2017 DIAH H4ES
HE AN

Tﬁ:t
TLIN5E % 24 Mk 45 A PR 2N ) 1 2 Bl ik
Lf@ﬁiﬁl:%@ﬁ%ﬁﬁﬁ/& APUT R L

sl

PhD, Head of Clinical Pharmacology of Pfizer China

Dr. Ping LIU joined Pfizer global Clinical Pharmacology Department in 2003 (Groton, CT,
USA), and had served as a Clinical Pharmacology Lead over 13 years before transferring back
to Pfizer China. She has been responsible for design, analysis, interpretation and reporting of

pharmacokinetic and pharmacodynamic data and results, including population modeling/



simulation, and their impact on development and clinical use of drugs. She has extensive
experience in supporting regulatory submissions/approvals and interacting with worldwide
regulatory agencies. She has published 30 peet-reviewed articles.

Ping Liu received her Ph.D. in Pharmaceutics (2002) from University of Florida, USA, M.Sc.in
Pharmaceutics from Memorial University of Newfoundland, Canada, and B.Sc.in Pharmacy

from Beijing Medical University, China.
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Dale CONNER

Pharm.D, Director, Office of Bioequivalence (OB), Office of Generic Drugs, FDA Center for
Drug Evaluation and Research (CDER)

Dr. Dale CONNER received his B.Sc. in Pharmacy from the Massachusetts College of
Pharmacy in 1979, and a Pharm.D. in 1983 from the University of Florida. From 1983 to 1985,

he completed a postdoctoral fellowship in Clinical Pharmacology in the Division of Clinical
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Pharmacology of Thomas Jefferson University. He then joined the faculty of the Uniformed
Services University of the Health Sciences as an assistant and later associate professor in the
Division of Clinical Pharmacology. From 1992 to 1994, he was Director of Pharmacokinetics
for Scios Nova, Inc. From 1995 to 1997, he held the position a FDA of Team Leader for Clinical
Pharmacology and Biopharmaceutics in the areas of Pulmonary, allergy, drug abuse, anesthesia
and critical care drug products. His current position is Director Office of Bioequivalence, Office
of Generic Drugs, FDA. He is board certified in Applied Pharmacology by the American Board
of Clinical Pharmacology. Research interests has included pharmacokinetics, drug metabolism,
analytical methods, transcutaneous measurement of drugs, measurement of drug effects on the

skin, and drug therapy of sepsis and ARDS.

Alexander HONEL

Quality By Experts, The Inspectors Network. Consulting and Training Services

o Audits in GCP, GMP, GLP, Blood, Tissue and Medical Devices, and Trainings (since 2014)

10 years Head Inspectorate & Enforcement, Federal Office for Safety in Health Care, Austria,

Europe (2004-2014)

« Responsible as inspector, Areas of Expertise GMP, GLP, GCP, Blood and Tissues, Advanced
Therapies, Medical Devices, Hemo- and Tissue Vigilance, Quality Defects and Drug
Shortages, Pharmacovigilance, Narcotics (for OECD), Import of Medicines to Austria,
Enforcement, Specialty GCP inspections / audits around the world. Several hundred
inspections in the mentioned fields during these years, main areas Quality Management
Systems in Hospitals, functioning of Quality Assurance and Management Oversight,
companies, special areas under the mentioned laws and guidelines

o As head of Enforcement link to police and botrder police, speeches at congresses of the
WGEO, Working Group of European Enforcement Officers. EMA Expert (PHV and GCP),
Medical Devices, and PIC/S Executive Committee member.

o Several years in Industry, Clinical Liaison Managetr and Senior Medical Manager

o Clinical Trials Management, Project Management, Quality Assurance and Quality Control
for Clinical Development, Opinion Leader Contact Point

o Background: Medical Law (Lawyer), Veterinary Medicine: Dr. med. Vet, Master of Business
Administration, MBA, Master of Laws, LL.M, Master of Science, MSc, PharmaManagement,
ISO Quality Manager and Quality Auditor
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Senior Director, Biostatistics,
MSD R&D (China) Co, Ltd.



Dr. Guo currently is a Senior Director of MSD R&D China, head of the Asia-Pacific Statistic
Group of Merck Research Laboratories. Before joining Merck, Dr. Guo started his industrial
career with Sanofi in 2005 in Bridgewater, New Jersey. He was the lead statistician for Sanofi’s
bestselling drug Lantus.

Dr. Guo received his Ph.D. degree in Statistics from North Carolina State University. His
research interests focus on statistical inference in Multi-regional Clinical Trial, benefit risk
assessment, missing data analysis and adaptive design. Besides his industrial position, Dr. Guo
also holds adjunct teaching positions in Peking University and Beijing Normal University. Dr.
Guo is the chair of DIA China statistical community, a member of DIA Advisory Committee of
China, a member of China Clinical Trial Statistics Working Group (CCTS) and the secretary

general of Beijing Biometrics Association.
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Medical Affairs China Group I Director,
Clinical Development and Medical Affairs

Boehringer Ingelheim

Dr Zhi LI is Director, Medical Affairs group I with Boehringer Ingelheim China since 2015. He
was Medical Advisor, and St, Manager of Medical Affaits including MSL function with MSD
and Roche in China. He was trained as clinical physician and practiced clinical medicine for

more than 10-year with leading teaching hospital in China.
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Senior Statistician, Data Sciences & Analytics

Bayer Healthcare Company Limited

Jeannie is currently providing statistical supports in Bayer Healthcare Company; and has been
working in Biostatistics Department of MSD China for over 5 years. Jeannie has rich experience
in various therapeutic areas for different regions; and has worked on epidemiological studies
and clinical trials which were covering drug development stages from strategy planning to post-
marketing analysis. As a member of DIA Young Member Advisory Council (YMAC), Jeannie
has actively co-organized DIA Quantitative Science Forum (QSF) and DIA China Stats
Community seasonal Seminars working together with Experts in Statistical Community and
various pharmaceutical functions. Before entering pharmaceutical industry, Jeannie has gotten
the master degree in Epidemiology and Biostatistics from Capital Medical University, China;

then has been working as a post-graduate associate in School of Medicine, Yale University.

T
Senior Director, Medical Affair, MD

China Medical Affair-Women Health/Bone/Pain/MSS Franchise
Hangzhou MSD Pharmaceutical Co. Ltd

Knightley was awarded her Bachelor degree in clinical medicine and Master degree in
Ophthalmology, at Shanghai Jiao Tong University. She was attending Ophthalmologist at
Shanghai Renji Hospital for eight years, responsible for clinical research in eye care, whilst also
responsible for clinical education and surgery.

Knightley joined MSD China medical affair as Medical Advisor and has over twelve years of
industry experience, in all aspects of pharmaceutical medicine including the management of

company sponsored clinical trials, IITs, training and educational programs and product crisis
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management. She has a track record of success in roles of increasing responsibility, most
recently as Senior Medical Affair Director for MSD China. Here she led Bone/Pain/Women
Health and Medical Service Scientist Team over 30 staffs. She comes to us with a breadth of
experience across multiple therapeutic areas including osteoporosis, women health,

dermatology, ophthalmology, urology and pain.

LRI 2

MESE

it
SE IR e RALH AR 2 T 2B

HAZRRZEE L, RBRRBEEARARAAGEH, 1THERT VAR, BRI TR
WwEH2.  PAREXELZREEZMAICRO, H2MAEYSE. BOnE . TH 8. B it
NER o 2FRAYFEEHS (DIA) pERXBUNZ R ST G, & E R R 24
(CDMC) et W E ST astd Tk h S BRI £ R RS2 A

Bilst




YL T I 245 B A5 A7 R 2 W) 504 A B 8 A

P, Eireelt, JUBER R REER AP O ATt HEPES RS R R 2 55
B, b EERPF RS EREAE (COMC) bt B (hE) W& H OB R 55
M ARBERTN, FFETE LEZ G RE OMEEERE IR R . TSR E Zhhk s itk
Sy 24 2 W) NSl PRATE SE R AR W) S5 R A B B R B TR B AR Se R e R M R T A
WEoEle s SR E LA AR ZE A AL R 2 B2 e A B2 5T, A E N AN b2 it 40
R E AR

RMBEZRTFOIT L (L) AIRAF, B ERi 12

BAF I R A B8 . Beb T 2GR, Bt T Se it P AR IR 25 R BT, 200948 fin A\ Kg
SR

(M

SR PRAGHAS A 2 ) W PR AR 3 7 B B e

10



104 DA EAT 25 . EIR THS MEEZ) (PAREXEL International) bR 45 5 [ 25 2 FICRO,
HAAFERWSE FHASH [ R P -V i R 2256 LS EDC. CDMS R 43 fif FH 485

Fraliets
Theresa MULLIN

Office of Strategic Programs
FDA Center for Drug Evaluation and Research (CDER)

Dr. Mullin serves as Director of OSP, whose mission is to transform and modernize drug
regulatory operations, playing a lead role in a number of CDER’s strategic initiatives including
the human drugs international program, data standardization, business informatics, lean
management, development of benefit-risk and other decision support tools, program analysis,
and major user fee negotiations. Having led successful negotiations for the previous 3 cycles of
reauthorization, Dr. Mullin is currently serving as FDA’s lead negotiator for the 2017
reauthorization of the Prescription Drug User Fee Act (PDUFA), a program that currently
provides more than $800 million per year in fee funding for new drug review. She is also serving
as FDA’s lead negotiator for the 2017 reauthorization of the Biosimilar User Fee Act (BsUFA).
Drt. Mullin leads the FDA Patient Focused Drug Development Initiative, an effort begun in
2012 to better incorporate the patient’s voice in drug development. She also heads the FDA
delegation to the International Council on Harmonization, the primary venue for international
harmonization of drug regulatory standards. Before joining CDER in September 2007, Dr.
Mullin was Assistant Commissioner for Planning in the FDA Office of Commissioner, where
she served as Director of the Office of Planning.

Since joining FDA Dr. Mullin has received numerous awards including the Senior Executive
Service Presidential Rank Award for Distinguished Setrvice in 2011, and the Presidential Rank
Award for Meritorious Service in 2006. In addition, she has recently been named as one of the
2016/2017 recipients of the US Food and Drug Law Institute’s Distinguished Service &
Leadership Award. Before joining FDA, Dr. Mullin was a Senior Manager with The Lewin
Group, specializing in health care consulting, and prior to that, Principal Scientist at Decision
Science Consortium, specializing in decision research and analysis. Dr. Mullin received her B.A.,
magna cum laude, in Economics from Boston College, and Ph.D. in Public Policy Analysis from

Carnegie-Mellon University.
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Director, Office of International Programs, Pharmaceuticals and Medical Devices Agency
(PMDA)

Mr. Naoyuki Yasuda is currently Office Director, Office of International Programs in
Pharmaceuticals and Medical Devices Agency (PMDA), Japan. He took his position from July
2015. He works as representative of most of the multilateral meetings on pharmaceuticals and
medical devices including one of the Japanese representatives of Assembly and the
Management Committee of ICH.

He graduated from Osaka University, Faculty of Pharmaceutical Sciences in 1991 and joined
Ministry of Health and Welfare (former Ministry of Health, Labour and Welfare (MHLW)). His
career includes chemical safety assessment work as OECD Secretariat in 1998, Medical devices
evaluation policy in MHLW in 2003, Narcotics and Psychotropic Substance control as First
Secretary, Permanent mission of Japan to the international organizations in Vienna in 2005,
Blood and Blood Product supply as Planning Director for Blood and Blood Products in 2010,
and the international pharmaceuticals and medical devices policy in MHLW as International
Planning Director in 2011, and GLP/GCP/GPSP compliance as Office Director, Office of Non-
Clinical and Clinical Compliance, PMDA.
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PhD
Vice President, Oncology Clinical Development Department, Daiichi Sankyo Co., LTD, Janpan

Vice Chairman, ICH Committee, Japan Pharmaceutical Manufacturers Association (JPMA)

Dr. Saito received his Ph.D. from Chiba University in Japan.

He has been working legacy Sankyo and Daiichi Sankyo for almost 30 years.

At first, he was the member of Research division, focusing on Drug Delivery System and Drug
Eluted Stent. He got Ph.D. degree based on the research of “diffusion mechanism of
Prostacycline from Silicon coated Stent”.

