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Always-On Insights

Company Logo

* On-demand access to global DIA insights
» Up-to-date and actionable know-how at your fingertips
« Company-curated content - You control your organization’s knowledge plan

* Upgrade team performance with timely insights from key thought leaders

Enhance Team Shorten Approval Accelerate Patient Optimize
Competency Timelines Access Revenues

Ask to see a demo at DIA Booth

DiIAglobal.org
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The Advisory Council of China (ACC) consists of regional industry and %;E%g%?}?ﬁﬁ

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 health and well-being worldwide.
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Jingsong WANG, MD, PhD
CEO, Harbour BioMed
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Muthiah (Mano) MANOHARAN {#+
Alnylam $/25/2 3] BRI B BFEA BT RRER

Muthiah (Mano) Manoharanff4 2% E S=E ZE M @i mAlnylam$ 254 5| 954
B2 BFERAREARAFE R, Manoharanf§=F20035F j \Alnylam, fh7EAlnylamE
S THEFENA, HEEITETFRNATIUAMAZKSTA. Manoharanf§ - {E A EZEFRR (L
FEM, HEMZURBEETS (BRAKN T, BEURESONESOEBKRE) F
FEHAERREMER, AEALNRVAE, ManoharantE+ R /NA LI FIE
A7 GaINACBEXEZERAEA XS TANN A, MilaHLxk 720025714 Ok

3.7F%#3| A, h-index 85, i10-index 329) #400L &iEE . FR 4G 811225 %
E&F., Z£MAAInylamzg], Manoharanf§+=Zlonis f|25/A 5] £ SAZF B Fr 74 T
HMBARA., BFMATER, hE2007FREEENZZSWKEEDUED TN

M. L. Wolfrom3Z, Manoharanf@+74 1t~ Z kK FH & 1L 5Ernest L. Eliel#t
BHEFRBAFELEAM, F5John A GerltHFEREXFEMOE= K2R TEL

EMR.

Dr. Muthiah (Mano) Manoharan serves as a Senior Vice President and a Distinguished
Research Scientist at Alnylam Pharmaceuticals, Cambridge, Massachusetts, USA. Dr.
Manoharan joined Alnylam in 2003. He built the chemistry group at Alnylam and pioneered
the discovery and development of RNA interference-based human therapeutics.

Dr. Manoharan has had a distinguished career as a world-leading chemist in the areas
of oligonucleotide chemical modifications, conjugation chemistry, and delivery platforms
(lipid nanoparticles, polymer conjugates, and complex-forming strategies).

Dr. Manoharan’s research group invented and demonstrated the human therapeutic
applications of GalNAc-conjugated oligonucleotides. He is an author of more than 200
publications (nearly 37,000 citations with an h-index of 85 and an i10-index of 329)
and over 400 abstracts, as well as the inventor of over 225 issued U.S. patents. Prior to
Alnylam, Dr. Manoharan was an established researcher at lonis Pharmaceuticals in the field
of Oligonucleotide Therapeutics. He was the recipient of the M. L. Wolfrom award of the
American Chemical Society Carbohydrate Chemistry Division in 2007 for his contributions.
Dr. Manoharan earned his Ph.D. in chemistry at the University of North Carolina-Chapel Hill
with Professor Ernest L. Eliel and conducted post-doctoral work at Yale University and the
University of Maryland with Professor John A. Gerlt.

DIAREZEMNEAMM R EIFTAS
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FRAEBLIERHRIDHAKELE, AT RLBMNERNTR. AF20ZEMNE5R

MEYFARZE, FAIMovigMIESEREMERLXAE, MANMRNESEHS
SNFRaAREFmETHELE. RAELANGRZMENNENRBN{XRLH
% BRZEERITMEAEH#TRARTR., HFHNARREEETERDRERN

ABILIFY (FJszixme) F05557 EERRFERSAYHETLIOZ (tasimelteon), & {E LB HFEH
BEMRENHIEEE L ZA6,

Dr. Cen Xu is a Scientific Director at Amgen R&D, responsible for the migraine and analgesia
portfolio. She has over 20 years of drug industry experience and played a pivotal role in
the discovery and development of AimovigTM (erenumab-aooe) from concept generation
to product launch.

She is also a co-inventor on multiple patents and patent applications with two candidate
agents currently in clinical development. Her early research effort has led to the discovery
of multiple products including ABILIFY (aripiprazole) for schizophrenia and HETLIOZ

(tasimelteon) for sleep disorders.

Dr. Cen Xu received her Ph.D. in Pharmacology in lllinois State University.

4th DIA China Drug Discovery Innovation Conference 9 i
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4th DIA China Drug Discovery Innovation Conference

QUICK GUIDE TO PROGRAM

WEDNESDAY | OCTOBER 24,2018 | CONFERENCE DAY 1

07:30 - 17:00 Registration Lobby, 1st Floor

09:00 -12:00 Pre-Conference Session Jingsi Hall, 3rd Floor Humanized Mouse Model

12:00 - 13:30  Refreshment break (lunch not included)

13:30 -15:25  Opening Plenary [f)]:u Ballroom 1&2, 3rd Floor

15:25 - 15:55 Refreshment Break | Exhibition Area, 3rd Floor

15:55 -16:50  special Forum ¢ “h Ballroom 1&2, 3rd Floor

17:00 - 18:00  Welcome Cocktail Reception | Hugiu Hall, 1st Floor

18:00 - 19:30  VIP Dinner (Invitation Only) | Ballroom 1& 2, 3rd Floor

THURSDAY | OCTOBER 25, 2018 | CONFERENCE DAY 2

07:30 -17:00 Registration Lobby, 1st Floor
08:30 - 10:00 Session 101 Ballroom 1, 3rd Floor Advance in Cancer Immune-therapeutics Part 1
Session 201 Jingsi Hall, 3rd Floor IND Application Part 1
Session 301 Ballroom 2, 3rd Floor Overall Strategy of Early Clinical Development
White Paper Showcase VIP Room 2, 3rd Floor Protocol Design, Risk Management and Data Management

in Phase | Oncology Clinical Trials

10:00 - 10:30  Refreshment Break | Exhibition Area, 3rd Floor

10:30 - 12:00  Session 102 Ballroom 1, 3rd Floor Advance in Cancer Immune-therapeutics Part 2
Session 202 Jingsi Hall, 3rd Floor IND Application Part 2
Session 302 Ballroom 2, 3rd Floor Practical and Flexible FIH Design and Application

