B TAE RHSC fYgEls - B FrEE B RS E
Hasheiryy ~ BHIETALE R E (Self Assessment Rubric Information) » 55&7ARIF}
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o7 SR AL SRS By H /R MHLW/PMDA ~ 35E8 FDA K F#E{ MFDS - Ell
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(P9) $h177H H (Action Items)
1- (B TARSEIRE FITAR CARHIE R B A - e B H T &1k
HISRHERTE - DUFI1%48 APEC /115 (APEC Harmonization Center, AHC)
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2~ HERTIEERESFE R/ VBN RIEEE B g &k PWA Steering
Committee meetings) » FREECRIHBA SR Fo e - M BLHERIRIER S L0
P& -
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EEE RAGARC4S RHSC » DUE 2 A RHSC a5k
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5~ AR AL EFE TS 5[ (CoE Operating ModeDBETH % » A
2022 YY) R R F255 RHSC 380
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APEC LSIF-RHSC Eil [5] f& B ¥ 23 1 74 #1& P 5@ M (International Medical Device
Regulators Forum, IMDRF) J% 58 M / 4 Bk B8 3% 28 £ 7% #H 38 F1 & (Asian/Global
Harmonization Working Party, AHWP/GHWP) » 5 5 R EIfF B es B & By EE S
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