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for the peoples in Asia.
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AHDRIHANS Today's Agenda
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Introduction of Asia Partnership Conference of
Pharmaceutical Associations (APAC) (P3-6)

5 10[EIAPACORNE EFEERDEREE (P7-23)
The contents and outcome of the 10th APAC (P7-23)




APAC (1) =v>3>&Z&mE Mission and Participants
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APAC is an industry-driven international conference that consist of 13 R&D-based IFPMA member
associations, national regulatory authorities (NRAs) and academia to achieve the common mission “to
expedite the launch of innovative medicines for the peoples in Asia”. Since it’s launch in 2012, APAC held
annual meeting in Tokyo and reached 10t anniversary this year.
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R&D driven members associations of Regulatory authorities attending APAC
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APAC (2) #8%&E Organization

115 EMUHSD13HAMNSIED . ZDOBMFREREEIR E4DDHYR T T A —A%ZFHF D, F—HOERR
& FHEIOBRRZE(CINZ. BFFIFRIEREIS VIR T T A — AN ERI TEE). APACEFERHEE

(FBEEIBHNAPACT O T b5 EIF TS, APAC consists of 13 associations, two EWGs and four
TFs. In addition to APAC's annual face to face meeting, there are periodic teleconferences, and regular
discussion at each EWG and TF. JPMA provides secretariat services by running JPMA APAC project.

13 APAC Member Associations’ Face to Face

N A
APAC #%& APAC General Assembly Meeting in Tokyo (1 time;/Year)

13 APAC Member Associations’ TC (3 times/Year)

India
OPPI

APAC EES&:% APAC Steering Committee

APAC RIZEEE FFIRERIBE

Drug discovery alliance expert working group

Malaysia Singapore Philippines
PhAMA SAPI PHAP

Chair: Mr. Otsuka

} APAC HHIFFE™ EMRFRXRS

Regulations and Approvals Expert Working Group

China Korea Taiwan
RDPAC KPBMA IRPMA
China Korea

PhIRDA

Hong Kong

HKAPI

Indonesia
IPMG

Thailand
PReMA
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JPMA APAC Steering 16 Members
Committee Meetings: 3 times / year
BB APACEHELHE | Chair: Mr. Okuzawa
JPMA APAC Organizing | 16 Members
committee ) Meetings: 15 times / year
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JPMA RATF JPMA DA TF JPMA ATIM TF JPMA e-labelling TF JPMA VBH TF PMRE Report TF JPMA Secretariat
Dr. Hatakeyama Dr. Hasuoka Mr. Ono Ms. Matsui Mr. Miwa JPMA Ms. Nakagawa
8 Members 10 Members 9 Members 6 Members Secretariat 17 Members

11 Members



APAC (3) &EsalE Area of Activity

[SEHRRERRZ T DAL (TERPNMNIEITD] 2. FFMAFRIEEESPSPIRX T T A —
AFEER/\U 1 —F 1T —>OFEETEE.,. 72V ERECTH@ERE SR> Eiiz 7ot AD
ERFEEC DL TCE2019FE S5Em=xRis. Each EWG and TF are working at concerned
pharmaceuticals value chain to expedite the launch of innovative medicines for the peoples in Asia.

AS access issues become a common issue in Asia, APAC initiated VBH discussion since 2019.
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APAC (4) ZiEDAEREHTR Participants Evolution and Breakdown

APACIIERR CHMEESNDIVO0—X ROEZET—HRENEEE LWL, ERNOEFZERF
BOSNHNELIEZ TS, WebBEDE10EIIHARICKIAS TESITE R ENSHEE
D1.7BHSHNULTZ. We observe steady increase of participants from various sectors and region

even though APAC is a closed meeting held in Tokyo. As the first web APAC we have 1.7 times of
recent participants in this year.

2021 £ - BHSINESLE % 2021 HHBSHIMEANR %
2021 Japan/Overseas attendance % 2021 Oversea attendance breakdown %
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HfEEAkUEStYI 3>
Keynote Lecture and Regulatory Affairs (RA) Session

“Regulatory agility during/after COVID-19”