12:00 -13:30  Career & Development Session Part | | Lunch Ballroom 1, 3rd Floor

13:30 - 15:00  Session 103 Ballroom 1, 3rd Floor Drug Discovery (NASH)
Session 203 Jingsi Hall, 3rd Floor Pre-launch Strategic Considerations for New Drug Projects
Session 303 Ballroom 2, 3rd Floor POC: What to Verify and How to Verify

15:00 - 15:30  Refreshment Break | Exhibition Area, 3rd Floor

15:30 - 17:00  Session 104 Ballroom 1, 3rd Floor Bispecific Antibodies
Session 204 Jingsi Hall, 3rd Floor Projects Initiation
Session 304 Ballroom 2, 3rd Floor Phase | Cancer Drug Development

12
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QUICK GUIDE TO PROGRAM

FRIDAY | OCTOBER 26,2018 | CONFERENCE DAY 3

07:30 - 17:00 Registration Lobby, 1st Floor

08:30 - 10:00 Session 105 Ballroom 1, 3rd Floor Advance in Gene-silencing Therapeutics
Session 205 & Jingsi Hall, 3rd Floor Drug R&D Strategy, Pipeline and Productivity Management
Session 305 Ballroom 2, 3rd Floor Communications Among Sponsor, Investigator, CROs, Ethics

Committee and CFDA

10:00 - 10:30  Refreshment Break | Exhibition Area, 3rd Floor

10:30 - 12:00  Session 106 Ballroom 1, 3rd Floor Advance in Cell Therapeutics
Session 206 Jingsi Hall, 3rd Floor Developing and Fostering a Drug R&D Ecosystem
Session 306 Ballroom 2, 3rd Floor Quantitative Science and its Application

12:00 - 13:30  Career & Development Session Part Il | Lunch Ballroom 1, 3rd Floor

13:30 - 15:00  Session 107 Ballroom 1, 3rd Floor ADC
Session 207 Jingsi Hall, 3rd Floor Business & Development
Session 307 Ballroom 2, 3rd Floor Efficient and Flexible Data Management and Statistical
Analysis

15:00 - 15:30  Refreshment Break | Exhibition Area, 3rd Floor

15:30 -17:00  Session 108 & » Ballroom 1, 3rd Floor Al in Drug Discovery
Session 208 Jingsi Hall, 3rd Floor Business & Development
Session 308 Ballroom 2, 3rd Floor Biomarker Discovery and Early Clinical Application
4 I
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Pre-conference Workshop: IND NDA
TUESDAY | OCTOBER 23, 2018 | Ballroom 1, 3rd Floor

O

Program Co-Chairs
Wendy YAN, MBA
Senior Vice President, Head of Regulatory Affairs, BeiGene (Beijing) Co., Ltd.

=
o
=z
o
p=

Janet LYU
Head of Regulatory Affairs, Asia Pacific, Roche Product Development

Program Committee
Naigi YA, PhD
President, eVenus Pharmaceutical Laboratories, Inc.

9:00-12:00 PART 1 | IND NDA Overview in China
(inc. 20mins

teabreak) Instructor
Janet LYU

PART 2 | Communications between Industry and Regulatory Agencies (NMPA/FDA) and Expedited
Development Pathway

Instructor
Janet LYU

PART 3 | IND NDA Overview in US and Understanding the 505(b)(2) NDA Approval Pathway

Instructor
Naiqi YA, PhD

Discussion

12:10-13:30 Lunch | The Eatery, 2nd Floor

13:30-17:00 PART 4 | New Regulations and Interpretations of China IND Declaration
(inc. 20mins
teabreak) Lily XIONG

Director of Regulatory Affairs, BeiGene (Beijing) Co., Ltd

PART 5 | Discussion and Case Study

* IND Filing, Ethics, Parallel or Sequential
* Pre-IND Meetings and Preparations

» Main Differences between US and China
* IND Amendment and Maintenance

* IND Strategies

All Instructors

17:00-17:15 Summary | Wrap-up
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WEDNESDAY | 24 OCTOBER | CONFERENCE DAY 1

9:00-12:00 Pre-Conference Session Humanized Mouse Model
Jingsi Hall SESSION CHAIR
3rd Floor Danyi WEN

President & CEO, Shanghai LIDE Biotech

>
S
L]
c
9
o
o
=
c
)
o
o

(inc. 20mins  Recent evolving of Immuno-Oncology (I0) drug discovery hold promise for an era of immune treatment
teabreak) of human cancer. The successful development of a serial of humanized mouse models facilitated the drug
discovery of Immuno-Oncology drug candidates.

Syngeneic models, PBMC reconstituted humanized mouse model were widely used on the IND filing of
Immuno-Oncology drug discovery programs. People is also trying to use CD34 progenitor cell reconstituted
mouse model to understand some mechanism of O drug candidates, even though there are some defects on
the T cell and B cell function of such CD34 reconstitution models. The development of CRISPR technology
enable the fast approach of engineering an array of human immune checkpoint mouse models by replacing
the extra cellular domain of immune checkpoints with human sequences.

This workshop will introduce the recent advance in the development and application of humanized mouse
models to support |0 drug discovery.

Applications of Gene-edited Humanized Mice for Drug Discovery
Yuelei SHEN
President and CEO, BIOCYTOGEN®

Immuno-Oncology Models for Drug Discovery
Jijun CHENG
VP of R&D, Shanghai LIDE

Developing a Mouse Tumor Homograft Model Platform (MuPrime™) for Immuno-Oncology Drug Discovery
Davy OUYANG
Executive Director, Cancer Pharmacology Global Scientific Research & Innovation Crown Bioscience Inc.

