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Message from DIA’s
Global Chief Executive

Welcome to Suzhou and to our DIA China Annual Meeting 2022. Thank you for joining us to share your experiences and create momentum to move clinical research and therapeutic product development
forward here in China and around the world.

This China Annual Meeting marks the end of a long and often complicated journey through the challenges of the COVID-19 pandemic and its restrictions, and DIA is profoundly grateful to the China Center
for Food and Drug International Exchange (CCFDIE), our co-host. Thank you to all who worked on the Program Steering Committee, International Advisory Committee, and Program Committee to create
this opportunity.

We also sincerely thank the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH), the National Medical Products Administration (NMPA) and Center for
Drug Evaluation (CDE) in China, the Pharmaceuticals and Medical Devices Agency (PMDA) in Japan, the European Medicines Agency, the US Food & Drug Administration, our DIA China network of volunteers
and staff, and the numerous other organizations whose members have contributed their thought leadership to building this event.

The pandemic may have changed certain circumstances in which we convene but not the purpose for which we come together. Through it all, our program committee has organized our DIA China Annual
Meeting 2022 along the theme Innovation to Protect Health, Collaboration to Lead the Future. Over the next few days, you’ll see various aspects of this program bring the ideas of innovation, collaboration,
and the future to life.

In the Global Regulatory Modernization Townhall, representatives from the NMPA, PMDA, EMA, and US FDA will share the lessons they learned together from their regulatory response to COVID-19 and
how these lessons will ensure more innovative drug regulation in the future. The Japan Pharmaceutical Manufacturers Association will join PMDA for another session on these innovations. We will explore
innovative new targets and new therapies on the cutting edge of science in oncology and other therapeutic areas through the Innovative Drug Development program theme.

DIA China 2022 will open with the now traditional ICH Day, which we have collaboratively presented with the International Council for Harmonisation since DIA China 2018. This 2022 offering will summarize
regulatory progress made since China became a full ICH member in 2017 and the direction and significance of the ICH-related work planned in China over the next five to ten years. In another special
collaborative session, EMA, FDA, and PMDA will share their experiences in accelerated review and conditional approval under China’s new drug regulations with the audience.

DIA China 2022 will also present new research into drug regulation in China in the China Regulatory Science in Action Symposium co-organized with the Pharmaceutical Regulatory Research Association.
And throughout the meeting, twelve DIA China Communities will host Engage and Exchange sessions that provide additional opportunities for you to collaborate on ideas with colleagues who work in your
professional discipline or share your professional interests.

As for the future, this year’s program also features a special Pediatric Drug Development Forum presented in conjunction with the CDE, NMPA. This Forum will address the needs of pediatric drug
development from the perspective of scientific, industry, and regulatory practice and innovation. Adopting scientifically feasible methods that ensure the integrity of data generated in pediatric clinical trials
while protecting the children in these trials will simultaneously ensure a better and healthier future for our children.

All these highlights and more are waiting for you to discover them in our next few days together.

On behalf of our staff and volunteer network who have worked to organize and present it, and on behalf of the patients in China and all around the world whom we work together to serve, thank you for
your commitment to better health, for your resilience, and for choosing to attend our DIA China Annual Meeting 2022.

Barbara LopezKUNZ / BB} - Bkt
Global Chief Executive, DIA

DIAZKEFHIITE '



DAV RZAEN). FUER. ). K&
Bt BRATFRAEASEERS, WERFFKIINSZFZMAIMN, SMN2022hEERSYIEERS/2022DIAFZERER.

ERBELE T EAFIUEAERTFENAS®, M EE, FERRENERERTIAR, SFELREMUBRTRFES. 20225DIARIY
RNERZ "BIFrTIFRE, SIF3ITERKR” | B lddm. Tliass. DEFISERFEXRE, BERRAIRERE.

DIAXEMERRETA, BBEREAANE, JLERFIFRERFm I elH, BERMIENANESRESRRZ I8, £E
frMEBER T, DIABFINEIRERERATREMAESIMIE T, BeIFAARE MER EAAEEXE, EXINPUZAFe L, #HITEREERATE
o=, X8, (REBEAMEMATIE EESESHA, TLUEMADZHR AT IHE E2RESAIRRIIR.