After that, he moved to clinical strategic team and became team leader of anti-hypertensive
agents named Olmesartan in Japan from 1997 to 2005. He experienced global development
with US/EU colleagues. From 2006, he also had the responsibility for Asian development
section and became senior vice director to register Olmesartan in the rest of world (Asia, South
and central America and Saudi Arabia etc.). From 2012, he became vice president of new drug
regulatory affairs Department in Japan and co-chairman of Global Regulatory Affairs
Committee.

From 2016, he has become vice president of oncology clinical development in Japan.
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He has been the core member of DIA advisory Committee in Japan from 2000. He had been
Chairman of DIA Asian Workshop in Japan for 5 years. He got DIA outstanding award in
2007. He is now member of DIA advisory Committee of Japan in 2015.

He has been JPMA rep. of ICH steering Committee and chairperson of ICH project committee
in JPMA from 2012 to 2016. Now He is Vice chairperson of this committee in JPMA.

Vibeke BJERREGAARD

Senior Regulatory Affairs Manager, Novo Nordisk A/S

Vibeke managed Regulatory Affairs functions in industry head quarter functions since 1980 and
join Novo Nordisk A/S in 1988.

Vibeke has a Master of Science and diploma in biological sciences from Copenhagen University
and a diploma in business administration from the Copenhagen Business School.

Vibeke Bjerregaard works with international regulatory science, new development projects as
well as lifecycle management. Her responsibilities involved Novo Nordisk” diabetes and growth
hormone treatments and include project — and lifecycle planning to ensure the company’s
authorisations on a global basis. Vibeke Bjerregaard is engaged in external affairs activities,
involving strategic discussions focusing on legal and medical aspects.

Vibeke has chaired and joined taskforces, courses and conferences on GCP requirements,
therapeutic guidelines and regulatoty science.

Vibeke joined the ICH E 17 expert working group, when it was established of the ICH meeting
in June 2014, and attended the first Face to Face with the expert working group in December
2014.

This is Vibeke’s first experience as member of an ICH expert working group. She has follow the
ICH development of guideline and ongoing discussion since the first ICH conference in 1990 in

Brussels, and joined a few ICH international conferences since then.
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Wassim NASHABEH

Ph.D., Vice President, Technical Regulatory Policy & International Operations; F. Hoffmann-
La Roche, Basel, Switzerland

Dr Wassim Nashabeh received his Ph.D. in Analytical Chemistry from Oklahoma State
University in 1993, and his post-doctoral fellowship from “Barnett Institute of Chemical and
Biological Analysis” at Northeastern University where he developed new approaches for the
separation of closely related recombinant protein variants. Thereafter, he joined PerSeptive
Biosystems as a Senior Scientist from 1994-1996, where he co-developed new schemes for
antibody modification with fluorescent and enzymatic labels for use in micro-fabricated chips
based immunoassays.

In 1996, Dr Wassim Nashabeh joined Genentech (A member of the Roche Group) as a Scientist
and had since held several positions of increasing responsibilities including Associate Director,
Methods validation group, Director Quality Control Clinical Development, Director in the
CMC Regulatory Affairs Group, St. Director of CMC Policy & Strategy, Global Head, Technical
Regulatory Policy & Strategy for the Roche Pharma Medicines Group and most recently as Vice
President, Technical Regulatory Policy and International Operations.  His current primaty
responsibilities include the development of global innovative regulatory strategies, as well as
the development of key positions on a variety of subjects of significant impact to Pharma
Technical Operations, and management of Roche CMC regulatory global international
operations. Dr Nashabeh chairs the Pharma External Interactions Steering Committee with
responsibility for the oversight of all external outreach activities with global health authotities,

industry associations and scientific organizations on technical matters.
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Dr Nashabeh is the author/co-author of over 30 scientific publications, reviews and patents in
the field of separation science and biotechnology. Wassim is a member of the Expert Working
Group for the International Committee on Harmonization representing the BIO organization
on Quality topics (Q11,Q3D and Q12). Wassim is also the Vice-President and member of the
Board of Directors of CASSS (an International Separation Science Society), co-founder and
chair of the “International Symposium of CE in the pharmaceutical and Biotechnology
Industries”, Chair of the CMC strategy forum conference series Global Advisory Committee, co-
founder of the CMC Forum Europe Conference Series and founder of the CMC Forum Japan
series. Dr Nashabeh has co-chaired several biotechnology forums and events that focused on a
variety of CMC related issues over the last 10 years including “Lifecycle approach of Setting
Product Specifications”, “Changing paradigms for process validation”, “Design of Stability

Studies”, “Quality by Design for Biotechnology Products” and “Comparability for Biotech

Products”.
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Kerry L BLANCHARD

Ph.D., M.D.

St. VP — China Drug Development and External Innovation
Eli Lilly & Company

Lilly China

Dr. Blanchard is responsible for development of medicines in Lilly China, the delivery of
innovation across all therapeutic areas, and the execution of the external drug development
portfolio. He also works closely with Lilly Asia Ventures to help expand the China innovation
ecosystem. His interests include discovering and developing medicines and the application of
translational research principles to drug discovery. He is a co-founder and a member of the
Board of Directors of the Asian Cancer Research Group, a not-for-profit company focused on
the generation and dissemination of genetic and clinical data on cancers of importance in Asia.
Dr. Blanchard received a BS degree in chemistry in 1977, a PhD in Biochemistry in 1982, and an
MD in 1985 from Indiana University. He completed a residency in Internal Medicine and
fellowships in Hematology and Medical Oncology at the Brigham and Women’s Hospital, the
Dana Farber Cancer Center, and Harvard Medical School in 1990. Dr. Blanchard was a Damon
Runyon Fellow and a Fellow of the American Cancer Society. Prior to coming to Eli Lilly and
Company in 2000, he was a tenured Professor of Medicine and Biochemistry & Molecular
Biology at Louisiana State University Health Sciences Center in Shreveport, LA. He has had
multiple roles in Lilly Research Laboratories including Senior Clinical Research Physician in
Program Phase Oncology, Chief Scientific Officer Cancer Discovery, Executive Director of
Cancer Discovery & Lilly Systems Biology-Singapore, & Chief Operating Officer/Vice-President
of Discovery Research and Vice-President of Integrative Biology, and Vice-President of
Tailored Therapeutics. He is a member of the board for Lilly China, Zymeworks INC and
Confucius Institute in Indianapolis; and he is a member of the scientific advisory board for
CBmed GmbH in Graz, Austria.
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Theresa MULLIN

Office of Strategic Programs
FDA Center for Drug Evaluation and Research (CDER)

Dr. Mullin serves as Director of OSP, whose mission is to transform and modernize drug
regulatory operations, playing a lead role in a number of CDER’s strategic initiatives including
the human drugs international program, data standardization, business informatics, lean
management, development of benefit-risk and other decision support tools, program analysis,
and major user fee negotiations. Having led successful negotiations for the previous 3 cycles of
reauthorization, Dr. Mullin is currently serving as FDA’s lead negotiator for the 2017
reauthorization of the Prescription Drug User Fee Act (PDUFA), a program that currently
provides more than $800 million per year in fee funding for new drug review. She is also serving
as FDA’s lead negotiator for the 2017 reauthorization of the Biosimilar User Fee Act (BsUFA).
Dr. Mullin leads the FDA Patient Focused Drug Development Initiative, an effort begun in
2012 to better incorporate the patient’s voice in drug development. She also heads the FDA
delegation to the International Council on Harmonization, the primary venue for international
harmonization of drug regulatory standards. Before joining CDER in September 2007, Dr.
Mullin was Assistant Commissioner for Planning in the FDA Office of Commissioner, whete
she served as Director of the Office of Planning.

Since joining FDA Dr. Mullin has received numerous awards including the Senior Executive
Service Presidential Rank Award for Distinguished Service in 2011, and the Presidential Rank
Award for Meritorious Service in 2006. In addition, she has recently been named as one of the
2016/2017 recipients of the US Food and Drug Law Institute’s Distinguished Service &
Leadership Award. Before joining FDA, Dr. Mullin was a Senior Manager with The Lewin
Group, specializing in health care consulting, and prior to that, Principal Scientist at Decision
Science Consortium, specializing in decision research and analysis. Dr. Mullin received her B.A.,
magna cum laude, in Economics from Boston College, and Ph.D. in Public Policy Analysis from

Carnegie-Mellon University.

L R
4341 0101
Edward COX

Drt. Edward Cox is Director of the Office of Antimicrobial Products, where he has served since
2007. As Director for the Office of Antimicrobial Products, Dr. Cox oversees the treview,

approval and safety of antimicrobial (antibacterial, antiviral, antifungal, and antiparasitic)
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drugs, ophthalmic drugs, and immunosuppressive agents for patients who have received solid
organ transplants. Dr. Cox has worked extensively on the science and design of clinical trials
for evaluating antimicrobial drugs.

Dr. Cox received his M.D. from the University of North Carolina School of Medicine. He
completed an internship and residency in Internal Medicine at the Hospital of the University of
Pennsylvania and an Infectious Disease fellowship at the National Institute of Allergy and
Infectious Diseases of the National Institutes of Health. He also holds a Masters of Public
Health Degree from the Johns Hopkins School of Hygiene and Public Health. He joined FDA
in 1998.

Adam HACKER

Adam Hacker has twenty years of regulatory experience and has worked at Janssen
Pharmaceuticals (a Johnson & Johnson company) since 2008 and was appointed Vice President
and Head of Vaccines and subsequently head of Scientific Innovation Projects for the Global
Regulatory Affairs (GRA) organization in June 2015.

Adam is responsible for coordinating regulatory activities for all disease interception related
projects and establishing policy positions and working closely with the Janssen Disease
Interception Accelerator.

Adam has a PhD in developmental molecular biology from the National Institute of Medical
Research, Mill Hill, London.

BAZhHE

Dr. Jinjie Hu is the International Network Committee chair of the FDA Alumni Association
and a senior consultant working at Biologics Consulting Group. She has almost 12 years of
experience with the Food and Drug Administration, Center for Biologic Research and Review.
She was a senior expert regulatory/scientific reviewer for multiple analytes In Vitro Diagnostic
Devices (IVD) products. She lead and chaired many review committees for 510 (k), IDE, PMA,
IND and BLA. Dr. Hu’s responsibility included reviewing CMC, analytical and clinical study
data, and labeling. She also has extensive expetrience working within the Center offices and
other Centers of the FDA in reviewing companion diagnostic products, combination products,
and applications for Clinical Laboratory Improvement Amendments (CLIA) waivers. As a
trained manufacturer facility reviewer and CGMP inspector, she performed many pre-approval
inspections of IVD manufacturing facilities. She also served CBER education planning
committee and an instructor for CBER’s Medical Device Training course for 4 years
(2009-2012). She has been serving as scientific advisor, dossier reviewer and manufacturer

facility inspector for the In Vitro Diagnostic Pre-Qualification Program at WHO since 2009. As
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the chair for the International Network Committee of the FDA Alumni Association, she
provides leadership to collaborate with developing and emerging regulatory agencies for

regulatory capacity building and training.

Jinjie received her B.S. in Cell Biology from Beijing Normal University and her Ph.D. in
Comparative Pathology from University of California, Davis, followed by postdoctoral

fellowship at National Institute of Allergy and Infectious Diseases at the NIH.
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Florence HOUN

Dr. Florence Houn is VP for Global Regulatory Science at Celgene Corporation. She is also a
consultant to industry and health authorities regarding drug development programs and
regulatory capacity building. She was Vice President, Global Regulatory Policy, Intelligence
and Strategy from 2008-2015 at Celgene. Prior to this, she served 15 years in the US Food and
Drug Administration (US FDA) as Division Director, Deputy Office Director and Office
Director. In recognition of her contributions to public health, Dr. Houn received the US
Department of Health and Human Services’ (DHHS) Career Achievement Award in January
2009. In 2014, she received the FDA Distinguished Alumni Award from Commissioner
Margaret Hamburg for contributions to global regulatory capacity building.

Prior to joining government, she served four years in the National Health Service Corps in a
manpower health shortage area in Baltimore.

Dr. Houn was the founding co-chair of the FDA Alumni Association’s (FDAAA) International
Network (FDAAAIN) and is a member of the FDAAA Board of Directors since 2012. She is a
member of the Centers for Medicare and Medicaid Services (CMS) Medicare Evidence
Development and Coverage Advisory Committee (MEDCAC), January 2017 to 2019. She served
on the PDUFA V negotiating team representing the Biotechnology Industry Organization
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(BIO) with FDA in 2010-2011. She serves on the Asia Pacific Economic Cooperation (APEC)
Harmonization Center’s Advisory Board (2013 to now) and is on the Board of Directors for the
International Partnership for Microbicides (IPMglobal.otg) (2016-now).