Panel Discussion
All the above speakers

12:00-13:30 Refreshment break (Lunch not provided)

13:30-15:25 Opening Plenary

Ballroom 1&2
3rd Eloor INTRODUCTION AND ACKNOWLEDGEMENT
Carol ZHU
0 [flj:u Senior Vice President and Managing Director, DIA China
WELCOME ADDRESS
Joseph SCHEEREN
Chair DIA

Senior Advisor R&D, Bayer AG
Welcome Address from Suzhou Industrial Park

Welcome Address from Program Chair

Keynote Speaker |
Muthiah (Mano) MANOHARAN
Senior Vice President and Research Scientist , Alnylam Pharmaceuticals

“RNAI Therapeutics: A New Class of Pharmaceutical Drugs”

Keynote Speaker I
Cen XU

Scientific director, Amgen R&D

“From Bench to Bedside: Discovery of AimovigTM (erenumab-aooe), the First FDA-Approved Antibody
Therapeutic for Migraine”

15:25-15:55 Refreshment Break | Exhibition Area, 3rd Floor
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WEDNESDAY | 24 OCTOBER | CONFERENCE DAY 1

15:55-16:50 Opening Panel Discussion Innovation Tuning Point Driven by Un-precedent Challenges

Ballroom 1&2

3rd Eloor On June 19, 2017, the former China Food and Drug Administration (CFDA) and International Conference on Harmonization
(ICH) also announced that CFDA has become an official member of ICH. In November 2018, the National Medical Products
Administration (NMPA) joined the ICH management committee, which marked that China’s drug regulatory agency has

Gy ﬁa become an important member in establishing the international drug standards and reach a historic milestone in China.

Joining ICH will help improve China’s drug regulatory capabilities, gradually participate in the formulation of international
rules for drug registration, and promote safe and effective innovative drugs to meet the patient’s needs both for China

and for the world.

At the same time, it also means that China’s drug regulatory authorities, pharmaceutical industry, and R&D institutions will
adopt and implement the highest international technical guidelines in China, which can effectively improve the domestic
pharmaceutical industry’s innovation capability and international competitiveness. The path for companies to incorporate
China into their global development plans in the development of innovative drugs will be smoother, and the effort for

innovative drug development and registration in China will be encouraged.

At the same time, the regulatory reform on Drug and Medical Devices Administration is in full swing. Starting from the
clinical self-assessment and on-site inspection on July 22, 2015, the State Council’s “Opinions on reforming the review
and approval system for drugs and medical devices “ in August 2015, and then in October 2017, the General Office of the
CPC Central Committee and the General Office of the State Council issued the “Opinions on Deepening the Reform of the

Review and Approval System to Encouraging the Innovation of Drug and Medical Devices”.

In the past three years, a series of reform measures have been implemented: Implementation of the pilot of drug marketing
authorization holder system , consistent evaluation of quality and efficacy of generic drugs, priority approval of a number
of innovative and urgently clinical needed medical products, establishment of drug review and approval system and drug
patent linkage system, the 60-day filing for the new drug clinical trial authorization, etc., all these fully demonstrate the
unprecedented determination of the Chinese government to create a policy environment to encourage innovation and

push the pharmaceutical industry into an innovation-driven development track.

On the other hand, the movie “Dying to Survive” has caused the whole society to pay attention to life-saving drugs that

are urgently needed for patients with life-threatening diseases.

The Changchun Changsheng vaccine scandal highlighted the severe implication to quality supervision and accountability

in the system.

Bristol-Myers Squibb’s PD-1 inhibitor Opdivo and Merck’s Keytruda have been approved by the Chinese drug regulatory
authority at a record rate, all of which remind regulators, pharmaceutical R & D producers, academic and scientific
researchers that protecting and promoting public health is the common mission of the pharmaceutical industry and drug

supervision.

Innovation and competence, quality and efficiency, local R&D and international cooperation have all become topics of

discussion for our conference experts.

PANEL MODERATOR

Zaigi WANG | Site Head of Roche Shanghai Development Center Head, Roche China
PANELISTS

Joseph SCHEEREN | Chair DIA, Senior Advisor R&D, Bayer AG

Mano MANOHARAN | Senior Vice President of Drug Discovery, Alnylam Pharmaceuticals
Robert MAKUCH | Professor, Yale School of Public Health

Ting XU | President & CEO, Suzhou Alphamab Co., Ltd.

DISCUSSION TOPIC

* Domestic innovative drugs are dominated by me-too or me-better. How can this strategy be adjusted

after the accelerated approval of international new drugs?

* The real meaning of the original research drugs in China is very rare and difficult. How can we break

through the bottleneck in innovative talents and scientific capabilities?

* Will the international exchange restrictions and the protection of intellectual property rights introduced
in the field of biomedicine due to the Sino-U.S. trade war affect China’s innovative momentum in

biotechnology and information?

* Can the application of new technologies in medicine and medical care, such as artificial intelligence and

the use of big data, bring new opportunities for Chinese innovation?
* Trends in future innovation — targeting global R & D and driven by clinical value?

17:00-18:00 Welcome Cocktail Reception | Hugiu Hall, 1st Floor

18:00-19:30 VIP Dinner (Invitation Only) | Ballroom 1 & 2, 3rd Floor

4th DIA China Drug Discovery Innovation Conference
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Drug Discovery & Preclinical:
Progress in Therapeutic Discovery

Session 101 | WEDNESDAY 25 OCTOBER 2018

08:30-10:00  Advance in Cancer immune-therapeutics Part 1

Ballroom 1
3rd Floor SESSION CHAIR

John GONG
CEO, 3D Medicines

PD-1/PD-L1 Antibodies as Cancer Immunotherapeutic - A Chinese Perspective
John GONG
CEO, 3DMed
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Small-molecule Immune Checkpoint Inhibitors of PD-1/PD-L1 as New Cancer Immunotherapeutics
Yuguang WANG
CEO of Maxinovel

Oncolytic Virus as Cancer Immunotherapeutics
Min LIANG
General Manager TOTBIOPHARM Shanghai R&D Center

Session102 | WEDNESDAY 25 OCTOBER 2018

10:30-12:00 Advance in cancer immune-therapeutics Part 2

Ballroom 1
2rd Floor SESSION CHAIR

John GONG
CEO, 3D Medicines

Discovery of IDO1/IDO2 Dual Inhibitors with Excellent Antitumor Efficacy
Yungen XU
Professor, China Pharmaceutical University

