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2018 DIA China Clinical Project Management Workshop

Basic to Intermediate Level
11828-30H | dtREHHEEBEE | November 28-30 | Beijing
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“From Zero to One, From Good to Great”

The Foundation and Improvement of PV System and
Lifecycle Risk Management

1MB308 -12818 | tREHRHEFEE | November 30 - December 1 | Beijing

DIA Bhiezlifa Rzt EE P R SR 5 IR AT BE
Data Management in Oncology Trial
1282-38 | £&FE&RAIAAERE | December 2-3 | Courtyard, Shanghai Pudong

HEfR: MEKEER. MRCTRIAEMA TS
Bridging Study - Perspectives from Ethnicity, MRCT and

Regulation
1287-88 | btz | December 7-8 | Beijing

B B I R B
Vaccine Clinical Trial Design
1289-10H | dERI4FHEE | December 9-10 | Beijing
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Thousands of Members in
80 Countries,
Across 20+ Communities

DIA Members work in tandem to speed innovation in
healthcare product development

Who Are DIA Members?

* An unparalleled network of * Global professionals from » Active change-makers eager to
professionals from around the academia, patient groups, discuss the issues of today and
globe, all working in or supporting regulatory, industry, clinical chart a path for tomorrow
the life sciences and healthcare development, medical affairs, and
fields more

—

Relationship Knoweldge and Collaborative Skills Leadership
Building Insights Connections Development Growth
Opportunities

DIAglobal.org DIA



Changes in the Regulation Model/Working

DIA

Model after the Implementation of ICH E2B

November 26 | AVIC Hotel Beijing

Program Chair

TANG Xue

Drug Safety Unit
Regional Head (DRH),
APAC, Pfizer

Instructors

Phil TREGUNNO

Group Manager

Vigilance, Intelligence and Research,
Medicines and Healthcare Products
Regulatory Agency (MHRA)

Junji MORIYA, MD, PhD

Senior Reviewer, Office of Safety Il
Pharmaceuticals and Medical Devices
Agency (PMDA), Japan

ZHAO Jun
Senior Principle Software Engineer,
Boehringer Ingelheim Pharm. Inc. US

Julia ZHU, MD, PhD

Senior Director, Drug Safety &
Pharmacovigilance

dMed Biopharmaceutical Co., Ltd.

Contact: Stephanie LIU

Email: stephanie.liu@DIAglobal.org
Tel.: +86.10. 5704 2656

Register: DIA China
Email: China@DIAglobal.org
Tel.: +86.10. 5704 2659

With the Chinese regulatory agency officially joining the ICH in 2017, the
implementation of a number of ICH guidelines in China has been scheduled.
Especially after China joined the ICH Management Committee this June, the China
National Medical Product Administration (NMPA) has accelerated its implementation
progress among both MNCs and local Chinese enterprises. On July 30, 2018, the “E2B
(R2) An Implementation Guide for Electronic Transmission of Individual Case Safety
Reports” was issued at the website of the Center for Drug Evaluation, which was
another important milestone in E2B implementation in China. The implementation
plan for E2B (R3) will be followed by an intensive efforts towards the goals of May 1,
2019 (pre-market) and July 1 (post-market).

Is E2B only a guideline for authorities and companies to establish drug safety
data system and to quickly report individual case safety report through electronic
transmission? What does authority do with this data? How to monitor risk and
control risk? What is the process of changes in the strategy for system building and
operational processes? How will the internal processes for submitting reports and
databases setting by companies (especially multinational pharmaceutical companies)
meet Chinese regulatory requirements, and at the same time, be consistent with the
international standards? These are the opportunities and challenges in front of all PV
personnel engaged in pharmacovigilance.