APAC

g Asia Partnership Conference
of Pharmaceutical Associations

Research
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Clock Time JST | pequred Session Title Chair/Speaker/Panelist
10:30 » 10:40 | 10 Curtain-raiser (video)
10:40 » 10:45 5 Opening Remarks éGeorge Nakayama JPMA
10:45 » 10:55 | 10 Congratulatory Speech éThomas Cueni IFPMA
10:55 » 11:25 | 30 Keynote Lecture éYasuhiro Fujiwara PMDA
11:25 » 11:35 | 10 < Break 1 >
11:35 » 12:35 | €0 IF'{eguIatlons anc_:l_Appro_vaIs (RA) Session )
Regulatory agility during/after COVID-19
(20) Keynote speech John CW Lim Duke-NUS
Panel Discussion Facilitators: Shinji Hatakeyama JPMA
Facilitators: Vicky Han SAPI
(40) Panelists: Jo-Feng Chi Taiwan FDA
Panelists: Daisuke Koga PMDA
Panelists: Rosilawati Ahmad NPRA
Panelists: Sara Wang RDPAC
L A miE7oOtER

Life Cycle Management

Lﬁ(iﬁ&@fiﬁiﬂ




1D RAEYIIAVDEEZEIR
Consensus of RA session
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<Theme>

* Regulatory Agility during/after COVID-19
— Nevertheless global pandemic, necessity of medicine for various disease is unchanged.
— “Expediting the launch of innovative medicine in Asia” is our sustained mission.

— This time, we invited regulators from the health authorities in Asia, and facilitated panel
discussion what kind of agile efforts are allocated for review of new medicine under the
current situation.



1) RALEYLIVNDEEEIA
Consensus of RA session
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<Consensus>

* Importance of “Regulatory new normal” based on regulatory agility by the health authority is well
recognized, and APAC do our best efforts to support sustainable regulatory agility after COVID-19

e (Cases shared from the health authorities at RA session

— Bilateral (Japan-Taiwan) and multilateral (ASEAN) Good Reliance Practice for facilitating efficient
review of new medicines

— Fast-Track Conditional Registration of Pharmaceutical Products During Disaster (Malaysia)

— Participation in global collaborative efforts against COVID-19 pandemic by ICMRA (International
Coalition of Medicines Regulatory Authorities) (Japan)

10
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ATIM Session 1:

Raise an awareness for benefits of e-labeling in Asia

Clock Time JST | pequred Session Title Chair/Speaker/Panelist

Access To Innovative Medicines (ATIM) Session 1 (e-labeling)
"Raise an awareness for benefits of e-labeling in Asia"

13:15 » 14:15| 60

Co-chairperson Junko Sato PMDA
(5) Opening Co-chairperson Rie Matsui JPMA
(10) Current and planned e-labeling initiatives in Japan Sayaka Kurihara PMDA
(10) Current and planned e-labeling initiatives in Taiwan Po-Wen Yang Taiwan FDA
(10) Current and planned e-labeling initiatives in Singapore Mark Wong HSA
(20) Panel Discussion All speakers + Nguyen Thanh Lam, DAV
(5) Conclusion Junko Sato PMDA
i HES EAE/GMP WEFORR || EBREEER
Research Development ( Application/GMP LMarket Access
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@ ATIM-1: e-labelingtzyiaV EEEEETF
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~ Raise an awareness for benefits of e-labeling in Asia~

We agreed that the following benefits of e-labeling in Asia are the following:

Deliver the latest labeling information immediately in efficient and friendly way

Improve the accessibility and understanding of approved medical product information, thereby
enhancing adherence to medicines and patient outcomes

Shorten the lead time to launch the new products, improve efficiencies on reducing operational
steps for inserting paper labeling in packs, and support environment-friendly practice

Enables integration of e-labeling with the wider digital healthcare system such as electronic medical
record, resulting to greater efficiencies, and opportunities across a wide spectrum within the
healthcare sector
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@ ATIM-1: e-labelingtzyav EEEEEF

~ Collaboration on e-labeling in Asia region~
77 7RI (CH LT, e-labeling[C DWW TS/ AR UOREREFAFRRB TSE&IH I L TLL
L_&b\gg_caiéémﬁ\bto

77U (CH T Be-labelingDARA N TS OF 1« 2D 17
. FXrihigd@De-labelingd oISy KD A — [AUDEE_L(;DL\_CA@JJ
o PT7HUE(CH T Be-labeling NDERDIEH(CEH T BN 3 > R— ) \—DVERKDARET
«  LEEICDWT., FRICEFTERDEHELUT, FABRDER. O— R w TDIERK

~ Collaboration on e-labeling in Asia region~

We have agreed that collaboration between agencies and industry associations are important to move the
e-labeling initiative forward in Asia.