Structural biology Based Drug Innovation for Cancer and Autoimmune Diseases
Renbin ZHAO
Executive Director of Biology and Clinical Strategy, Beijing Innocare Pharma Tech Co.,Ltd

Panel Discussion

Wenru SONG

Co-founder, President and Head of R&D, Kira Pharmaceuticals
Speakers of 101 & 102

SPECIAL Lunch Session | WEDNESDAY 25 OCTOBER 2018

12:00-13:30 Career & Development Part 1

Ballroom 1
3rd Floor SESSION CHAIR

Gladdy HE
Managing Director, APAC Global Life Sciences Market, Korn Ferry

Building Effective Talent Attraction, Development, and Retention for Biotech.
Latest Trends on “war for talent” in Biotech Industry

- Strategies and Principles for Talent Retention and Engagement

- The Case Studies.

Panel Discussion
Gary WANG
VP, Head of HR, BeiGene

Amy WU
Associate Director, HR Business Partner, HR, MSD R&D (China) Co., Ltd

2% DAYEEMEAMTHRUHAS



Drug Discovery & Preclinical:
Progress in Therapeutic Discovery

Session103 | WEDNESDAY 25 OCTOBER 2018

13:30-15:00 Drug Discovery (NASH)

Ballroom 1
3rd Floor SESSION CHAIR
Weikang TAO

CEO, Jiangsu HengRui Medicine CO.,LTDS. R&D Centers

Current Drug Treatment of NASH
Jian-Gao FAN

Professor of Intern Medicine,
Director, Department of Gastroenterology, Xinhua Hospital Shanghai Jiaotong University School of Medicine
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NASH Drug Discovery
Eddy WU
Head of Terns China Biotechnology

Pathology and Animal Models of NASH
Eiketsu SHO

Chairman and CEO, KCI Biotech (Su Zhou) Inc.

Session 104 | WEDNESDAY 25 OCTOBER 2018

15:30-17:00 Bispecific Antibodies

Ballroom 1
3rd Floor SESSION CHAIR
Chenbing WU

Founder and Chief Executive Officer, EpimAb

Heavy Chain Only Based Bispecific Antibody for Immuno-Oncology Therapy
Yiping RONG
Head of Discovery Biology, Harbour Biomed

CMC Development of CD3/Her2 Bispecific Ab
Pengfei ZHOU
CEO, Wuhan YZY Biopharma Co.,Ltd

Bispecific Pipeline Development
Pilin WANG

Director (non clinical), Alphamab

Session 105 | THURSDAY 26 OCTOBER 2018

08:30-10:00  Advance in Gene-silencing Therapeutics

Ballroom 1
2rd Floor SESSION CHAIR

Peter ZHANG
Chairman & CEO, GenePharma

Nucleic Acid Drug Development - Overcoming Challenges
Yanfeng WANG
Executive Director of PK and Clinical Pharmacology Department, lonis Pharmaceutical Inc

Governmental Resources and Acceleration of R & D Process
Zicai LIANG
Chairman, Suzhou Ribo Life Science Co. Ltd.

Development of siRNA Drugs - How to Make Full Use Resource in US and China
Patrick LU
Chairman of Siranomics

4th DIA China Drug Discovery Innovation Conference ?



©
=
=
©
)
S
a
L)
>
L
)
>
)
O
X
[a]
o
=
S
(o]

a

Drug Discovery & Preclinical:
Progress in Therapeutic Discovery

Session 106 | THURSDAY 26 OCTOBER 2018

10:30-12:00 Advance in Cell Therapeutics

Ballroom 1
3rd Floor SESSION CHAIR
Steve YANG

Executive Vice President and Chief Business Officer and Head of Research Service Division, WuXi AppTec

CART Drug Development and Industrialization
Richard WANG

CEO, Fosun Kite Biotechnology Co., Ltd

A China-Derived World-Class Breakthrough in Blood Cancer CART Cell Therapy and its Development in the
Global Market
Li ZHU

Chief Strategy Officer Legend Biotech Corporation & Genscript Biotechnology, Inc.

Localization Strategy
Wenjun SUN
Vice President Business Development, JW Therapeutics (Shanghai) Co., Ltd

Panel Discussion
All the above speaker

SPECIAL Lunch Session | THURSDAY 26 OCTOBER 2018

12:00-13:30 Career & Development Part 2

Ballroom 1
3rd Floor SESSION CHAIR

Gladdy HE
Managing Director, APAC Global Life Sciences Market, Korn Ferry

ESOP (Executive Stock Ownership Plan) and Incentive System
- Latest trends of ESOP for biotech industry

- The key points of setting up ESOP

- The case studies and sharing of survey results

Session 107

THURSDAY 26 OCTOBER 2018

13:30-15:00 ADC

Ballroom 1
3rd Floor SESSION CHAIR
Hui LI

VP of Business Development and GM of China Operation, Sorrento Therapeutics

Clinical Development of Her-2 Targeting ADC
Jin Chen YU
SVP of R&D, Bio-Thera Solutions Ltd

IND Filing of ADC in China
Maggie LI
Miracogen, VP Regulatory Affairs

Novel ADC Target Discovery Engine
Xun MENG

Founder & CEO, AbMart
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Drug Discovery & Preclinical:
Progress in Therapeutic Discovery

Session108 | THURSDAY 26 OCTOBER 2018

15:30-17:00 Al in Drug Discovery

Ballroom 1
3rd Floor SESSION CHAIR
Qing ZHANG
Gy Director of Informatics at Roche R&D Center China
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Al on Drug Repositioning
Bo JIN

Forceclouds, CTO

Al on Chemical Synthesis Planning
Mark P. WALLER

Professor, Shanghai University

Transform Solid State Drug Development with ML/Al Approaches
Peiyu ZHANG
Chief Scientist, XtalPi
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Projects Initiation & IND Application &
Business & Development

¥

y

Session 201 | WEDNESDAY 25 OCTOBER 2018
08:30-10:00 IND Application Part 1

Jingsi Hall

3rd Floor SESSION CHAIR

Naigi YA
President, eVenus Pharmaceutical Laboratories Inc.

juswdojanaq % ssauisng

China IND/NDA Registration Strategy and Considerations
Angela YAN
SVP Regulatory Affairs & Strategy , Dmed
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US IND/NDA Registration Strategy and Considerations
Naigi YA
President, eVenus Pharmaceutical Laboratories Inc.