SF, DAY I EENERRARAHE. ARERFMIEREXINGEL, BRTRETU T ICEERZHNPERNEN FATINRENE, b
FHHOE. LURKRMMENSHERIFIZHA. MAHERESSEAIBUHR SR RIARIL, KEEIEEAY). MESYINIER. SRR AT AR
AR, UBEAPONIEREE. REEEUKRIGRAEEE. CMC. FIRFFLR. BYRSMANER. EYFRITTISEEES13ATEN
H. W5, XY LERFRARRREX—2KEER, AEAST IR/ BBATESE, KT LEATAHRENR, EEMNEEBCRK TIVREIFHE
EARMMIRRSLE, BOOTRARMFATHGZE, RE) LZEAAERNTE. %, RENEASERF)LETNETHNRE, BREFIARRE.

MHIBKREZIFZEE, EANTENREEST, FERETWELFNZMRTHESD, HEEZ5RE. DIAGEFLRBREEAYT, AHES
EEFRMITE—NEMW. i, HZRAEFE. BERRASEATEMEIREYICIH TR EIIFRAIRINE,

HARF SR E _=imtA !

B/NE THEEmL
FEEFRAYIEEAS/2022 DIAFSEBRESEKELE
BEFEMNERARSESREA. BREIRH



DIAHRE A& R & (2022 - 2023)

ADVISORY COUNCIL OF CHINA (ACC)

Overview
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health and well-being worldwide.
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The Advisory Council of China (ACC) consists of regional industry and academic leaders, regulators and
researchers who are responsible for creating a sense of community among those who support the DIA
vision to provide a global forum for knowledge exchange that fosters innovation to raise the level of
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Associate Director for Strategic Initiatives
FDA Center for Drug Evaluation and Research

Dr. Sabine HAUBENREISSER

BUNZAREIER (EMA) FImEXEEREERFITHE
Principal Scientific Administrator

Stakeholders and Communication

European Medicines Agency

Nobumasa Nakashima 1=+ | PhD
HAPMDAEPRI B TEIFAE

Associate Executive Director for International Programs
Pharmaceuticals and Medical Devices Agency(PMDA)

E&sE {§1 | Lingshi TAN, PhD
BHEUTEEKFERENTE
Chairman and CEO of Caidya

JITE EFiE+ | Frank N. JIJANG, PhD
HEAA\I SR

Senior Consultant, CStone Pharmaceuticals

#I% {4+ | Ling SU, PhD

Fellow of DIA

AR KZIREAEFIRARR,; (RIEMESREEKA
Professor in Shenyang Pharmaceutical University

and a Venture Partner with Lilly Asia Ventures

£4LB4 | Daiming FAN

iR, FEVEDSSK YELIERRLT, SEEFRFRIINERLT
Professor, President of the Chinese Anti-Cancer Association,
President of Asian Pacific Association of Gastroenterology,

Council Member of the World Gastroenterology

Peter Honig, MD, MPH

DIAZBREERMA, MIZEa

S El e

Independent Advisor and Board Member and Former SVP Pfizer

Sandra A. Milligan, PhD

BN A S s

FEINEShIRTEREA

Executive Vice President and Head of Research and Development,
Organon & Co., Merck

Ken GETZ

TuftsZ R RIS OEBITARIE T

Professor and the Director of the Center for the Study of Drug
Development, Tufts University School of Medicine
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DIA CHINA OUTSTANDING CONTRIBUTION AWARD
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DIA CHINA EXCELLENCE IN SERVICE AWARD
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DIA CHINA EXCELLENCE IN SERVICE AWARD
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DIA CHINA EXCELLENCE IN SERVICE AWARD
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ZERZ: REMAMBRNESERR
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Anastasia LESOGOR 10-Dec 13:30-15:00 0203-C siRNA for Hypercholesterolemia: The Inclisiran Story
Andrew BATE 10-Dec 10:30-12:00 0702 B FIESCH R e
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Laura PIOPPO 11-Dec 08:30-10:00 0305-A Clinical Trials in the EU/Digitalisation/Decentralised CT
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Lisa HAMPSON 8-Dec 15:30-18:00 SRS BRRIeIRT EXHEIMX RIS E XN ER R B e E2R B PRI A
Monica PEREA-VELEZ 8-Dec 10:00-15:00 ICH Q12&Q13 QIEEHLIRIRGINZE - Ko FED
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Matthew TROTTER 11-Dec 9:00-12:00 1405&1406 S - HEREFRNR AR YR
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Nyeleti Bicky MTHOMBENI 10-Dec 08:30-10:00 0401 HE, B, mE, FEIFRRARPOERSE
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Venkat SETHURAMAN 11-Dec 9:00-12:00 140581406 Al and Machine Learning in Drug Development and Trial Design
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