Sharing the best practices

* Discuss the establishment of a platform (website) for e-labeling in Asian region

* Discuss the preparation of an e-labeling position paper for Asian countries

* Inorder to make the above items happen, a survey will be conducted and a roadmap will be prepared.
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ATIM twv=>3>2:
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ATIM Session 2:

BE biowaiver for post approval change procedure

Clock Time JST | peie Session Title Chair/Speaker/Panelist
amn s | o ATIM Session 2 (Post Approval Change, BCS-based approach)
"Promote BE biowaiver based on BCS of ICH M9"
q (5) Introduction Narrator
g (15) Position paper/BE biowaiver introduction Tomonori Nakagawa JPMA
g (15) Revisions of Japanese BE Guidelines Ryosuke Kuribayashi PMDA
g (10) Explanation of BE study from panelists Lusia Rizka Andalucia BPOM
Explanation of BE study from panelists Chien-Liang Lin Taiwan FDA
g (20) Panel Discussion Facilitator: Ryosuke Kuribayashi PMDA
Panel Discussion Panelists: Lucia Rizka Andalucia BPOM
Panel Discussion Panelists: Chien-Liang Lin Taiwan FDA
g (5) Conclusion Ryosuke Kuribayashi PMDA

L RS E55/GMP A REEER
Research Development Application/GMP Market Access Life Cycle Management
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draft program (4)

														4/13/21

				10th APAC Draft Program

				Tuesday, April 13, 2021

				@Keidanren-kaikan＋WEB

				Overcoming COVID-19 and taking on new innovative challenges for the next decade in Asia.

				Clock Time JST				Time
Required		Session Title				Chair/Speaker/Panelist						On 
Record		Real Virtual		At
Venue

				14:20  ▶		15:30		70				ATIM Session 2 (Post Approval Change, BCS-based approach)
"Promote BE biowaiver based on BCS of ICH M9"

								(5)				Introduction		Narrator

								(15)				Position paper/BE biowaiver introduction		Tomonori Nakagawa				JPMA				√

								(15)				Revisions of Japanese BE Guidelines		Ryosuke Kuribayashi				PMDA						√

								(10)				Explanation of BE study from panelists		Lusia Rizka Andalucia				BPOM				√

												Explanation of BE study from panelists		Chien-Liang Lin				Taiwan FDA				√

								(20)				Panel Discussion                  Facilitator:		Ryosuke Kuribayashi				PMDA						√

												Panel Discussion                  Panelists:		Lucia Rizka Andalucia				BPOM				√

												Panel Discussion                  Panelists:		Chien-Liang Lin				Taiwan FDA				√

								(5)				Conclusion		Ryosuke Kuribayashi				PMDA						√

				15:30  ▶		15:35		5				 < Break 4 >  

				15:35  ▶		16:35		60				Drug Discovery Alliances (DA) Session
“Promote cross-border open innovation in Asia to deliver innovative drugs to people in Asia”

								(4)				Opening		Atsushi Hasuoka				JPMA						√

								(20)				Progress update on DSANA      		Toru Yoshikawa				JPMA		√

												(Drug Seeds Alliance Network Asia)    		Wei-Kuang Chi				DCB		√

														Jun Terauchi				JPMA		√

								(32)				Progress update on ANPDC
(APAC Natural Product Drug discovery Consortium)         		Sirasak Teparkum
Suparerk Borwornpinyo
Somponnat Sampattavanich
Lily Eurwilaichitr				TCELS
ECDD
Siriraj HP
Biotec		√
√
√
√

								(4)				Closing		Wei-Kuang Chi				DCB				√

				16:35  ▶		16:40		5				< Break 5 >

				16:40  ▶		18:10		90				Value-based Healthcare(VBH) Session 
"Reconsider Value-based Healthcare amid the Covid-19 pandemic"

								(2)				Opening		Tomoyuki Otsuka				JPMA						√

								(15)				COVID 19 impact – UHC/Healthcare 		Kapur Vikram				Bain & Co.				√

								(15)				VBH investment in Asia ①Thailand		Jiruth Sriratanaban		Chulalongkorn Univ.				√

								(15)				VBH investment in Asia ②Philippines		Eduardo Banzon				ADB				√

								(20)				Data-driven healthcare system		Yasuhiro Suzuki				MHLW						√

								(20)				Panel Discussion                  Facilitator:		Toshihiko Takeda				Boston C.						√

														All speakers+Yasushi Okada								√		√

								(3)				Closing		Yasushi Okada				JPMA				√		√

				18:10  ▶		18:20		10		　　Closing Remarks				Kenji Yasukawa				JPMA				√



				＊Please note the starting time is set JST 10:30 (=UTC + 9 hrs.), which is equivalent to 07:00 at Mumbai, New Delhi; 08:30 at Bangkok, Hanoi, Jakarta; 09:30 at KL, Singapore, Manila, Taipei, Beijing and HK.