The Strategy of IND under the New Regulation and Communication with CDE
Rochelle KOU

Director Regulatory Affairs, Beigene

Session 202 | WEDNESDAY 25 OCTOBER 2018

10:30-12:00 IND Application Part 2

Jingsi Hall

3rd Floor SESSION CHAIR
Joe ZHANG

Co-founder and CEO of BJ Bioscience Inc.

Research and Development Strategy of CMC and Preparation of IND in Drug Research and Development
Weichang ZHOU
Chief Technology Officer & Senior Vice President, WuXi Biologics

IND Filing with Both NMPA and FDA under New Regulatory Environment: A Non-Clinical Perspective
Joe ZHANG

Co-founder and CEO of BJ Bioscience Inc

Early Clinical Development Strategy and IND Preparations
Rui CHEN

Phase | Unit Clinical Pharmacological Research Center, Peking Union Medical College

Session 203 | WEDNESDAY 25 OCTOBER 2018

13:30-15:00 Pre-launch Strategic Considerations for New Drug Projects

Jingsi Hall

3rd Floor SESSION CHAIR
Yuli XIE

CEQ, Suzhou Autopharm

Decision Factors for Project Initiation of New Drug Research and Development Projects
Yuli XIE

CEQ, Suzhou Autopharm

Research and Development of New Drugs
Kening LI
Partner & Head of IP, China, Duane Morris LLP

Business Evaluation of Project Initiation Phase
John ZHU
Founding Partner, 6 Dimension Capital




Projects Initiation & IND Application &

&} Business & Development
Session 204 | WEDNESDAY 25 OCTOBER 2018
15:30-17:00 Projects Initiation
Jingsi Hall
3rd Floor SESSION CHAIR

Yuli XIE
CEO, Suzhou Autopharm
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Regulatory Approval in Conformity with the World & Forecast of Blockbuster New Drugs in the Future
Tina CHAO
Solution, Consultant Life Science, Clarivate Analytics
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NASH Field Related Target Research - NASH
Xiaoxin CHEN
Vice President of R&D Center, Zhongsheng Pharma

Session 205 | THURSDAY 26 OCTOBER 2018

08:30-10:00 Drug R&D Strategy, Pipeline and Productivity Management

Jingsi Hall
3rd Floor SESSION CHAIR
Darren JI
[ Venture Partner Lilly Asia Ventures

Founder & CEO, Elpiscience

Impact of a Five - Dimensional Framework on R&D Productivity
Lorna EWART
Global Head of MPS Centre of Excellence, AstraZeneca

PANEL DISCUSSION
Zhenping ZHU
President of R&D, 3SBio

He JING
Roche Pharma Product Development Shanghai, Vice President

Lorna EWART
Global Head of MPS Centre of Excellence, AstraZeneca
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Projects Initiation & IND Application &
Business & Development

Session 206 | THURSDAY 26 OCTOBER 2018

10:30-12:00 Developing and Fostering a Drug R&D Ecosystem

Jingsi Hall
3rd Floor SESSION CHAIR
Darren JI

Venture Partner Lilly Asia Ventures
Founder & CEO, Elpiscience

Harnessing the Historical Opportunities for Innovative Biologics Drug R&D in China for Global
Jing LI
Senior Vice President, WuXi Biologics

PANEL DISCUSSION

Stella SHI

Vice President, Lilly Asia Ventures

Xiaogang PAN

Associate Director Scientific Partnering & Alliances, AstraZeneca
Jing LI

Senior Vice President, WuXi Biologics

Session 207 | THURSDAY 26 OCTOBER 2018

13:30-15:00 Business & Development

Jingsi Hall

3rd Floor SESSION CHAIR
Su ZHANG

Director Equity Research Department & Equities Division, China Merchants Securities (HK) Co., Limited

Landscape of Innovative Drug Investment and HK IPO of Pre-Revenue Biotech Companies
Serena SHAO

Director Research, Markets, Asia Pacific, CREDIT SUISSE (HONG KONG) LIMITED

PANEL DISCUSSION

Terry SHUAI

Chief Financial Officer, Alphamab ONCOLOGY

Fei CHEN

Managing Partner, Lilly Asia Ventures

Serena SHAO

CREDIT SUISSE (HONG KONG) LIMITED, Director Research, Markets, Asia Pacific
Jinzi WU

Founder & President, CEO, Ascletis Pharma Inc.

Session 208 | THURSDAY 26 OCTOBER 2018

15:30-17:00 Business & Development

Jingsi Hall

3rd Floor SESSION CHAIR
Jimmy ZHANG

Venture Partner, Lilly Asia Ventures

Search and Evaluate Innovative Drugs to Accelerate The Pipeline
Bin SHI
Chief Strategy Officer President (SAPA-GP), Deuracor Therapeutics, Inc.

PANEL DISCUSSION

May WANG

Senior Vice President, Business Development & Strategic Alliances, Hutchison MediPharma
Min WU

Executive Director, Search and Evaluation, MSD R&D (China) Co., Ltd.

Andy FU

Associate Vice President, Business Development , CStone Pharmaceuticals (Su Zhou) Co., Ltd.
Bin SHI

Chief Strategy Officer President (SAPA-GP), Deuracor Therapeutics, Inc.