Dr. Houn received her Bachelor of Arts degree from Harvard University and her medical degree
from the Albert Einstein College of Medicine. She completed her Cancer Prevention and
Control Fellowship at the National Cancer Institute and obtained her MPH from the Johns
Hopkins School of Hygiene and Public Health. She attended the Johns Hopkins Breast and

Ovarian Surveillance Service as an Instructor in Oncology.
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Drt. Wang was born and raised in Nanjing, China. She obtained a BS degree from Nanjing
University and a PhD in Chemistry from the University of Michigan in Ann Arbor, MI. She
started her pharmaceutical career in 1998 by joining Bayer Pharmaceutical in the US. She led
research project teams in metabolic diseases and oncology before transitioning into regulatory
affairs.

Dr. Wang was a Global Regulatory Strategist at Bayer and then a Global Regulatory Team
Leader at Bristol-Myets Squibb in the US. In 2010, she returned to Bayer US and held the
position of Director and Senior Global Regulatory Strategist to ovetsee the integration of Asian
regulatory strategies into global strategy for Therapeutic Area Specialty Medicine. From 2011 to
2014, Dr. Wang was Vice President, Head of Global Regulatory Affairs, Region Asia Pacific
and was based in Singapore. From 2014-2016, she was Vice President, Head of Global
Regulatory Affairs, Therapeutic Area General Medicine and was based in Berlin, Germany. In
2017, Dr. Wang became an independent consultant. Dr. Wang has a track record of successful
global submissions and registrations, and interactions with US FDA, EMA, and other national
authorities on diverse topics. Her therapeutic and technical knowledge and expertise range
from small molecules to biologics, in the areas of oncology, hematology, metabolic disorders,
cardiovascular, anti-infective, kidney diseases, women’s health, rare diseases and medical
device. She is excited and inspired by scientific innovations in healthcare, and is eager to

support the advancement of these innovations to benefit people in need.

Mark GOLDBERGER

Dr. Goldberger received his MD degree from the Columbia University College of Physicians
and Surgeons in New Yotk and his MPH from George Washington University in Washington,
DC. He completed his postgraduate training at the Presbyterian Hospital in New York and the
Centers for Disease Control (CDC) in Atlanta. He is board certified in internal medicine and
infectious disease and is a fellow of the Infectious Diseases Society of America. Dr. Goldberger
was on the faculty of Columbia University for nine years.

Dr. Goldberger joined the Food and Drug Administration in 1989. At FDA he served as
primary reviewer, medical team leader, Director of the Division of Special Pathogen and
Immunologic Drug Products and Director of the Office of Antimicrobial Products within the
Center for Drug Evaluation and Research (CDER) of the Food and Drug Administration
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(FDA). In addition to these positions he coordinated drug shortage activities within the CDER
from 1990 -~ 2006. Dr. Goldberger also was the FDA lead in an assessment of the readiness of
the Pharmaceutical Industry for Y2K. In 2000 he spent 8 months as acting Associate Center
Director for Quality Assurance in CDER during which time he developed the concept of the
Regulatory Briefing. In 2003-"2004 he was Acting Deputy Center Director of CDER. In 2006 he
became Medical Director for Emerging and Pandemic Threat Preparedness within the Center
for Biologics Evaluation and Research (CBER) of the Food and Drug Administration.

In October 2007 he joined Abbott as Divisional Vice President — Regulatory Policy and
Intelligence. In this role he was involved in multiple areas of both product and policy
development. He continued in this position when AbbVie separated from Abbott until May
2013 when he became VP Regulatory Affairs and Senior Advisor. In this position he provided
regulatory and scientific input both into multiple development programs and in the preparation
of marketing applications. In September 2014 he retired from AbbVie and opened his own
consulting practice as Mark Goldberger MD MPH LILC.

While at Abbott and AbbVie he participated in PhARMA and efpia working groups on antibiotic
resistance and twice presented on this subject to the European Medicines Agency as well as to
the FDA. As a member of the FDA Alumni Association he has participated in several training
sessions for staff from CDE/CFDA as well as for CDE/TFDA. He has presented multiple
times at DIA China as well as at APEC 2012 and 2016 in Taiwan.

434237 0107

LU

FpERE (BE) BOARA R RSEM L POEE, O REAYEE S TR O
TRBT I 5

R R TERHZRL R 22 AR

31



WAL E R R 2RI B8 i 2 i B R 24 e BT O S PR RR R BRSPS
HIF R, SRR

KN FZYIEL . 25 IEME B EAMGERIITIE . BRI BB, DU TAE.
CPEFRARE> « CGPEGRAHZZREY o PRy o <HRAWEIER> RERZE.

Lane CHRISTENSEN

Assistant Country Director, FDA China Office

Dr. Lane Christensen is an Assistant Country Director of the China Office in the Office of
International Programs (OIP) at the US Food and Drug Administration (FDA) whete he serves
as the International Program and Policy Analyst (IPPA) for Drugs. Before joining the FDA
China Office, he was a Branch Chief in the Office of Process and Facilities (OPF), in the Office
of Pharmaceutical Quality (OPQ), CDER, FDA which is tasked with the review of
manufacturing process and established facility inspections for abbreviated and new drug
applications (A/NDAs).

Previously he was with the Office of Generic Drugs (OGD) as a Team Leader in a review
division and as a Chemist with the Immediate Office having various responsibilities related to
Chemistry Manufacturing Control activities such as ANDA review, Control Correspondences,
Citizen Petitions, and policy development. Lane was extensively involved in various initiatives
related to OPQ reorganization and new user fee implementation under GDUFA including the
lead for hiring efforts and involvement with risk-based review efforts. He received his Ph.D. in
Pharmaceutics and Pharmaceutical Chemistry from the University of Utah followed by a post-
doctoral fellowship within the pharmaceutical industry. Lane began his FDA career with the
CDRH Office of Compliance.
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Dr. Andrew Chang has more than twenty years of experience in the development, regulation
and quality of biologics and pharmaceuticals. At his current capacity as a Vice President,
Quality and Regulatory Compliance, Product Supply Quality, Novo Nordisk, he is responsible
for providing strategic advice and solutions for quality and regulatory related issues and expert
support to inspection preparation. Since 2013, Andrew has represented Novo Nordisk at the
Global Quality and Manufacturing Committee, PARMA to advocate patient and industry’s
interests by developing position papers and participating liaison meetings with the FDA. He is
also a member of PhARMA’s ICH Coordinating Work Group, and representing PARMA as an
expert to ICH Q12 Expert Working Group for developing guideline on Pharmaceutical
Products Lifecycle Management.

Prior to Novo Nordisk, Andrew served more than eleven years at US FDA, most recently as an
Associate Director for Policy and Regulation, Acting Deputy Director and Senior Regulatory
Scientist in the Division of Hematology, Center for Biologics Evaluation and Research (CBER).
During his tenure, Andrew received numerus high level FDA awatds for his exceptional and
outstanding performance on regulatory review and management, GMP inspection, and policy
development. These include, but are not limited to FDA Commissionet's Special Citation for
successfully completing FDA’s initiative on product quality regulation and CBER’s Public
Health Achievement Award for outstanding regulatory review performance that resulted in
averting a crisis in product availability. In 2002, the FDA recognized Andrew as the FDA
regulatory expert in the regulation of new and novel recombinant products as well as
naturally - derived biological products. Andrew’s formal scientific training includes post -
doctor in immunology from the National Institutes of Health, Ph.D. in Biochemistry from the
State University of New York, and B.S. in Pharmaceutical Chemistry from the China
Pharmaceutical University. He has published numerus peer reviewed scientific papers in JAMA,
J.Exp.Med., Blood, J.Immunol., Dev. Immunol. Thromb Haemost., Haemophilia,
Pharmaceutical Engineering etc., and has been a frequent speaker at national and

international conferences.
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Section Chief, Division of Medicinal Products, Taiwan Food and Drug Administration

Ms. Chyn-Liang (Cindy) Huang has been serving as the Section Chief of Division of Medicinal
Products of Taiwan Food and Drug Administration (TFDA) of the Ministry of Health and
Welfare since 2015. Her primary duties are to supervise the affairs of international cooperation,
pharmaceutical care, etc. Prior to joining Medicinal Products Division, she worked as Chief
Inspector of the GMP Inspectorate of Division of Risk Management, TFDA.

In recent years, she was invited as a speaker to present in several international conferences,
such as 2013 Joint Conference of Taiwan-Japan on Medical Products Regulation, 2015 Asia
Regulatory Conference, 2015 DIA Risk-based inspection and compliance section, 2015 APEC
LSIF Training Program on Global Medical Product Integrity and Supply Chain Security-
detection technology working group and GMP working group, and 2016 FAPA Congress. In
addition, she attended meetings of international harmonization initiatives, such as ICH and
APEC LSIF-RHSC, and successfully leads the organization of the 3rd PIC/S GDP Expert Circle
and the International Good Submission Practice Workshop on Pharmaceuticals in 2015, and

the APEC Good Registration Management Center of Excellence Pilot Workshop in 2016.
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Shinji HATAKEYAMA

Director
Asia Regulatory Affairs, Japan/Asia Regulatory & Asia Clinical Operations Department, GRA
CFU, Medicine Development Center, Eisai Co., Ltd., Japan

Education

2002

Ph.D. of Medical Sciences, University of Tsukuba, Japan

1990

Master of Pharmaceutical Sciences, Toyama Medical and Pharmaceutical University, Japan
1988

Pharmacist and Bachelor of Pharmaceutical Sciences, Toyama Medical and Pharmaceutical

University, Japan

Work Experiences

2012 -
Asia Regulatory Affairs, Eisai Co., Ltd., Japan
2005 - 2012

Project Management, Planning & Coordination for Medicine Development (CMC, Nonclinical
& Clinical), Eisai Co., Ltd., Japan

1991 - 2005

Discovery Research in Neuroscience Area (Biology & Pharmacology), Eisai Co., Ltd., Japan

Membetrship

2014 -

Asia Partnership Conference of Pharmaceutical Associations, Regulations and Approvals
Expert Working Group (APAC, RA-EWG)

iz

Associate Director, Regulatory
Roche Pharma Product Development
Roche (China) Holding Ltd.

Ms. Huihua PU is the Associate Director of Regulatory Affairs, Roche (China) Holding Ltd. She

has served for 6 years in Roche Pharma Product Development from 2011.
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Ms. Pu had over 15 years’ experience of Regulatory and R&D in Pharmaceutical industries.
Ms. Pu earned her Master of Public Health and Bachelor of Pharmaceutical Science from

Health Science Center of Peking University.
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Peter SCHIEMANN

Peter Schiemann, PhD, MBA, is a renowned expert in R&D Strategy, Clinical Development,
Risk-, Quality- and Project Management.

He is Managing Partner at Widler & Schiemann Ltd, a consulting firm focusing on all aspects
of clinical development from Protocol Quality by Design to Study set-up, Project Management
and Risk-based oversight of Clinical Trials such as Risk-based Monitoring. Before founding
Widler & Schiemann Ltd., he worked at Roche in several functions, at PricewaterhouseCoopets
in R&D Strategy Consulting and in Academic Research (Endocrinology).

Dr. Schiemann is member of EFGCP (European Forum for Good Clinical Practice) and their
working parties “Patient’s roadmap to Treatment” and “Medical Technology” and RQA (The

Research Quality Association).

Alexander HONEL

Quality By Experts, The Inspectors Network. Consulting and Training Services

o Audits in GCP, GMP, GLP, Blood, Tissue and Medical Devices, and Trainings (since 2014)

10 years Head Inspectorate & Enforcement, Federal Office for Safety in Health Care, Austria,

Europe (2004-2014)

« Responsible as inspector, Areas of Expertise GMP, GLP, GCP, Blood and Tissues, Advanced
Therapies, Medical Devices, Hemo- and Tissue Vigilance, Quality Defects and Drug
Shortages, Pharmacovigilance, Narcotics (for OECD), Import of Medicines to Austria,
Enforcement, Specialty GCP inspections / audits around the world. Several hundred
inspections in the mentioned fields during these years, main areas Quality Management
Systems in Hospitals, functioning of Quality Assurance and Management Oversight,
companies, special areas under the mentioned laws and guidelines

o As head of Enforcement link to police and botrder police, speeches at congresses of the
WGEO, Working Group of European Enforcement Officers. EMA Expert (PHV and GCP),
Medical Devices, and PIC/S Executive Committee member.