				＊No reception at this time.
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Consensus of ATIM Session 2
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Theme: We have covered issues of post approval change procedure in ATIM session2 and select BE

biowaiver as this year topic.

AEBRDEEFH S (CHITDEMFHIRFIERIRDORLR
 RIFEURICEDIVETIO-FLLBBCERREBRL. AREOEEFHE
[CHFBENFNRASERBREBRE(BET B,

- EMFNREERROEBRNS A RS> ( [EMENFIRRRCENFHREE
BROEMCET 7T HA RSA>] 128) RUTSTHEEDCERS A RS>
AFEHENTND, ULHLEHS, TNSOBICRDINTREHINERNHZTE
=R LIz,

BE biowaiver for post approval change procedure
- Expedite BE biowaiver for post approval change using in vitro evaluation by science and risk-based approach.
- International guidelines of BE studies (such as ASEAN Guideline for the Conduct of BA and BE
Studies(2015)) and domestic GL in Asian economies have been released. However, there are slight

15
differences among them.
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® ATIM bv> 3> 2068518

Consensus of ATIM Session 2

Ao DEBEFHRS (CHITDEFNRF R DRER
- FRERETESNIEARRERLU. BCS (Biopharmaceutics Classification System)(C
EDOUVWEAEYZENRSEMREROERR (ICH M9) MBESNDCEICKD. 7STFDE
BIAICKDELHENTTEERMMBHOIRICIRD Z EZHFIT D,

Expect to provide improved medicines to Asian patients faster by implementation of BCS-based
biowaiver(ICH M9) with obtained knowledge s during development stage.

TDABDER
ATIM Ty >3 22 TIEUTOENZ/EM L. WebR—(TiHEK

- ZE8[EAPACE:E CIRZE U =Position Paper(C DU\ T, COVID-19R3 4L KDEZE %
KU, AEZIES UTZc]EThiR.

«  SE10EIAPACZIRZ B (CHIZD. INFTHATIMEY > 3> TOFEREBNETZ X EHIZ
mENERS .
We publish two materials on the APAC web site as follows.
- The revised position paper with considering the influence of COVID-19.

- The activity report of ATIM-TF since its establishment at 10t anniversary. 16
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DA Session: “Promote cross-border open innovation in Asia to
deliver innovative drugs to people in Asia”

Clock Time JST | pequred Session Title Chair/Speaker/Panelist
15:35 » 16:35 | 60 Drug Discovery Alliances (DA) Session
' ' “Promote cross-border open innovation in Asia to deliver innovative drugs to people in Asia”
(4) Opening Atsushi Hasuoka JPMA
(20) Progress update on DSANA Toru Yoshikawa JPMA
(Drug Seeds Alliance Network Asia) Wei-Kuang Chi DCB
Jun Terauchi JPMA
(32) Progress update on ANPDC Sirasak Teparkum TCELS
(APAC Natural Product Drug discovery Consortium)  Suparerk Borwornpinyo ECDD
Somponnat Sampattavanich Siriraj HP
Lily Eurwilaichitr Biotec
(4) Closing Wei-Kuang Chi DCB
i E 5k EA55/GMP HEPIER || EREEEEE
Research Development Application/GMP Market Access Life Cycle Management
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@ DA w3y otoHYX

® APAC DA-EWGIH" 727 (CHITPRIFEEE(CI O TV DEBIAICEIN R EEmZE
133" "Z2B1EEUT2013F(CEEIIENT. CNFTOFEBIDKEEL T, 2 DDhESR. DSANA
EANPDC. Z375 E1F. (1) BIFES-X(CEAT2IEHRAR. (2) AIEEETSYN
IA—LOEE (3) BFAFTEOAMBRKICEDHATE,
« DSANA: Drug Seeds Alliance Network in Asia
« ANPDC: APAC Natural Product Drug Discovery Consortium

® DSANART7Z7ICHITBRIZES - XIFHRHEBOEME 2B LR TH D, /\1OyhT
O>17beUT, BHix. EEBEARB TOBRIEB(CEDHA TV, KIRE T =:ZPTOR?
&S T I0FBICH O TH2EB 0BT R ICERE TSR, (BB OEDHAZ
O7>7EELT2ONSEROBZETHD.