4th DIA China Drug Discovery Innovation Conference
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Early Clinical Development

Session 301 | WEDNESDAY 25 OCTOBER 2018

08:30-10:00  Overall Strategy of Early Clinical Development

Ballroom 2
3rd Floor SESSION CHAIR
Zaigi WANG

Site Head of Roche Shanghai Development Center Head, Roche China

m
<)
=
<
o
3
(]
il
o
)
<
o
o
o
3
()
3
=t

Preclinical Data Guide Efficient Clinical Development
Jianxun (Jack) XIE

Head of non-clinical Safety and Bioanalytics
Deputy Site Head of Pharmaceutical Sciences Shanghai
Roche R&D Center (China) Ltd, Roche Pharma Research & Early Development

Key Issues in Early Clinical Trials
Yuntao WAN

Sr. Vice President, Head of Clinical Development & Operations
MABSPACE BIOSCIENCES (SUZHOU) CO. LTD.

Session 302 | WEDNESDAY 25 OCTOBER 2018

10:30-12:00 Practical and Flexible FIH Design and Application

Ballroom 2
3rd Eloor SESSION CHAIR
Luyan (Connie) DAI

Executive Director, Clinical Development, Harbour Biomed

Effectively Exploring the Key Issues of Early Drug Development - introduction to Umbrella protocol
Yonghong ZHU

Translational Project Leader, Translational Group Immunology, Inflammation and Infections Diseases Roche
Pharma Research & Early Development, Roche China

PK/PD and Dose Consideration in Early Clinical Development
Yuyan JIN

Head of Clinical Pharmacology Early Development
Clinical Pharmacology, Roche Innovation Center Shanghai

Formulation Considerations for Early Clinical Development
Jason WAN
CEO, SIN THERAPEUTICS INC.

Safety considerations: Design Methods for High-risk Drugs, Safety, Scientific and Ethical Considerations
John LAMBERT

Corporate Vice President, Chief Medical Officer Early Phase, Global Head Early Phase Medical Sciences/
Clinical Pharmacology, PAREXEL International




Early Clinical Development

Session 303 | WEDNESDAY 25 OCTOBER 2018

13:30-15:00 POC: What to Verify and How to Verify

Ballroom 2
3rd Floor SESSION CHAIR

Min WANG IRWIN
Founder & CEO, Reistone Biopharma Company Limited
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Overall Strategy Design and its Important Role in Overall Clinical Development
Hua YE
Founder & CEO BioNova Pharmaceuticals Ltd

Adaptive Design of Phase I/POC, Phase Il
Min WANG IRWIN
Founder & CEO, Reistone Biopharma Company Limited

Development Trend and Successful Case Analysis of Early Clinical Research and Development of Oncology

Drug
Jianjun ZOU
Vice President, Clinical Research & Development Jiangsu Hengrui Medicine Co., Ltd Chief Medical Officer

PANEL DISCUSSION
All above speakers

Session 304 | WEDNESDAY 25 OCTOBER 2018

15:30-17:00 Phase | Cancer Drug Development

Ballroom 2
2rd Floor SESSION CHAIR
Bin PENG

Chief Medical Officer, EpimAB

Application of Biomarkers in Tumor Research
Yao YAO
Oncology Ttranslational Research, Novartis

How to Effectively and Quickly Explore the Expected Effective Dose?
Yi (Gary) GU
Senior Investigator Pharmacokinetic Sciences,Translational Medicine, Novartis

Seamless Phase I/11 Clinical Trials
Hua YE
Founder & CEO BioNova Pharmaceuticals Ltd

Session 305 | THURSDAY 26 OCTOBER 2018

08:30-10:00 Communications Among Sponsor, Investigator, CROs , Ethics Committee and CFDA

Ballroom 2
3rd Floor SESSION CHAIR
Yu WANG

ZenRhyme Consulting Services, Ltd Partner

Action is the Key to Success All Angels of Communications Among Sponsor, CRO, Investigator, IRB and CFDA
Jie HOU
Director of Phase | Clinical Trial Center at PKUCare, Luzhong Hospital

PANEL DISCUSSION

Chris LU

CEO, Laekantp

Haijun LI

Medical director from Guangdong Zhongsheng

Jie HOU

Director of Phase | Clinical Trial Center at PKUCare, Luzhong Hospital
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Early Clinical Development

Session 306 | THURSDAY 26 OCTOBER 2018

10:30-12:00 Quantitative Science and Application

Ballroom 2

3rd Floor SESSION CHAIR
Qingshan ZHENG

Shanghai University of Traditional Chinese Medicine
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Model Guided Integrated Design of Phase I/11 Clinical Trial
Pei HU

Phase | Unit, Clinical Pharmacological Research Center, Peking Union Medical College, China

Considerations on the Development of Pediatric Respiratory Drugs in China
Peimin MA

Sr. Director, Head of CPMS Group in China, GSK

Model Based Design of Bridge Trials: Principle and Cases
Qingshan ZHENG

Shanghai University of Traditional Chinese Medicine

Session 307 | THURSDAY 26 OCTOBER 2018

13:30-15:00 Efficient and Flexible Data Management and Statistical Analysis

Ballroom 2
3rd Eloor SESSION CHAIR

Gang CHEN
R&G PharmaStudies, CSO, SVP

Basic Principles of Statistics and key Considerations for Early Clinical Studies on Anti-tumor
Haige SHEN

Co-Founder / Zenrhyme Consulting Services, Ltd.

Basic Requirements and Special Features of Data Management in Early Clinical Research
Bingxian WU
Associate Director Data Management, G&G PharmaStudies Co.Ltd

Considerations of Statistical Analysis in Early Clinical Studies
Yi CHENG

Associate Director Biostatistics / Early Development Biostatistics, Novartis (China)

Session 308 | THURSDAY 26 OCTOBER 2018

15:30-17:00 Biomarker Discovery Application and Considerations - Early Clinical Trials

Ballroom 2

3rd Floor SESSION CHAIR
Kelly DONG

CEO, Up Pharma

The value of Biomarkers in Early Clinical projects of Innovative Drugs and its Technical Pathway
Bin YE

Vice President , Beijing shenogen Pharmaceutical Technology Co., Ltd

Biomarker in |0 Drug Development
Qiu YANG

Director of Research and Development of Biomarkers in China, Johnson & Johnson

Biomarker Strategy in the Era of Precision Medicine
Jingyu ZHANG

Site Head, Oncology Biomarker Development China, Roche (China)

4th DIA China Drug Discovery Innovation Conference 4] J
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WPS Session | WEDNESDAY 25 OCTOBER 2018

08:30-10:00 Protocol Design, Risk Management and Data Management in Phase | Oncology Clinical Trials

VIP Room 2
3rd Floor Characteristics and Strategy of Oncology Clinical Trial Phase |

Bin WANG
VP, Director of Data Management and Biostatistics, Beijing Biotell Consulting Co., Ltd.