This course will invite Japanese and European authority officers with years’ experience
in E2B implementation and share the change to overview of pharmacovigilance
system and E2B implementation status in Japan, Europe and UK, and will reveal the
overall considerations from authorities in E2B implementation in China. The course
will study the experience of the E2B implementation in Japan and the implementation
and information systems in Europe, and explore from the perspectives of pharm
companies the opportunities and challenges of E2B implementation in China

Learning objectives

« |T system design and data collection principles
* Experience sharing of E2B implementation in Europe, UK and Japan, and its
significance for China

Participants

« Corporate management staff

* Drug development management and decision makers (CMO, etc.)
* Person in charge of adverse drug reaction monitoring

« Drug safety/pharmacovigilance professionals

« Corporate IT specialists responsible for electronic database setup and services
¢ Clinical R&D operations and project management staff

* CRO’s PV staff

¢ Quality, audit, and inspection personnel

* Medical information and medical communication

* Medical affairs

¢ Regulatory affairs

Unit A1618, Tower A, No. 3 HaiDian Avenue, Hai Dian District Beijing 100080, China | Tel. +86 10 5704 2650 | www.DIAglobal.org
Unit 601, 599 Ling Ling Road, Xu Hui District, Shanghai 200030, China | Tel: +86 216042 9857 | China@DIAglobal.org
DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing/Shanghai, China | Horsham, PA, USA | Mumbai, India | Tokyo, Japan



Agenda | November 26 | Monday

8:30-9:00 Registration | 4th Floor, First Meeting Room

9:00-9:10 Opening ICH

Head of ICH Office

9:10-9:40 Overview of Pharmacovigilance System and E2B General Introduction and Implementation Situation in Japan

* Organizational Structures
 Strategic Plan and Process
* Timetable

Junji MORIYA, MD, PhD
PMDA

9:40-10:10 Overview of Pharmacovigilance System and E2B General Introduction and Implementation Situation in EMA and
MHRA

* Organizational Structures
 Strategic Plan and Process
* Timetable

Phil TREGUNNO
MHRA

10:10-10:30 Tea Break

10:30-11:00 Consideration of Moving from E2B R2 to R3

Phil TREGUNNO

11:00-11:30 Q&A

Junji MORIYA, MD, PhD
Phil TREGUNNO

11:30-13:00 Lunch | 1st Floor, Coffee Shop

13:00-13:30 The General Consideration of E2B Implementation in China

XIONG Wei-yi, MD, PhD
Expert of ICH E2B Working Group

13:30-14:15 Experience Sharing -- Implementation of E2B in EU and IT System Requirements

Phil TREGUNNO

14:15-14:30 Tea Break

14:30-15:30 The Opportunity and Challenge of E2B Implementation

ZHAO Jun
Boehringer Ingelheim Pharmaceuticals, Inc.

Julia ZHU, MD, PhD
dMed Biopharmaceutical Co., Ltd.

15:30-16:30 Panel Discussion

All
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Drug Safety Unit, Regional Head (DRH), APAC, Pfizer
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As Regional Head for Drug Safety Unit, APAC region, Xue is responsible for the oversight of activities
relevant to the pharmacovigilance system to ensure monitoring of the safety profile of Pfizer’s
products and to meet regulatory requirements.

Xue has over 20 years experiences in Pfizer China covering Clinical Trial, Pharmacovigilance as well
as Quality Assurance areas, with in-deep knowledge of Chinese GCP, Chinese laws/regulations and
international guidelines that is relevant to these fields.

Xue facilitated the DIA/ICH International Training Program on ICH Pharmacovigilance Guidelines
held in 2012 China and acted as the Program Committee Chair for the DIA Training Program on
Signal Detection & Data Mining in 2013 China, she has also worked as session chair in the 6th and
9th DIA China Annual Meeting.