® ANPDCIZRAYIDEIESERZBIEC2018F(CERITaN. ENLF. KEERETDERL
2o BRI 2B DAMTARENEARNTDA I A—2 T %R T Uy LAICDVWTIERAYI DA —
TR Z byMEEYIE BB U TV, EHIFHEICINZ T, JOF B TOAMBREOZSD.
A5 AHEZRIBLTWET,

0 SHEDBIEN VREEZELUT. SBRI0FEDFHEIZZ 7Y IT— NI B3 FETHD.
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@ Consensus of the DAEWG Session

® DA-EWG was established in 2013 to realize its mission " Promote cross-border open
innovation in Asia to deliver innovative medicines to patients in Asia”. As an outcome of the
activity, it succeeded in launching DSANA and ANPDC and addressed (1) information sharing
about drug seeds, (2) collaboration platform and (3) capacity building of young researcher.
 DSANA: Drug Seeds Alliance Network in Asia
* ANPDC: APAC Natural Product Drug Discovery Consortium

® DSANA is an initiative to promote information sharing about drug seeds in Asia. In a pilot
project, the team is now focusing on information sharing between Taiwan and Japan. With
great support from Osaka Chamber of Commerce and Industry, the pilot project achieved
steady progress even under the COVID19 outbreak. The next milestone is to expand this
initiative to other Asian counties.

® ANPDC was established in 2018 as a collaboration platform to promote utilization of natural
product in drug discovery in Asia. ANPDC has made remarkable progress. Two Thai
researchers finished their internships in Japan and one of them completed the screening of
natural products in Thailand and found some hit compounds. In addition to hands-on
training, the team will start an online capacity building to cope with the COVID19 outbreak.

® DA-EWG plans to update its strategy for the next decade considering the future trend in drug
discovery.

19
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COVID/\>7=wv Ut VBHZEZET D
Value-based Healthcare Session:
"Reconsider Value-based Healthcare amid the Covid-19 pandemic”

Clock Time JST | pequred Session Title Chair/Speaker/Panelist
. . Value-based Healthcare(VBH) Session
(16140 B 18:10 | 90 | wReconsider Value-based Healthcare amid the Covid-19 pandemic’
(2) Opening Tomoyuki Otsuka JPMA
(15) The digital acceleration of healthcare in Asia Kapur Vikram Bain & Co.
(15) VBH: Recent development and initiatives in Thailand Jiruth Sriratanaban Chulalongkorn Univ.
(15) Value-based Financing towards Universal Health Coverage in Asia Eduardo Banzon ADB
(20) Data-Driven Health Care System Revisited in the Pandemic Stricken World Yasuhiro Suzuki MHLW
(20) Panel Discussion Facilitator: Toshihiko Takeda Boston C.
All speakers+Yasushi Okada
(3) Closing Yasushi Okada JPMA
.‘(’ _\\. F -\\I _.f/ { T -\\I
Wz (EE B35/ GMP BR7IER || ABREEEE
Research Development Application/GMP Market Access Life Cycle Management
) .
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® COVID/\>F=woi VBHEEZET S A‘?-AC
Reconsider VBH amid the COVID-19 pandemic

A% DFBEN(CTIBEVZIZVE,
TETDNILVRAT 7 DEFIREBEREMRDIRD, fPREBEZFE L TIEVWZ, VBHAS T IARE, IRMNBIAFNDBRNDIREZRIECL
TIAVWz. TZHILMVBHEXRILICKERMGE ZRIET Z &=2BR U,

The lecturers navigated us to future opportunities, reviewing healthcare policies and implementation, and elucidating investments
in proven areas of effect with a focus on VBH. The lectures were designed prosperity of digital technology maximize VBH by

improves access and outcome and may be the solution for bending the cost curve. The lectures emphasize visualization of
demand and value judgement.

Mr. Vikram Kapur

— The digital acceleration of healthcare in Asia

Dr. Jiruth Sriratanaban

— Value based healthcare (VBH): Recent development and initiatives in Thailand

Dr. Eduardo Banzon

— Value-based Financing towards Universal Health Coverage in Asia

Dr. SUZUKI Yasuhiro

— Data-Driven Health Care System Revisited in the Pandemic Stricken World

21
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Re-creation of healthcare by the power of digital technology

“PETPHOETTFHERIBBIBNIVAT P AT L"

o SANYUTTIADOFITAEDR ME TOEE R LZ Mz
- COVID19 &5zl

“Sustainable healthcare system — Asian economies
targeting”

e Consort primary care access and cost conscious productivity

 COVID19 pandemic lessons/learned

22
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Re-creation of healthcare by the power of digital technology

"5 — 4 BREh = A B DIBER"”
- SREEETIRRE

. Ithis, EELTOST—ZHX TS
- BER/\—hF—2wv7T

“Data-driven healthcare architect”

e Challenges and future perspectives
* Cooperation beyond nations and sectors

e Public private partnership

23



Asia Partnership Conference
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The 11th APAC will be
held on April 5th, 2022
at Keidanren
Conference Center
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