Protocol Design and Risk Management of Phase | Oncology Clinical Trial
Cheng-Zhi WANG
Medical Department, Beijing Biotell Consulting Co., Ltd.
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About DIA

DIA (Drug Information Association, Z5#{=&
he) 2—1Me25M. hUMAR, EEHLVRE
HERAXANPZMREENES, REEST~R
eI A,

DIAR—xEFrM. FEFM. ZERHN=RZFH
= NEFFRAXNTVARREHRD. BHY
Wiz, EHARTIRAROEEMR. AELK
. DIAMEEAHNBRERS (FMEFHR
W) . RIBE. FNEE. Dk, U RIIESIRE
MELFIIRE, FPROEEHE. BERZE. &L
E¥. #%. £YRKR. BETEARE.

DIAZBI TxEEMERMFRLLTHX, X
(RYERIMESSE) , RN, FHRMIEM (
WmtEER) , PE (AERFMEE) . BX (R
R) HEE (ZX) HRAEBRGFEL,

¥ %{Z 55 www.DIAglobal.org

DIA (founded as the Drug Information Association)
provides is a global, neutral forum where stakeholders
can openly and freely exchange knowledge information
and insights beyond boundaries to advance innovation
in health care product development and lifecycle
management globally.

DIA is an interna DIA is based in Washington, DC
(US) with regional offices representing the Americas
(Horsham, PA, US); Europe, the Middle East and Africa,
(Basel, Switzerland); and Asia (Beijing and Shanghai,
China; Mumbai, India; and Tokyo, Japan).

For more information, visit www.DIAglobal.org or
connect with us on Twitter, LinkedIn, Facebook, and
Instagram.
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LAST NAME FIRST NAME SESSION# LAST NAME FIRST NAME SESSION#
CHAO Tina 204 MA Jian 110
CHEN Gang 307 MA Peimin 306
CHEN Xiaoxin 204 MAKUCH Robert Special forum
CHEN Fei 207 MANOHARAN Mano Keynote Speaker,
Special forum
CHEN Rui 202
MENG Xun 109
CHENG Jijun Pre-conference
OUYANG Davy Pre-conference
CHENG Yi 307
PAN Xiaogang 206
CUl Jisong 102
PENG Bin 304
DAl Luyan (Connie) 302
Qlu Yang 308
DONG Kelly 308
RONG Yiping 104
EWART Lorna 205
_ SCHEEREN Joseph Opening
FAN Jiangao 103 Special forum
FU Andy 208 SHAO Serena 207
GONG Yaolong (John) 10T SHEN Yuelei Pre-conference
GU Yi(Gary) 304 SHEN Haige 307
HE Gladdy Career SHI Stella 206
Development
SHI Bin 208
HE Jing 205
SHO Eiketsu 105
HOU Jie 305
SHUAI Terry 207
HU Mary 108
SUN Wenjun 108
HU Pei 306
TAO Weikang 103
JI Darren 205, 206
WALLER Mark P. 108
JIN Yuyan 302
WAN Yuntao 301
KOU Rochelle 201
WAN Jason 302
LAMBERT John 302
WANG Yu 305
LI Haijun 305
WANG Richard 106
LI Hui 107
WANG IRWIN Min 303
LI Jing 206
. WANG Gary Career
LI Kening 203 Development
LIANG Min 103 WANG Zaiqi Special Forum, 301
LIANG Zicai 106 WANG Yuguang 102
LU Patrick 107 WANG May 208
LU Chris 305 WANG Pilin 104
LYU Janet IND / NDA WANG Yanfeng 105

DIAREZEMNBEAMMREITAS




LAST NAME FIRST NAME SESSION# LAST NAME FIRST NAME SESSION#
WEN Danyi Pre-conference ZHANG Peter 105
wu Eddy 103 ZHANG Peiyu 108
WU Amy Career ZHANG PeiZhou 105
Development

ZHANG Mingqgiang 101, 102
Wwu Chenbing 104

ZHANG Qing 108
wu Jinzi 207

ZHANG William 108
wu Min 208

ZHANG Joe 202
wu Bingxian 307

ZHANG Jimmy 208
XIE Jianxun (Jack) 301

ZHANG Jingyu 308
XIE Yuli 203, 204

ZHANG Su 207
XIONG Lily IND / NDA

ZHAO Renbin 102
XU Cen Keynote speaker

ZHAO Tina 204
XU Ting Special forum

ZHENG Qingshan 306
XU Yungen 102

ZHOU Weichang 202
YA Naiqi IND / NDA

201, 202 ZHOU Pengfei 104

YAN Angela 201 ZHU Carol Opening
YANG Steve 106 ZHU John 203
YAO Yao 304 ZHU Li 106
YE Hua 303 ZHU Yonghong 302
YE Bin 308 ZHU Zhenping 205
YU JinChen 107 Z0U Jianjun 303
YU JinQuan 107

4th DIA China Drug Discovery Innovation Conference
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dMed Biopharmaceutical Co., Ltd.
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dMed Biopharmaceutical Company Limited is a clinical
Contract Research Organization (CRO), providing high-
end services to innovative biopharmaceutical and medical
device companies.

dMed offers high quality, global clinical trial experience,
advanced technology and innovative methods to our
clients with state-of-the-art technology and methodology
meeting the standards of health and regulatory
authorities. dMed desires to improve clinical development
capabilities in China to facilitate globalization of Chinese
drug innovators; Innovate to radically improve clinical trial
efficiency to increase the probability of success of R&D
products.

dMed has over 300 professionals till now. Most of them
are from global leading biopharmaceutical companies or
multinational Contract Research Organizations with global
capabilities, extensive working experience in clinical trials.
Our core services are Consulting, Clinical Operations,
Biostatistics & Programming, Data Management, Drug
Safety and Pharmacovigilance, Clinical Sciences and
Medical Affairs, Quality Assurance and Audit, Regulatory
Affairs and Strategy
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KCI BioTech(Suzhou) Inc.