« Several years in Industry, Clinical Liaison Managetr and Senior Medical Manager
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o Clinical Trials Management, Project Management, Quality Assurance and Quality Control
for Clinical Development, Opinion Leader Contact Point

o Background: Medical Law (Lawyer), Veterinary Medicine: Dr. med. Vet, Master of Business
Administration, MBA, Master of Laws, LL.M, Master of Science, MSc, PharmaManagement,
ISO Quality Manager and Quality Auditor
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Rui Chen is Team leader of CTOM (Clinical Ttrial Operations Managers) in Sanofi based in BJ
with successful experience in leading APAC and global diabetes studies in Sanofi. Rui was
trained as Risk management champion in Sanofi for APAC region to provide study risk
management training and help study team to develop study specific risk management plan.

From 2014, Rui had delivered 7 study risk management workshops in this region.
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Eric HERBEL

Eric S. Hetbel is President, Integrated Clinical Systems, Inc. He is principal architect of
Integrated Review™ and a developer on the JReview® product. Before forming Integrated
Clinical Systems, Inc. in 1994, he was with Hoechst Roussel Pharmaceuticals (which is now
sanofi) for 17 years, responsible for Clinical Systems — supporting clinical research in the areas
of data management, in-house systems development, and SAS programming in support of
regulatory submissions. During that period, he was directly involved in systems development in
support of clinical research activities. Etic holds a BS and MS from Rutgers University in

physiology and nutrition research, with extensive graduate work in computer science.
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Xian-Ping Lu, Ph.D., CEO & CSO, Chipscreen Biosciences Ltd., Shenzhen, China

44



Dr. Xian-Ping Lu founded Chipscreen Biosciences, the leading drug discovery and development
company in China focusing on innovative small molecular therapeutics, 13 years ago with a
group of US-trained professionals. Previously he was Director of Research at Galderma R&D
(subsidiary of I.’Oreal and Nestle) in Princeton until 2000, the year he became visiting professor
at China’s State Key Laboratory for Biomembrane and Membrane Biotechnology in Tsinghua
University. He also participated in founding Galderma Research Inc. and Maxia
Pharmaceuticals.

Dr. Lu came to the US in 1989 for postgraduate fellowship study at the Department of
Pharmacology, University of California in San Diego, followed by research at La Jolla Cancer
Research Foundation (Burnham Institute). He obtained his Ph.D. in Molecular Biology and
M.S. in Biochemistry from Peking Union Medical College, Chinese Academy of Medical
Sciences, and his B.S. degree in Biochemistry from Sichuan University.

With over 20 years of biomedical research and biotech/pharmaceutical experiences in various
therapeutic areas, Dr. Lu is a skilled leader of diverse groups in global operating settings. He
has published more than 60 peer-reviewed papers in prestigious journals including Nature and

Science. He is the lead inventor of over 60 patented inventions in areas of small molecule

therapeutics.

WIFAL, Bl T RIIT R A2 R ARG o B2 e _E i 25 Wit ST L B e SR BB HU I Kb
ANHEH LRI KEBIE, G R AR SMerck SR H O H 5, A
FUTMB LAY R TAE. BE)E, SeRERMAARBEELS NS, G L LER Lo
T, HARK ElAYotk fOoRl S, 2B RECMCI A = FALFE F iz E £5. N
TAETRHR S ELG AR A RS G WSIZE B, Wi H B L i g 546 TAE
RAFARRICOGT . AR r L A ST & B LR3I, A 1SAE A M 2501 L el . #42%
6Y7 SUBAHTHL L LURIE ML, BRI .

45



LA &

RS, Wt BREEHETRM, HRBEEEFEDBEAARAREFRBELSLH, ERTA
TR E K

19924 R TR T L TAEYZE R . 19954E - Hall T b B & Sh 2 AR e 7
200347 - Bl TG BRBE 1 ZER B E . 2003-2008 F A LR A B ABe AT T L JE ot  Jiinl
T R R AR N BB AT S B R R AL A SE AR 5. 2008857 v B3R
(Biocytogen) J&RIAYHARA R Ao 28 F 1 ZM BEIE R BRI IT 4 FURtR A ™ B
B B A T 2 R R 55

e W LSRN AR TR "ER T AR BHEAEE A A EAAT 2 E T
RHE TARE 45

434237 0402

X e

Dr. George Liu is the Head of Early Development at Harbour BioMed (HBM). Before joining
HBM, he was Director of Clinical Pharmacology for Novartis Oncology, where he was
responsible for all aspects of clinical pharmacology for oncology product development in
China. Prior to joining Novartis, Dr. Liu worked at Sanofi, GSK, and Guilford Pharmaceuticals
where he held positions with increasing responsibilities for both nonclinical and clinical
pharmacokinetics and contributed to the discovery and/or development, including regulatory
approval, of Lusedra®, Insuman, Mozobil, LEE011, LDK378, and L.CI699.

Dr. Liu obtained his BS in Biology from Nanjing University in 1990 and PhD in Medicinal
Chemistry and Molecular Pharmacology from the School of Pharmacy and Pharmaceutical

Sciences of Purdue University in 1999.

Mithat Gonen

Dr. Gonen has been at MSK since 1999 and he has been serving as the Chief of Biostatistics
Service since 2015. His translational and clinical collaborations focus on genomic profiling of
hematologic malignancies, surgical treatment of gastrointestinal and hepatobiliary cancers and
development and evaluation of novel molecular imaging technologies. Most of Dr Goénen’s
methodological research originates from these collaborations, including building, assessing and
comparing prognostic and predictive models; desigh and analysis of clinical trials and imaging
studies; as well as Bayesian methods. He was the principal investigator of a 2012 Geoffrey
Beene Grant Award on Integrated Genetic Profiling to Predict Response to Therapy in Acute

Myeloid Leukemia, a recent awardee of the Foundation for NIH to study alternative response
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metrics in cancer clinical trials and the author of a book on the use of receiver operating
characteristic (ROC) curves using SAS®.

Dr. Gonen setved a co-director of the AACR/ASCO Vail Workshop on Methods in Clinical
Cancer Research from 2011 to 2013 and a member of ASCO’s Cancer Research Committee
from 2012 to 2014. He has been serving the Society for Clinical Ttrials in various roles: Program
Chair for the 2012 Annual Meeting, deputy editor of Clinical Trials: Journal of the Society for
Clinical Trials and member of the board of directors. Dr. Gonen is a fellow the American
Statistical Association (ASA) and is an associate editor of Statistics in Biopharmaceutical
Research, an ASA journal. He served the International Biometric Society as the Program Chair
for its North America (ENAR) meeting in 2015.
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Dr. JIANJUN( Jessie Zou) was trained by medical oncology in China and got her medical
doctor degree in the second military medical university. She had been working in the level 3 A
hospital as a medical oncologist for 10 years from 1995 - 2005. Then she joined Bayer
Healthcare pharmaceutical company in China. She had been leading the clinical development
programs of Sorafenib in China as the clinical trial physician, head of oncology therapeutic
team in Bayer China. Then she moved to NJ, USA and worked as the global medical lead of
Xofigo in the global medical affairs team in BayerhealtherCare Headquarter. In 2012, she
moved back to China as the director, head of the medical department in Celgene China.
Starting from Oct 2015, she has been the Vice president, Clinical Research and Development -
Oncology in JIANGSU HENGRUI MEDICINE, CO. LTD.

Recognized Leader Who Developed and Led Successful Global and Regional Biometrics
Organizations within Leading Pharmaceutical & Biotech

Twenty four years’ of hands-on leadership and experience in all phases of drug development.
Seventeen vyears’ building and leading best-in-class global and regional biometrics
organizations supporting all aspects of drug development and worldwide registrations.
Demonstrated leadership and performance excellence by proactively collaborating with all key
stakeholders to ensure alignment and outstanding results.

Select Highlights:
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Created and executed compelling vision and strategy for multiple statistical organizations
across big and Biotech. Built high performing teams (up to 100 people globally) by creating
synergy among different locations and collaborating with all internal and external stakeholders.
Established and implemented best practices and set company benchmarks to ensure quality
statistical design, analyses, and data interpretation.

Consistently recognized by upper management for developing and energizing teams, driving for
innovation, making change happen, and attracting and retaining top talent.

Drug Development Expertise / Strategy & Execution /Innovative/ Well Connected with
Thought Leaders /Committed to Excellence / Team Leadership & Development
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Forrest ANTHONY
|

Senior Ditrector

Head - Oncology Center of Excellence - North America
QuintilesIMS.

Dr. Anthony has more than 25 years’ experience in the biopharmaceutical industry. He
conducts early engagement with innovative immuno-oncology companies, offering
QuintilesIMS resources and insights for global oncology clinical development projects.
Previously a biotech entrepreneur, he founded several companies, serving as CEO, CMO, or VP
of oncology clinical development. He was the CEO and founder of Quality Biotech Inc, a
contract biosafety testing lab for biotherapeutics, and created affiliated companies in Glasgow
and Belgium. He was on the founding Executive Committee of the Biotechnology Industry

Organization (BIO) trade association Board after serving as President (1991-92) of the
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Association of Biotechnology Companies (ABC) one of the two precutrsor trade associations
that merged to form BIO. He started his career as a researcher at ] & J and Rorer Group (how
Sanofi). Education: BA from Dartmouth College, MS from Dartmouth Medical School, MD
from Oregon Health Sciences University, PhD in Biomedical Engineering from University of

Virginia.
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Dr. Jinjie Hu is the International Network Committee chair of the FDA Alumni Association
and a senior consultant working at Biologics Consulting Group. She has almost 12 years of
experience with the Food and Drug Administration, Center for Biologic Research and Review.
She was a senior expert regulatory/scientific reviewer for multiple analytes In Vitro Diagnostic
Devices (IVD) products. She lead and chaired many review committees for 510 (k), IDE, PMA,
IND and BLA. Dr. Hu’s responsibility included reviewing CMC, analytical and clinical study
data, and labeling. She also has extensive expetience working within the Center offices and
other Centers of the FDA in reviewing companion diagnostic products, combination products,
and applications for Clinical Laboratory Improvement Amendments (CLIA) waivers. As a
trained manufacturer facility reviewer and CGMP inspector, she performed many pre-approval
inspections of IVD manufacturing facilities. She also served CBER education planning
committee and an instructor for CBER’s Medical Device Training course for 4 years
(2009-2012). She has been serving as scientific advisor, dossier reviewer and manufacturer
facility inspector for the In Vitro Diagnostic Pre-Qualification Program at WHO since 2009. As
the chair for the International Network Committee of the FDA Alumni Association, she
provides leadership to collaborate with developing and emerging regulatory agencies for
regulatory capacity building and training.

Jinjie received her B.S. in Cell Biology from Beijing Normal University and her Ph.D. in
Comparative Pathology from University of California, Davis, followed by postdoctoral

fellowship at National Institute of Allergy and Infectious Diseases at the NIH.
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SrVP and Head of China Development Unit
Global Medicines Development
AstraZeneca

george.chen(@astrazeneca.com
Dr. George Chen currently serves aStVP and Head of China Development Unit at

AstraZeneca’s Global Medicines Development. Dr. George Chen is an accomplished

pharmaceutical R&D executive with over 15 years of industry experience in clinical
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development, medical affairs, strategic planning and business development. Prior to joining
AstraZeneca, Dr. Chen was the Chief Medical Officer at BeiGene, a China based biotech
focusing on oncology drug research and development.

Dr. Chen started his pharmaceutical industry career with Eli Lilly, where he served as a
Strategy Advisor for Corporate Strategic Assets Management and Business Development and as
a Global Medical Advisor for Global Oncology Platform Team. After his tenure at Eli Lilly, Dr.
Chen joined GSK as the Chief Medical Officer and Head of Development for GSK’s Great
China Area responsible for clinical development, medical affairs and China portfolio
management, and then as a Global Medicine Development Leader (MDL) with GSK’s Global
Oncology in Collegeville ofPennsylvania, USA. Later on, he joined JnJPharmaceutical R&D
(JJPRD) as a VP/Head of Compound Development Teams for Asia.Dr. Chen has deep
experience and knowledge in drug development with a proven track record of building and
leading high performance development teams and getting INDand NDA approvals.