BAS. 1
(KCI) is a preclinical Contract Research Organization
(CRO) providing specialty preclinical pharmacology
services in cardiovascular diseases, immune diseases,
inflammatory diseases, metabolic diseases, urinary
diseases, neuron diseases and oncology by using small
and large animal disease models. The core competency
of KCI stems from our pioneering work and expertise
in developing and running specialized animal disease
models to test drug candidates and medical devices for
their pharmacological effects and biocompatible repairs.
We also conduct adjacency studies in PK/PD, preliminary
toxicology, medical image, translational medicine and
pathology.

KClI locates in Suzhou industry park. We have 7200sq.

ft. of SPF animal facility for about 7000 mice and 5000
rats studies at same time; 5400sq.ft. of experimental
laboratories for pathology, cell biology, molecular biology,
formulation and other functional laboratories. Our large
animal facility locates in Haimen (Linjiang), which is about
30,000sq.ft. for about 500 guinea pigs, 300 rabbits, 200
dogs, 200 monkeys studies at same time; 18000sq.ft. of
experimental laboratories for image facility including MR,
CT, X-ray, B-Ultrasound, operation rooms, cell biology,
molecular biology, formulation and other functional
laboratories.
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Shanghai Yongzheng Medical Science and Techology Co.,
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Sanofl (China) Inv. Co., Ltd, Shanghai Branch
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Suzhou Collietech Information Technolony Co.,Ltd.

fEY, EAR——XE®B8IHRMNELTFDATIEMA
RIRAVZ I M A ReCTDR RS B . ERTRBES
ETHEARERKRE. BRIRMZTI. KB, AR
E#B. UM, ZUH. EHBEF0Z RN TRARBAEXE
FDA/BX BREMAER TR ,

NEHHE . N Tk X & KEE388 S 4K ARE R A FE
R FEEGO1

BREA. KM

BiE. 18625000900

HEFE . charlie.chu@collietech.com

~ [ ]
.
°e ..
AN Tl E X EY =l ZRERAE
Suzhou Industrial Park Biotech Development Co.,Ltd
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Suzhou BioBAY is located in southwest of Suzhou
Industrial Park(SIP),and is the key driver of life science
innovation for SIP. SIP has bulit into a garden city and
morden high-tech city.

More than 410 high-tech innovative companies covering
drug discovery,medical device(including IVD) bio
technology, CRO,nanotechnology, investment and service
have been located in BioBAY, as well as Cold Spring
Harbor Asia Conference Center,and more than 10000
scientists and professions have come to join this dynamic
innovative community.
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DIA Singapore Annual Meeting 2019
- Advancing Health In Asia Through Innovation

Organised by DIA and CoRE

Mar_ch 5-6, 7(»)719
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Global Regulatory Policy
MSD Singapore

James LEONG

Assistant Professor

Head of Education
Centre of Regulatory
Excellence (CoRE)
Duke-NUS Medical School

ADVISORY COMMITTEE

Jin SHUN

Head, Regulatory Affairs
APAC

Sandoz

Jing Ping YEO

Director, Research Integrity,
Compliance and Ethics
Singapore Health Services
Ptd Ltd

Kum Cheun WONG

Head Asia Pacific
Regulatory & Development
Policy, Novartis Asia Pacific
Pharmaceuticals Pte Ltd

Lars Nelleman

Vice President

Drug Development Satellite
Singapore

Lundbeck’ A/S

Vicky HAN

Senior Director

Policy Group Lead for Asia
Pacific, Global Regulatory
Affairs, Janssen Asia Pacific

PROGRAMME COMMITTEE

Sy

Finny Liu

APAC Regional Regulatory
Policy Lead

PDR

Roche, Singapore

Mei Ding

JAPAC Regional Lead,
Regulatory Policy and
Intelligence

AbbVie Pte. Ltd

Khairul Faizi bin Khalid
Head of Business
Development

Clinical Research Malaysia
(CRM)

Thean Soo (TS) Lo
Director - Asia Pacific
Regulatory Policy Lead
Global Regulatory Affairs
Janssen Asia Pacific
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Scientific breakthroughs, growing amounts of healthcare data and globalization
hold great promises for better health outcomes for patients in need. With the
rapid utilization of information technology in health systems, there can be missed
opportunities to align such initiatives among the different healthcare stakeholders
to optimize the impact on public health. Data analytics, real-world evidence, remote
clinical monitoring, connected health records, electronic labeling and mobile health
apps are among some of the trending topics that will shape the healthcare landscape
in the coming years. Alongside the advances in scientific understanding and health
product development overall, paradigm shifts in regulatory processes and global

convergence are important for greater synergy among all to bring forth timely
innovation benefits to patients and consumers that will improve health outcomes.

Program Highlights

» Upcoming innovations and IT trends for bringing high quality healthcare closer to
patients (medical technology, devices, e-labeling, real word evidence)

* Reducing barriers for timely access to new healthcare innovations (regulatory
convergence, expedited/facilitated regulatory pathways, HTA, clinical trials)

* Exploring synergies among healthcare stakeholders (HTA, Market Access, health
systems)

Who should attend?

* Industry professionals in Pharmaceuticals and Medical Technologies involved in
Research & Development, Regulatory Affairs, Market Access and Medical Affairs

* Regulators and personnel from Health Authorities and Ministries

* Academia and Researchers

MEETING MANAGER

Kanchan PATEL
Associate Director Operations
DIA (India) Private Limited | cell: +91 90.2909.8844 | kanchan.patel@diaglobal.org

Sherna WADIA
Centre of Regulatory Excellence | Phone: +65 66015147 | CoRE@duke-nus.edu.sg

VENUE DETAILS

Grand Copthorne Waterfront Hotel Singapore

392 Havelock Road, Singapore 169663

T: +65 67330880 | F: +65 67378880 | W: www.grandcopthorne.com.sg

REGISTRATIONS OPEN

PRELIMINARY AGENDA RELEASED
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