Prior to his career in pharmaceutical industry, Dr. Chen was a Senior Staff Scientist and
Investigator at NIH in Bethesda of Maryland, USA. Dr Chen received his medical degree from
Shanghai Medical College of FudanUniversity and his MBA from the Wharton School of
University of Pennsylvania. He had his post graduate medical training in oncology at Shanghai
Cancer Hospital and New York Medical College, respectively. Dr. Chen is also well published in

oncology and immunology on international peer reviewed journals.
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Dr. Yong Wang has more than 20 years of experience with clinical development in both
pharmaceutical and medical device industries.

He has extensive experience in regulatory submissions and interactions with regulatory agencies
He had worked for a cardiovascular medical device company (St. Jude Medical, ZH 35 EIT 2y
7)) for 9 years, then followed by working for pharmaceutical companies (mostly with former
Forest Labs --- now Allergan) for more than 10 years as a clinical statistician in the United
States.

Starting from late 2015, he works for his current company PAREXEL (f5HiZE24), a global
CRO company as the head of biostatistics of Asia-Pacific Region. He is currently based in
Shanghai

Dr. Yong Wang holds a Ph.D. in mathematics and had his postdoc fellowship in biostatistics

and epidemiology.
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Dr. Guo currently is a Senior Director of MSD R&D China, head of the Asia-Pacific Statistic
Group of Merck Research Laboratories. Before joining Merck, Dr. Guo started his industrial
career with Sanofi in 2005 in Bridgewater, New Jersey. He was the lead statistician for Sanofi’s
bestselling drug Lantus.

Dr. Guo received his Ph.D. degree in Statistics from North Carolina State University. His
research interests focus on statistical inference in Multi-regional Clinical Ttrial, benefit risk
assessment, missing data analysis and adaptive design. Besides his industrial position, Dr. Guo
also holds adjunct teaching positions in Peking University and Beijing Normal University. Dr.
Guo is the chair of DIA China statistical community, a member of DIA Advisory Committee of
China, a member of China Clinical Trial Statistics Working Group (CCTS) and the secretary

general of Beijing Biometrics Association.

AR
Tao Wang, graduated from School of Public Health, Fudan University in 1994 and got his PhD

in Biostat and Epidemiology at the University of Tokyo, Japan in 2003. He joined in Pfizer in
2006 and Hengrui in 2015. Now he is the Head of Dept. of Biostat and Programming.
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Jim STREETER

Global Vice President, Life Sciences Product Strategy

Oracle Health Sciences
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As the global head of life sciences product strategy for Oracle, James Streeter collaborates
closely with Oracle customers, regulatory agencies, analysts, and industry thought leaders to
develop and help execute the overall business and product strategy for Oracle Health Sciences.
He previously held leadership roles at PPD in both operations, as the Global Head of Global
Clinical Technical Operations and EDC and recently in IT, as Global Head of Systems
Development, Business Operations Teams, and eClinical Strategy and Innovation.

James has 25 years of data acquisition and analysis expetrience utilizing computerized systems
and has focused on eClinical systems and processes for trials for the last 15 years. James’
experience includes implementing end to end eClinical Solutions and processes across all
therapeutic areas and all phases of studies.

James’ early experience in eClinical was gained at Pfizer Inc., where he was Senior Director of
Global Clinical Data Services, heading the global data acquisition department for the
company’s global research and development organization. Prior to joining Pfizer, he was a
Senior Hardware, Software and Systems Engineer for the U.S. Navy Underwater Sound

Laboratory with a focus in data acquisition and analysis.
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Dr. Yong Wang has more than 20 years of experience with clinical development in both
pharmaceutical and medical device industries.

He has extensive experience in regulatory submissions and interactions with regulatory agencies
He had worked for a cardiovascular medical device company (St. Jude Medical, I3k ET7 4y

7)) for 9 years, then followed by working for pharmaceutical companies (mostly with former
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Forest Labs --- now Allergan) for more than 10 years as a clinical statistician in the United
States.

Starting from late 2015, he works for his current company PAREXEL (f55HiZE2%), a global
CRO company as the head of biostatistics of Asia-Pacific Region. He is currently based in
Shanghai

Dr. Yong Wang holds a Ph.D. in mathematics and had his postdoc fellowship in biostatistics

and epidemiology.
434>17 0506
R

Dr. Guo currently is a Senior Director of MSD R&D China, head of the Asia-Pacific Statistic
Group of Merck Research Laboratories. Before joining Merck, Dr. Guo started his industrial
career with Sanofi in 2005 in Bridgewater, New Jersey. He was the lead statistician for Sanofi’s
bestselling drug Lantus.

Dr. Guo received his Ph.D. degree in Statistics from North Carolina State University. His
research interests focus on statistical inference in Multi-regional Clinical Trial, benefit risk
assessment, missing data analysis and adaptive design. Besides his industrial position, Dr. Guo
also holds adjunct teaching positions in Peking University and Beijing Normal University. Dr.
Guo is the chair of DIA China statistical community, a member of DIA Advisory Committee of
China, a member of China Clinical Trial Statistics Working Group (CCTS) and the secretary

general of Beijing Biometrics Association.
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Aileen Zhu got her PhD in statistical bioinformatics from Hasselt University, Belgium.
Afterwards, she worked as a post-doctoral researcher in statistical signal processing at Catholic
University of Leuven, Belgium. She later on moved to pharma industry with her first job as a
biostatistician at Merck, Sharp & Dohme, the Netherlands, and joined Novartis China in 2014.
She had worked on various therapeutic areas, such as women’s health, antipsychotics, and
ophthalmology. Her research interests include Bayesian analysis, joint models, missing data,

and competing risk analysis.

JE Gk

Shanmei Liao graduated from University of California at Davis, with a Ph.D. in statistics. After

graduation, she worked in BMS for three years and then moved back to China and started to
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work in Pfizer. Her current interested areas include biosimilar development, multi-regional

clinical study design, meta-analysis and bootstrap.

MaryAnn Morgan-COX

Principal Research Scientist, Statistics & Advanced Analytics, Eli Lilly, United States

Speaker Bio: MaryAnn Morgan-Cox is a Principal Research Scientist in the Strategy & Decision
Sciences group at Eli Lilly and Company. She is based in Indianapolis at Lilly’s global
headquarters, but is working in Shanghai until July. MaryAnn is originally from Texas, where
she received Bachelors degrees in Education and History from the University of North Texas,
and earned Masters and PhD degrees in Statistical Science from Baylor University. Her
dissertation and research specialties are Bayesian in nature, focusing on modeling & prediction
of rare events and probabilistic criteria for decision-making.

MaryAnn joined Lilly in 2010, where she has focused her efforts on clinical development in
Immunology over the last 7 years. MaryAnn has worked or consulted on assets prior to first
human dose, all the way through approval and line extension planning. In addition to her work
as a clinical statistician and group leader for late phase assets, she also served as the Hub
Leader for Lilly’s analytics-driven corporate initiative to increase the speed, quality, and
flexibility in all development plans.

She is a member of the DIA Bayesian Statistics Working Group, and has served as an invited
speaker at industry, academic, and regulatory sessions, with an emphasis on improving
evidence-assessment & decision-making approaches. It is through this lens that she offers
Using Critical Success Factors to Facilitate Decision-Making in Drug Development for your

consideration.

43242175 0508

EER
BROEE TR BRI G AT A IR 2 S R P B 5T A

EREME AR T 20 AN SRS RS A R EE RS SIS . tERS IR
ST Z P R E5. PIES, O, SRk, REEARINTRSE: FEAE oI 4 e
I A1 A BR T 378 24 _E i A Rl BORE AY At H S S R B 7 B BB IE A . A B OUEIL 20 A
AR AT BN B BA) 34— AN CV 2 BRI 2 LT i i . XA AMTE20168 BB IR BI3HML R & b
MUAESFDA, EMA, PMDARICEDASERRI B A HMIARS RIFR A S, Wi 5 KOLFMERN &
VEHESRE TR SR A A 5 4% MR L TGUAT R R, IFERL L ihe
FEEAR LW B2 HEES SN

59



WA
BRUABE (hE) AR EHER R

s, WL, BTN ERRE, RYPARHERS W LEE S M5, AR KR EL
BFIT. BROC B ETIE I 5 AP S MRCTHE b B (RIS, fEStaistics in
Medicine, JBS, Contemporary Clinical Trial, TrialZEHi | 'k FE L B S ARIE L -

JEHESL
PR (hE) S5 RA RS RER

R RR AP Kb EMSEH R AR . P R EZAEMR IR IR Bt 5080, e E
AT R IG R LR . AN RZ AT, Bt AT 56 BB P JH A Forest Labs TAE Ti#E34F, +
FNFOBRPR GBI & o B FE R 25T SAE RIS A, R R IR I PR S5 A s v 2
Mros R T R TR AREY . JUH AR T b T R i AT S B B g e s vt
T3 T o

IR
bR - MR, ST A A T PO R A

IR FIBASE K- I R IA ST OBz T 20064F Bl T3 R KA W 42
TR EAEESERARFEYGIT RRIHEE (ZGER)  Eh—NEY (ERES) St
W TAES, JZHSEREELSREE (BRI, Of, &I, BiE, BE) , A& RS
FERROR, BRI ERE T, PFFCEs R B e T BE ST, fEd RN RS T
FAEYEF TR E R T I RENIES, Hi a4k £ 1EBiomtrika, Biometrics, JAMA, JAMA
(Internal Medicine) 3o YER— W HIRHAORII K, B MMESEKEEEE, Rkl
IR . HTTESH 7w _ BRI 53HR . i8¢ Statistics in Medicine, Joural of System Science
and ComplexityB AR E4, #iHeart RhythmGZ EF-5.0)Flpediatric pulmonology(2.7)B4E 1451 Eil
FEgEgZ. 2009-20134F 5 HIHAEH BN RN G THI R MBI S KA K, BRY AR P EAREG S
RGBS Ko 201445R 15 R AR 07 228 “FRIE 4%, 20164F K0S 1l T+ A3H%17.

60



L6 P& SFIG RO E, e A TR
45%453% 0601

KI5 T

7SS ETNIIN
H A
K, A%

KT F00TEMAZ B, DOAZEE B E I RAT L E LSS B G N, il 2Ry
w A& P PR B T B I ARSS . BLAE TR BIET LSRRI R R

K T Lo W I 3 S rp B B2 A O AR . AU BRI LS S 1 E B R RS
FIRESW, RRLZRETFTRSCR AR (e IN VIVO U T i sy o [ B2 27 31 55 4 40
FXE) o

B ZE BT, KI5 T A AR R 5E B S SR 2R R T AR MdeAT S AL R A LR AR
B e TR BB 22 S AL LN SR A BRI A 2

EEB N AR R EREEHE R AR, A PR A R g AR SEMBATT
W& HETRAEILS L. WYL FBMEIITs T RS AF ., SR Fifi
k45 R RS Tt E A

43453% 0602
GRYRY}2
FSLe, e RFEDAZFE L, RESIHRFELEMAR R, #HETIABR. TARARF

fili BRAAGTTAFGIAIRIIT . WA B2, It itedlzy. REBDEYY. RKEGERESS
Gl BUOAP INRAEG AT, P E DAL WERREER.

61



4325175 0605
SR

ARERZEBE G Brdiyt:
Z IR ZHMAN BT 25 A
Hh R R 2 e e R BN 5 R A R

20144E3 A NN BTTRIJE ,  H A PS4 ) v ] 2 o 55 R Bl S o

PHAT3VAE Y PR UM Ml 2806, B A A i R 12 A 20 DA B A s T 24 A FELA T PR 2 O e A 55 204
Z Ao WHFEEWEZRS . R YN 4ee. BERER. sty LU s
BE22 55 1) TARLS

W8 PN i 52 [ A BR SRR S T R e B s W YRS rh SR P Sl B e, SR
WIEE TAEKIR3.54E,

E il
e

BESE M BT R ]

Zfa T 201 24 N BT A B v B R 22K . B TR R A5 R EE A S MU BA A N o B0 Jg v
Il 27 LI AR AEL 6 0075 2 R B 2 B AU A A i AT M AT o i, BR22a WLIAT A o
KA RS E . S PR A T LIRS, S0 A mHIER . 5 AR
A/ BIR YT GUSAA RAAREIEA T BAZ AL . @I BRI e MBORERN DAk BT ) e v [ 2 2y
EREERR, RIS 5 BT R BREE 2R i 2 BT .

FENMN B SGr ) R v [ 2 i, 24 B PRSI ZE . HERS RN 2 ARAR BAR ) v [l PR A R AR B 2 it ) IR
RS GRS LM SEEIA MR EZ) " PRI LY . Bt T Havas [ . 7E1L
ZHI . ZEAE EHERT AR BRI BRI, P ILAR I R TAR L -

ARl T B —ERRE (RREAAFRL) FE#@ Ry (WRE L) .

62



B S GIEA LR A RS R . R N 4 )
ASETVETE, BRAS: AL, ik

e R 254 A 104E M EE 2 H 55 220, W RO R IR . AL B oK PR 4
BRo AlFERFHGH E TR AR RREE A T i B A HARE I BA

7y

7

1% 0608

&
Y

Ve rp E PR A2 55 RS

WA LT 2014420 A6 H A AERI 2GS OFE) | ERUERRAE R EAFF AT [,
AL (RE) BRSMG.

AONTEAERT . BB RS T MR BARE , AL 2 H 55 R L SR St A = H4FAE
BE2A 255 R RIS B, SEJR IR S5 T ALSE RN 2 5 R A [ 2 ol A4 223k
FHCSIHEE 2 MR SE % o INTIZGTT kAT, M F i RART TAE R4 WA KA
TN IR B P R 2 B 2 T I 2 o s 2

L F6-2 e PR FR R ST L4y o7 o 39 1 A 9 R
4322175 0607-2
RS

HEE, EEAHE, BLURy, ERSEIESER. WRTFO G, ST R T A
PRIEANT TAE

TR ML

20064F AR T35 1 R IR IR R Ll

01 H4ER B lb FIE AR A PR ARAL R I R 22 5t . ARt ST 2 B2 2l

63



Bl )5 B 2 W) AR B B A N SRV AR, R TE RIR AR R R E e BRI R s 2.
P AE T2 B SRS A I PR DAY TAF . ©58R U8 B20R A7 mh B I RPN 4 . BLE Eh
ARHEIOAN =, LA™ 7 A 4 FE T PPN AN BL o

432217 0608-2
Andrea HENNIG

Since 2015, Andrea Hennig acts as Medical Writing TA Head, General Medicine at Bayer AG,
Pharmaceuticals. She steers a global group of medical writers and is based in Berlin, Germany.
With her staff she is responsible for the authoring, alignment and consistent quality of global
clinical study protocols and reports, clinical submission documents and responses to Authorities
in the USA, EU and China.

From 20006 to 2014, Andrea headed the global R&D Project and Portfolio Management Office
at Bayer (Schering) Pharma, being responsible to enforce unified standards and tools, provide
assistance and training, foster a learning organization, increase transparency, and implement
quality control and continuous improvement measures to assure best project management
practice. During this time she also implemented project risk management, risk/value based
project evaluation methods, promoted master data management and introduced an IT tool for
project management.

Between 2004 and 2006 Andrea worked as scientific and business assistant for the Global
Development Board Member at Schering AG.

From 1998 to 2004 she was project leader for a variety of research and development projects at
Schering AG. She coordinated the development strategy and steered projects with diligent
adherence to target product profile, budget and timelines. Dealt with patent assessments,
contract interpretations and evaluated in-licensing opportunities.

Andrea is veterinary surgeon with board certification for pharmacology and toxicology and
more than seven years working experience as general toxicologist and reproduction toxicologist
in pharmaceutical industry (Schering AG and Bristol-Myers Squibb) and federal (German)

institutes.

K%

Leo Zhang, MSc, has been an Associate Manager, Medical Writing Services, at PAREXEL
International since 2015. From 2013 to 2015, he was a Clinical Pharmacology Scientist at Novo
Nordisk (China) Pharmaceuticals Co., Ltd. He has more than 5 years’ experience in developing
a wide range of clinical regulatory documents, including protocols, CSRs, clinical overviews and
summaries for efficacy and clinical pharmacology, and the Integrated Summary of Safety for
NDA submission in the USA. From 2008 to 2012, Leo was a Project Manager for early phase
studies at Fountain Medical Development Company. Over the last 10 years, he has developed
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strong expertise in Phase 1 clinical research through the design and protocol preparation of
mote than 20 clinical pharmacology studies including FIH, PK/PD, and BE studies, across
multiple therapeutic areas. His experience in project management for early phase clinical
studies further includes bid support, resource planning, project tracking and management, and

achieving project targets.
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From 2012 till now, Nan Wang has served as the head of medical writing at Bayer Health Care.

Prior to joining Bayer, Nan Wang worked as a medical writer for Novo Nordisk.

F e
Ning ZHENG is a senior medical writer at Sanofi since 2013. Before joining Sanofi, she got her

PhD at the University of Chicago on cell biology and neuroscience, and worked at Takeda

North America as a medical writing intern.
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MD, July 1982
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Dr. Yaning Wang is currently the Director (acting) and Deputy Director in the Division of
Pharmacometrics in the Office of Clinical Pharmacology at FDA. Before joining FDA, Dr.
Wang received his Ph.D. in Pharmaceutics and master’s degree in Statistics from the University
of Florida from 1999 to 2003. He also obtained a master’s degree in Biochemistry (1999) from
National Doping Control Center and a bachelor’s degree in Pharmacy (1996) from Peking
University in China. At his current position, Dr. Wang oversees reviews, research projects, and
policy development within the Division of Pharmacometrics for all disease areas. During his
thirteen years of service at FDA, Dr. Wang received numerous awards, including Award of
Merit (the most prestigious honor awarded at FDA) and FDA Outstanding Service Award. Dr.
Wang is an Adjunct Professor in the Department of Pharmaceutics at the University of Florida
and an invited lecturer in the College of Engineering and College of Pharmacy at the University
of Michigan. Dr. Wang is a regulatory expert lecturer for American Course on Drug

Development and Regulatory Sciences (ACDRS) organized by University of California at San
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Francisco (UCSF), European Course in Pharmaceutical Medicine (ECPM) organized by
University of Basel, and Chinese Course on Drug Development and Regulatory Sciences
(CCDRS) organized by Peking University Clinical Research Institute in collaboration with
University of Basel and UCSF. Dr. Wang is the chair of the FDA working group to draft a new
guidance for the industry to optimize dose selection during the clinical development stage. Dr.
Wang setved as a committee member for multiple Ph.D. candidates from vatrious universities.
He mentored more than thirty former research fellows (visiting scholars, post-doctoral scholats,
and Ph.D. candidates) at FDA. Dr. Wang is an invited manuscript reviewer for eighteen
scientific journals in the medical, pharmaceutical and statistical areas. He has published 53
papers and given 130 presentations at various national and international meetings. He is a
member of the Advisory Committee for Chinese Pharmacometrics Society and a member of the

Editorial Advisory Board for the Journal of Pharmacokinetics and Pharmacodynamics.
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Dt. Yaning Wang is currently the Director (acting) and Deputy Director in the Division of
Pharmacometrics in the Office of Clinical Pharmacology at FDA. Before joining FDA, Dr.
Wang received his Ph.D. in Pharmaceutics and master’s degree in Statistics from the University
of Florida from 1999 to 2003. He also obtained a master’s degree in Biochemistry (1999) from
National Doping Control Center and a bachelor’s degree in Pharmacy (1996) from Peking
University in China. At his current position, Dr. Wang oversees reviews, research projects, and
policy development within the Division of Pharmacometrics for all disease areas. During his
thirteen years of service at FDA, Dr. Wang received numerous awards, including Award of
Merit (the most prestigious honor awarded at FDA) and FDA Outstanding Service Award. Dr.
Wang is an Adjunct Professor in the Department of Pharmaceutics at the University of Florida
and an invited lecturer in the College of Engineering and College of Pharmacy at the University
of Michigan. Dr. Wang is a regulatory expert lecturer for American Course on Drug
Development and Regulatory Sciences (ACDRS) organized by University of California at San
Francisco (UCSF), European Course in Pharmaceutical Medicine (ECPM) organized by
University of Basel, and Chinese Course on Drug Development and Regulatory Sciences
(CCDRS) organized by Peking University Clinical Research Institute in collaboration with
University of Basel and UCSF. Dr. Wang is the chair of the FDA working group to draft a new
guidance for the industry to optimize dose selection during the clinical development stage. Dr.
Wang served as a committee member for multiple Ph.D. candidates from various universities.
He mentored more than thirty former research fellows (visiting scholars, post-doctoral scholats,
and Ph.D. candidates) at FDA. Dr. Wang is an invited manuscript reviewer for eighteen
scientific journals in the medical, pharmaceutical and statistical areas. He has published 53
papers and given 130 presentations at various national and international meetings. He is a
member of the Advisory Committee for Chinese Pharmacometrics Society and a member of the

Editorial Advisory Board for the Journal of Pharmacokinetics and Pharmacodynamics.
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Dr. Andrew Chang has more than twenty years of experience in the development, regulation
and quality of biologics and pharmaceuticals. At his current capacity as a Vice President,
Quuality and Regulatory Compliance, Product Supply Quality, Novo Nordisk, he is responsible
for providing strategic advice and solutions for quality and regulatory related issues and expert
support to inspection preparation. Since 2013, Andrew has represented Novo Nordisk at the
Global Quality and Manufacturing Committee, PARMA to advocate patient and industry’s
interests by developing position papers and participating liaison meetings with the FDA. He is
also a member of PARMA’s ICH Coordinating Work Group, and representing PhRMA as an
expert to ICH Q12 Expert Working Group for developing guideline on Pharmaceutical
Products Lifecycle Management.

Prior to Novo Nordisk, Andrew served more than eleven years at US FDA, most recently as an
Associate Director for Policy and Regulation, Acting Deputy Director and Senior Regulatory
Scientist in the Division of Hematology, Center for Biologics Evaluation and Research (CBER).
During his tenure, Andrew received numetus high level FDA awards for his exceptional and
outstanding performance on regulatory review and management, GMP inspection, and policy
development. These include, but are not limited to FDA Commissionet's Special Citation for
successfully completing FDA’s initiative on product quality regulation and CBER’s Public
Health Achievement Award for outstanding regulatory review petformance that resulted in
averting a crisis in product availability. In 2002, the FDA recognized Andrew as the FDA
regulatory expert in the regulation of new and novel recombinant products as well as
naturally - derived biological products. Andrew’s formal scientific training includes post -
doctor in immunology from the National Institutes of Health, Ph.D. in Biochemistry from the
State University of New York, and B.S. in Pharmaceutical Chemistry from the China

Pharmaceutical University. He has published numerus peet reviewed scientific papers in JAMA,
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J.Exp.Med., Blood, J.Immunol., Dev. Immunol. Thromb Haemost., Haemophilia,
Pharmaceutical Engineering etc., and has been a frequent speaker at national and

international conferences.
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Dr. Yaning Wang is currently the Director (acting) and Deputy Director in the Division of
Pharmacometrics in the Office of Clinical Pharmacology at FDA. Before joining FDA, Dr.
Wang received his Ph.D. in Pharmaceutics and master’s degree in Statistics from the University
of Florida from 1999 to 2003. He also obtained a master’s degree in Biochemistry (1999) from
National Doping Control Center and a bachelor’s degree in Pharmacy (1996) from Peking
University in China. At his current position, Dr. Wang oversees reviews, research projects, and
policy development within the Division of Pharmacometrics for all disease areas. During his
thirteen years of service at FDA, Dr. Wang received numerous awards, including Award of
Merit (the most prestigious honot awarded at FDA) and FDA Outstanding Service Award. Dr.
Wang is an Adjunct Professor in the Department of Pharmaceutics at the University of Florida
and an invited lecturer in the College of Engineering and College of Pharmacy at the University
of Michigan. Dr. Wang is a regulatory expert lecturer for American Course on Drug
Development and Regulatory Sciences (ACDRS) organized by University of California at San
Francisco (UCSF), European Course in Pharmaceutical Medicine (ECPM) organized by
University of Basel, and Chinese Course on Drug Development and Regulatory Sciences
(CCDRS) organized by Peking University Clinical Research Institute in collaboration with
University of Basel and UCSF. Dr. Wang is the chair of the FDA working group to draft a new
guidance for the industry to optimize dose selection dutring the clinical development stage. Dr.
Wang served as a committee member for multiple Ph.D. candidates from various universities.
He mentored mote than thirty former research fellows (visiting scholars, post-doctoral scholats,
and Ph.D. candidates) at FDA. Dr. Wang is an invited manuscript reviewer for eighteen
scientific journals in the medical, pharmaceutical and statistical areas. He has published 53
papers and given 130 presentations at various national and international meetings. He is a
member of the Advisory Committee for Chinese Pharmacometrics Society and a member of the

Editorial Advisory Board for the Journal of Pharmacokinetics and Pharmacodynamics.
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Associate Director and Principal Scientist, Global Head of Modeling and Simulation, Clinical

Pharmacology

Dr. Jin Yan Jin is Associate Director and Principal Scientist, Global Head of Modeling and
Simulation (M&S) in Clinical Pharmacology at Genentech, and oversees clinical M&S and data
programming activities for all molecule types in various therapeutic areas. She also acts as
Group Leader for OMNI Clin Pharm Group 3 — Neuroscience and oversees overall clinical
pharmacology support for all neuroscience molecules in Genentech portfolio. She has been
actively involved in development and/or registration for many molecules, including
Atezolizumab, Avastin Pediatric, Cobimetinib, Herceptin SC, Pertuzumab, T-DM1, Vismodegib,
and Xolair in CIU. Before joining Genentech in 2009, she worked at Eli Lilly in metabolism and
neuroscience areas after Ph.D. and post-doc in Pharmaceutical Sciences from the State
University of New York at Buffalo. Dr. Jin is a strong advocate for M&S application in drug
development. Her scientific areas of expertise include mechanistic Pharmacokinetics/
Pharmacodynamics (PK/PD), Physiologically Based Pharmacokinetics (PBPK), population
analysis, trial simulation, disease modeling, literature meta-analysis.

Dr. Jin is a recognized leader in the scientific community. She serves on the Board of Directors
for International Society of Pharmacometrics (ISoP) and will be the President for ISoP
2017-2018. She is also on the Editorial Board for Clinical Pharmacology and Therapeutics:
Pharmacometrics and System Pharmacology (CPT:PSP), and involved in various Task Forces
and activities for American Society for Clinical Pharmacology and Therapeutics (ASCPT) such
as the Scientific Programming Committee. She chaired the 2015 American Conference on
Pharmacometrics annual meeting (ACoP6). Dr. Jin has nearly 50 publications, gave over 25

invited talks, and moderated many scientific workshops and sessions.
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Yow-Ming Chen WANG

Dr. Yow-Ming Wang is the biologics team leader in Division III of the Office of Clinical
Pharmacology at FDA. The biologics team at DCP III is responsible for reviewing submissions
of biologic products in three clinical divisions. Dr. Wang joined FDA in March 2011 and has
been an active contributor at national conferences where she presented on various topics
related to clinical pharmacology of protein therapeutics. Prior to the FDA, she spent many
years in the pharmaceutical industry with experience in the discovery tresearch, preclinical
development, and clinical development of small molecules and large molecules. From 2004 to
2011, she worked at Amgen where she supported multiple biologic products in clinical
development, in registration phase, and in post-marketing phase. Prior to that, she supported
small molecule drug discovery and development for 11 years at Vertex Pharmaceuticals and at
Parke-Davis Pharmaceutical Research. She received her PhD degree from The Ohio State
University College of Pharmacy with a research focus on Pharmacokinetics and

Biopharmaceutics.
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Dr. Xiaofeng Zhou is a Senior Director in Epidemiology, World Safety and Regulatory at
Pfizer Inc, New York, USA. She has 20 years of professional expetrience with Pfizer across a
wide spectrum of pharmaceutical science including the clinical development operation, post
marketing drug safety and pharmacovigilance, clinical safety and risk management, and
epidemiology.  Xiaofeng has led Pfizer’s drug safety active surveillance methodological

research, signal detection in clinical development in addition to multiple responsibilities in the
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design and conduct of epidemiological studies and analyses over 20 drug products. She is an
adjunct professor at Fudan University, China. Xiaofeng earned her doctoral degree in
Epidemiology from University of Michigan, USA and holds Masters Degrees in Statistics and
Applied Economics from Virginia Tech, USA, and Food and Nutrition Planning from
University of Philippines, Philippines.

Jae-Gook SHIN

Dr. Jae-Gook Shin is a Professor of Pharmacology and Clinical Pharmacology, and Director of
Inje University Busan Paik Hospital’s Global Center of Excellence in Clinical trials. He is also
the Chair of the Department of Pharmacology and Clinical Pharmacology and Director of the
Pharmacogenomics Research Center at Inje University College of Medicine.

Dr. Shin founded the Clinical Trial Center at Busan Paik Hospital in 1997 and the Korean
Ministry of Health and Welfare funded Global Center of Excellence in Clinical Trials in 2013.
Drt. Shin has also served for many Academic Societies, Editorial Boards and National/Regional
Committees. He has been served for the Korean Association of Clinical Trial Centers and the
Institutional Review Boatrd of South-Eastern Regional Clinical Trial Organization as a Vice
President and Chair. He has been also served as the Board of director for the Korean National
Enterprise for Clinical trials, and the Council member of International Union of Basic and
Clinical Pharmacology. He has been honored as a member of the National Academy of
Medicine of Korea.

Dr. Shin has published over 270 papers in clinical pharmacology including pharmacogenomics,

clinical PK/PD, DM/PK and drug interaction, Clinical trial in drug development and more.

Brian EDWARDS

Director of ISoP Secretariat Ltd and Advisory Board Member of ISoP
Vice President Pharmacovigilance & Drug Safety in the Alliance Clinical Research Excellence

and Safety (ACRES) and Chair of UK Pharmaceutical Human Factors & Ergonomics group
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1980 - 1994 Guy's Hospital Medical School followed by hospital medicine and clinical research
in London, Birmingham, and Manchester

1994 -1999 Senior Medical Assessor Pharmacovigilance Assessment Group UK Medicines
Control Agency

1999 - 2005 Senior Medical Director — Parexel Scientific and Medical Services

2005 - 2007 Deputy Qualified Person for pharmacovigilance for Janssen Cilag

Since July 2007 Principal Consultant in Pharmacovigilance and Drug Safety with NDA
Regulatory Science Ltd.
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Dr Yun Gu currently works as a Director in Epidemiology at Pfizer. She earned her PhD
degree from the University of Texas - School of Public Health at Houston, Texas. Before she
joined Pfizer in 2005, she has worked in the Department of Epidemiology at the University of
Texas - M. D. Anderson Cancer Center for more than 4 years.

At Pfizer she proposes and carries out various components of Epidemiology deliverables for
development and product teams, including epidemiology research strategy, Risk Management
Plan and other regulatory documents, background epidemiology studies, natural history of
disease studies, and post-approval safety studies. In addition, she also designs and implements
database and de novo epidemiological studies to estimate risks potentially associated with the

products.
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Carol KORO

Carol E. Koro is an Executive Director at MSD, Center for Observational and Real-World
Evidence. Dr. Koro has over 15 years of experience in Pharmacoepidemiology, focusing
primarily on drug safety related issues utilizing real-world data. She is a Pennsylvania
registered pharmacist and holds a PhD and a M.S. degree in Pharmaceutical Health Services
Research from the University of Maryland. She is an Affiliate Assistant Professor, School of

Pharmacy, Department of Pharmaceutical Health Services Research, University of Maryland.
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St. Safety Science Leader, Genentech Early Development Safety Science

Jack joined the Genentech Early Development Safety Science team in 2010, and since then he
has actively involved in many oncology projects in the early clinical development stage,
including PI3K-Akt-mTOR pathway inhibitors, selective estrogen receptor degraders, and
biologics/bispecific antibodies targeting immuno-oncology targets. Jack has about 20-year
industrial experience in drug safety/risk management as well as translational medicine
covering all phases of clinical development and post-approval products with focus on oncology
therapeutic area. Prior to Genentech, he worked at Bayer (both Japan and US), Millennium
Pharmaceuticals, and Bristol-Myers Squib where he was the clinical safety lead involving
multiple NDA/BLA filings and approvals, including ipilimumab, cetuximab and ixapepilone.

Prior to coming to the pharmaceutical industry, Jack had spent about 7 years working as an
occupational medicine physician and a research scientist in multiple academic institutions in
both Japan and US. Jack obtained his MD in China (Peking University Health Sciences Center),
his Ph.D in Japan (Nagoya University School of Medicine), and his postdoctoral training in the
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US (Rutgers University and UC Berkeley). He has extensively published his research and clinical
works in the areas of occupational medicine, epidemiology, toxicology/pharmacology,

neuroscience, and cancer research.

B

Kui Huang is a Senior Director, Epidemiology in Worldwide Safety, part of Research and
Development at Pfizer in USA. She is responsible for developing epidemiologic research
strategies throughout a product’s lifecycle in several therapeutic areas. Her work has primarily
been involved in desighing and implementing observational peri- and post-approval safety
studies. Kui has extensive experiences in designing and conducting pharmocoepidemologic
studies involving primary data collection as well as various electronic health care databases in
the US, Europe and Asia. She has published in the area of cancer research, genetic
epidemiology, women’s health, and drug safety. She holds a B.S. from Winona State University,
a MPH in Epidemiology & Biostatistics from Boston University and a Ph.D. in Epidemiology
from University of North Carolina-Chapel Hill.

Stephen KNOWLES

Dr Knowles is currently Senior Medical Director, Global Patient Safety Medical and Benefit
Risk Management at Eli Lilly & Company.

Steve received his MD from the University of Newcastle Upon Tyne, UK in 1984 and worked in
the UK National Health Service for 17 yrs, initially in Internal Medicine, Radiation Oncology
and subsequently in General Practice.

He joined Eli Lilly in 2001 and has worked in pharmacovigilance since 2005 in various roles in
both the UK and USA. In his current role, Steve has management responsibility for the Senior
Directors, physicians and scientists in all therapeutic areas (across all phases of clinical
development and post-approval medicines,) who are responsible for safety surveillance

activities, benefit risk assessments, labelling and risk management/ risk minimization activities.
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Dennis BASHAW

Director, Division of Clinical Pharmacology-3, Food and Drug Administration, Silver Spring,
MD

Captain Bashaw’s involvement with ASCPT goes back almost 25 years. CAPT Bashaw joined
the US Public Health Service Commissioned Corps in 1987 and was assigned as a
pharmacokineticist in the Division of Biopharmaceutics at the FDA. In 1992, he was selected to
be one of the founding membets of the Pilot Drug Evaluation Staff (PDES) in the FDA. This
was a new group in the FDA that was formed by the then Center of Drug Evaluation

and Research Director, Dr. Carl Peck.

4534537 0902

EH
Adam COHEN

Health Council of the Netherlands (Independent Advisory Body to the Minister of Health)
Member of the Council for Medical Sciences of the Royal Netherlands Academy of Science
Member of the board of the Alumni Association of Leiden University Medical School

Chairman and founder of the LeidenFuturel.ab a new school for scientific entrepeneurs
established by the Ministry of Health of the Netherlands in association with Leiden University
Editor-in-Chief of the British Journal of Clinical Pharmacology

Member of the scientific advisory board of the Netherlands Diabates Patients Association
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Dennis BASHAW

Director, Division of Clinical Pharmacology-3, Food and Drug Administration, Silver Spring,
MD

Captain Bashaw’s involvement with ASCPT goes back almost 25 years. CAPT Bashaw joined
the US Public Health Service Commissioned Corps in 1987 and was assighed as a
pharmacokineticist in the Division of Biopharmaceutics at the FDA. In 1992, he was selected to
be one of the founding members of the Pilot Drug Evaluation Staff (PDES) in the FDA. This
was a new group in the FDA that was formed by the then Center of Drug Evaluation

and Research Director, Dr. Carl Peck.

John LAMBERT

VP, Chief Medical Officer,Global Head of Eatly Phase Medical Sciences and Consulting

Dr Lambert provides a broad range of expert consulting services to clients for early drug
development. This includes the development of a clinical development plan with focus on time
and cost savings; selection of compound specific biomarkers for early proofofmechanism;
selection of compound specific safety parameters and preparation of relevant documents
including the protocol and Investigatot's Brochure.

Dr Lambert is Vice President, Chief Medical Officer and heads the global Early Phase Medical

Sciences and Consulting group. Prior to his current role, he worked as Senior Director and then
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Vice President PAREXEL Early Phase, London, United Kingdom (UK), for 8 years. He has
been with the company since 2001. Dr Lambert is based in the London Early Phase Clinical
Unit and provides additional medical and scientific oversight of studies including overseeing
the safety of the study participants.

With 40 years' medical expetience, Dr Lambert has worked in Australia, Canada and the UK,
and he has over 13 years' experience working at three CROs, holding positions including
director of clinical studies, director of medical affairs, vice president and chief medical officer.
He has extensive clinical experience and is trained and certified in gastroenterology,
pharmaceutical medicine and clinical pharmacology. He has worked as Principal Investigator
on over 70 clinical studies including new biologicals and biosimilars.

Among various industry affiliations, Dr Lambert is a member of the British Association of
Pharmaceutical Physicians, American Gastroenterology Association, fellow of the Faculty of
Pharmaceutical Medicine, member of the American College of Clinical Pharmacology and on
the specialist register of the Royal College of Physicians, in addition to being a member of other
international associations.

He holds a MBBS and a MMed from the University of Melbourne, Australia; a PhD from
Monash University, Melbourne; and a Dip Pharm Med from the University of Wales, UK.

Dr Lambert has published extensively, including peer reviewed articles, abstracts, and book

chapters.
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Florence HOUN

Dr. Florence Houn is VP for Global Regulatory Science at Celgene Corporation. She is also a
consultant to industry and health authorities regarding drug development programs and
regulatory capacity building. She was Vice President, Global Regulatory Policy, Intelligence
and Strategy from 2008-2015 at Celgene. Prior to this, she served 15 years in the US Food and
Drug Administration (US FDA) as Division Director, Deputy Office Director and Office
Director. In recognition of her contributions to public health, Dr. Houn received the US
Department of Health and Human Services’ (DHHS) Career Achievement Award in January
2009. In 2014, she received the FDA Distinguished Alumni Award from Commissioner
Margaret Hamburg for contributions to global regulatory capacity building.

Prior to joining government, she served four years in the National Health Service Corps in a

manpower health shortage area in Baltimore.
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Dr. Houn was the founding co-chair of the FDA Alumni Association’s (FDAAA) International
Network (FDAAAIN) and is a member of the FDAAA Board of Directors since 2012. She is a
member of the Centers for Medicare and Medicaid Services (CMS) Medicare Evidence
Development and Coverage Advisory Committee (MEDCAC), January 2017 to 2019 and was a
member of the PDUFA V negotiating team representing the Biotechnology Industry
Organization (BIO) with FDA in 2010-2011.  She setves on the Asia Pacific Economic
Cooperation (APEC) Harmonization Center’s Advisory Board and is on the Board of Directors
for the International Partnership for Microbicides (IPMglobal.otg).

Dr. Houn received her Bachelor of Arts degree from Harvard University and her medical degree
from the Albert Einstein College of Medicine. She completed her Cancer Prevention and
Control Fellowship at the National Cancer Institute and obtained her MPH from the Johns
Hopkins School of Hygiene and Public Health. She attended the Johns Hopkins Breast and

Ovarian Surveillance Service as an Instructor in Oncology.

Mark GOLDBERGER

Dr. Goldberger received his MD degree from the Columbia University College of Physicians
and Surgeons in New Yotk and his MPH from George Washington University in Washington,
DC. He completed his postgraduate training at the Presbyterian Hospital in New York and the
Centers for Disease Control (CDC) in Atlanta. He is board certified in internal medicine and
infectious disease and is a fellow of the Infectious Diseases Society of America. Dt. Goldberger
was on the faculty of Columbia University for nine years.

Dr. Goldberger joined the Food and Drug Administration in 1989. At FDA he served as
primary reviewer, medical team leader, Director of the Division of Special Pathogen and
Immunologic Drug Products and Director of the Office of Antimicrobial Products within the
Center for Drug Evaluation and Research (CDER) of the Food and Drug Administration
(FDA). In addition to these positions he coordinated drug shortage activities within the CDER
from 1990 -~ 2006. Dr. Goldberger also was the FDA lead in an assessment of the readiness of
the Pharmaceutical Industry for Y2K. In 2000 he spent 8 months as acting Associate Center
Director for Quality Assurance in CDER during which time he developed the concept of the
Regulatory Briefing. In 2003-"2004 he was Acting Deputy Center Director of CDER. In 2006 he
became Medical Director for Emerging and Pandemic Threat Preparedness within the Center
for Biologics Evaluation and Research (CBER) of the Food and Drug Administration.

In October 2007 he joined Abbott as Divisional Vice President — Regulatory Policy and
Intelligence. In this role he was involved in multiple areas of both product and policy
development. He continued in this position when AbbVie separated from Abbott until May
2013 when he became VP Regulatory Affairs and Senior Advisor. In this position he provided

regulatory and scientific input both into multiple development programs and in the preparation
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of marketing applications. In September 2014 he retired from AbbVie and opened his own
consulting practice as Mark Goldberger MD MPH LILC.

While at Abbott and AbbVie he participated in PhARMA and efpia working groups on antibiotic
resistance and twice presented on this subject to the European Medicines Agency as well as to
the FDA. As a member of the FDA Alumni Association he has participated in several training
sessions for staff from CDE/CFDA as well as for CDE/TFDA. He has presented multiple
times at DIA China as well as at APEC 2012 and 2016 in Taiwan.
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Dr. JTIANJUN( Jessie Zou) was trained by medical oncology in China and got her medical
doctor degree in the second military medical university. She had been working in the level 3 A
hospital as a medical oncologist for 10 years from 1995 — 2005. Then she joined Bayer
Healthcare pharmaceutical company in China. She had been leading the clinical development
programs of Sorafenib in China as the clinical trial physician, head of oncology therapeutic
team in Bayer China. Then she moved to NJ, USA and worked as the global medical lead of
Xofigo in the global medical affairs team in BayerhealtherCare Headquarter. In 2012, she
moved back to China as the director, head of the medical department in Celgene China.
Starting from Oct 2015, she has been the Vice president, Clinical Research and Development -
Oncology in JIANGSU HENGRUI MEDICINE, CO. LTD.
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Sebastien BOHN

Part of the IBM Lifesciences pillar within Watson Health, Sébastien is the Offering Manager
Lead for the IBM Clinical Development platform. IBM Clinical Development is a robust
electronic data capture (EDC) system and a unified, cloud-based data management platform
that lets you desigh and manage clinical trials with unparalleled control, convenience and
confidence.

In charge of the entite platform roadmap, responsible for the product enhancement and

innovation, Sébastien has been working in the Clinical Trial Field for 15+ years.
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Ph.D., CEO & CSO, Chipscreen Biosciences Ltd., Shenzhen, China

Dr. Xian-Ping Lu founded Chipscreen Biosciences, the leading drug discovery and development
company in China focusing on innovative small molecular therapeutics, 15 years ago with a
group of US-trained professionals. Previously he was Director of Research at Galderma R&D
(subsidiary of L’Oreal and Nestle) in Princeton until 2000, the year he became visiting professor
at China’s State Key Laboratory for Biomembrane and Membrane Biotechnology in Tsinghua
University. He also participated in founding Galderma Research Inc. and Maxia
Pharmaceuticals in San Diego.

Dr. Lu came to the US in 1989 for postgraduate fellowship study at the Department of
Pharmacology, University of California in San Diego, followed by research at La Jolla Cancer
Research Foundation (Burnham Institute). He obtained his Ph.D. in Molecular Biology and
M.S. in Biochemistry from Peking Union Medical College, Chinese Academy of Medical
Sciences, and his B.S. degree in Biochemistry from Sichuan University.

With over 20 years of biomedical research and biotech/pharmaceutical experiences in various
therapeutic areas, Dr. Lu is a skilled leader of diverse groups in global operating settings. He
has published more than 80 peer-reviewed papers in prestigious journals including Nature and
Science. He is the lead inventor of over 80 patented inventions in areas of small molecule

therapeutics.
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Ph.D., CEO & CSO, Chipscreen Biosciences Ltd., Shenzhen, China

Dr. Xian-Ping Lu founded Chipscreen Biosciences, the leading drug discovery and development
company in China focusing on innovative small molecular therapeutics, 15 years ago with a group of
US-trained professionals. Previously he was Director of Research at Galderma R&D (subsidiary of
L’Oreal and Nestle) in Princeton until 2000, the year he became visiting professor at China’s State Key
Laboratoty for Biomembrane and Membrane Biotechnology in Tsinghua University. He also
participated in founding Galderma Research Inc. and Maxia Pharmaceuticals in San Diego.

Dt. Lu came to the US in 1989 for postgraduate fellowship study at the Department of Pharmacology,
University of California in San Diego, followed by research at La Jolla Cancer Research Foundation
(Burnham Institute). He obtained his Ph.D. in Molecular Biology and M.S. in Biochemistry from Peking
Union Medical College, Chinese Academy of Medical Sciences, and his B.S. degree in Biochemistry from
Sichuan University.

With over 20 years of biomedical research and biotech/pharmaceutical experiences in various
therapeutic areas, Dr. Lu is a skilled leader of diverse groups in global operating settings. He has
published more than 80 peer-reviewed papers in prestigious journals including Nature and Science. He

is the lead inventor of over 80 patented inventions in areas of small molecule therapeutics.
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David TSUI

Regulatory Affairs Regional Lead

Mzt. David Tsui is currently the Regulatory Affairs Regional Lead at Shire, a biopharmaceutical
company focusing on developing medicines for patients with rare diseases. He is currently
responsible for developing and implementing regulatotry strategy in the Australia and New
Zealand. David received a Bachelor of Pharmacy from University of Sydney and Master of
Biomedical Engineering degree from University of NSW in Australia. Prior to joining Shire,
David worked in a leadership role covering Health Economics, Regulatory Affairs and Medical
Affairs function in Australia for a number of multinational pharmaceutical companies

including Bayer and Janssen.
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XI55 A,

Phoenix has been in the drug regulatory affairs for about 20 years, covering areas for both
small molecules and biologics regulatory activities in China. Phoenix started her regulatory

affairs career in Boehringer Ingelheim and had worked for US biotech companies of Biogen
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Idec and Amgen China. Since March 2015, Phoenix joins Shire China as regulatory affairs

country lead.

Hae-Young AHN

Dr. Ahn is currently the deputy director in Division of Clinical Pharmacology 3, Office of
Clinical Pharmacology, Center for Drug Evaluation and Research (CDER), Food and Drug
Administration (FDA). She received her B.S. in pharmacy from Ewha Women’s University,

M.S. in pharmaceutics from Seoul National University, and Ph.D. in pharmaceutics from West
Virginia University. She also received a postdoctoral training in pharmaceutics at the
University of Michigan.

Since joining the FDA in 1990 as a research scientist, she has held several positions in the
Office of Clinical Pharmacology including a clinical pharmacology and biopharmaceutic
reviewer, the metabolic and endocrine clinical pharmacology team leader and deputy division
director. As a deputy division director, she has been leading the efforts to apply scientific tools
in drug development and regulatory decision-making process in the therapeutic areas of Bone,
Reproductive/Urology products, Gastroenterology/Inborn Errors products and Dermatology/
Dental products. She is active in biologics and biosimilar development and regulations. She
has recently completed her detail with Office of New Drugs, Therapeutic Biologics and
Biosimilar Staff. During her detail, she served as a senior advisor to the Office of New Drugs
(OND) Associate Director for Therapeutic Biologics on broad policy and strategic initiatives
related to follow-on products, follow-on protein products, and other related complex products.
She has been interested in international collaborations for drug development and approval,
and organized and participated at several international conferences. She has participated in
many important CDER coordinating committees and working groups such as Complex Drug
Substance Coordinating Committee, Biopharmaceutical Coordinating Committee, Non-
glycosylated peptide working group, Biosimilar Implement Committee, Biologic Oversight

Board, and Hepatic Impairment working group.
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Peter SCHIEMANN

Peter Schiemann, PhD, MBA, is a renowned expert in R&D Strategy, Clinical Development,
Risk-, Quality- and Project Management.

He is Managing Partner at Widler & Schiemann Ltd, a consulting firm focusing on all aspects
of clinical development from Protocol Quality by Design to Study set-up, Project Management
and Risk-based oversight of Clinical Trials such as Risk-based Monitoring. Before founding
Widler & Schiemann Ltd., he wotked at Roche in several functions, at PricewaterhouseCoopets
in R&D Strategy Consulting and in Academic Research (Endocrinology).

Dt. Schiemann is member of EFGCP (European Forum for Good Clinical Practice) and their
working parties “Patient’s roadmap to Treatment” and “Medical Technology” and RQA (The

Research Quality Association).
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