Xue is one of the three initiators for the China Chapter of International Society of Pharmacovigilance
(ISoP) formally set up in Oct2016 and chairing the ISoP China Chapter; Xue is currently chairing the
Pharmacovigilance Working Group in RDPAC (R&D based Pharmaceutical Association Committee)
Before joining Pfizer , Xue obtained her Master Degree on endocrinology with 7 years clinical
practice in the 2nd Affiliated Hospital of Dalian Medical University.
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Group Manager Vigilance, Intelligence and Research, Medicines and Healthcare Products
Regulatory Agency (MHRA)

PhilZlTEMHRAZ 7 ISR FFF 5 HBA (VIRG) MENZRIE, HERBIHINENHYE
MIEZR., AEFENRZE, PhilEZEAETASHARTESEENRE, B8ES
MERSENR G, RETEXTTH.

Philif AT . BIRMMATNARNW FEE, BIRMZIBHEFEAETRNEX
JIHE.

Phili S 7 Bk B U 25411 XIWEB-RADRIU B (Y A AR A, MR T BB ABRE
FAAREEATHHERNER, B EERSE_PIMIIE, BENAPPE G
ANEIHMRGH, DUIRRAZmA,

Phil is the Group Manager of the MHRA’s Vigilance Intelligence and Research Group (VIRG) and has
over fourteen years of experience working in pharmacovigilance. Prior to his current role Phil spent
nine years leading and developing the Signal Management function, including systems, processes,
and relevant aspects of Pharmacovigilance Legislation.

He is responsible for the operational delivery of the Vigilance, Intelligence and Research Group,
including delivery of relevant aspects of the Agency’s digital transformation programme.

Phil led the development and delivery of the EU’s Innovative Medicines Initiative WEB-RADR Project
which investigated the use of mobile applications and social media for pharmacovigilance and is
now leading second IMI project to embed the mobile app platform into other systems to enhance
their impact.
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Education:
3/20/2000 M.D.  School of Medicine, Chiba University, Chiba, Japan
3/25/2009 Ph.D. Graduate School of Medicine, Chiba University, Chiba, Japan

Area of Specialization:
Cardiovascular medicine, General cardiology, Vascular biology, Therapeutic angiogenesis for cardiovascular diseases,
Translational and regulatory sciences, Clinical trials, Pharmacovigilance of medicinal products

Postdoctoral Training:
Internships and Residencies:

5/1/2000 - 3/31/2001 Resident, Internal Medicine, Chiba University Hospital, Chiba, Japan
4/1/2001- 4/30/2002 Resident, Internal Medicine, Chiba National Hospital, Chiba, Japan
5/1/2002 - 3/31/2005 Resident, Cardiovascular Medicine, National Cardiovascular Center, Osaka, Japan

Research Fellowships:

5/1/2000 - 4/30/2002 Research Fellow in Medicine, Chiba University, Chiba, Japan

4/1/2005 - 3/31/2009 Graduate Student in Medicine, Chiba University, Chiba, Japan

4/1/2009 - 3/31/2010 Research Fellow in Medicine, Chiba University, Chiba, Japan

4/1/2010 - 4/30/2011 Assistant Professor in Department of Cardiovascular Science and Medicine,
Chiba University Graduate School of Medicine, Chiba, Japan

5/1/2011 - 8/31/2014 Research Fellow in Department of Cardiovascular Science and Medicine,
Chiba University Graduate School of Medicine, Chiba, Japan

5/1/2011 - 12/31/2012 Visiting Scientist in Research Department, Genentech Inc., South San Francisco, CA, USA

1/1/2013 - 8/31/2014 Visiting Scholar in Department of Pathology (Moores Cancer Center),
University of California San Diego, CA, USA

Licensure and Certification:

2000 Japanese National Board of Medicine, Certificate No. 412320

2004 Board Certified Industrial Physician of Japan Medical Association

2006 Board Certified Member of the Japanese Society of Internal Medicine

2007 Board Certified Member of the Japanese Circulation Society

2010 Board Certified Member of Japanese College of Angiology

2012 Board Certified Member of Japanese Society of Hypertension

2016 Certificate of passport for good clinical practice of Japan Society of Clinical Trials and Research
Board Certified Member of Japan Atherosclerosis Society, Fellow of the Japanese College of Cardiology (FJCC)

2017 Board Certified Member of the Japanese Society for Regenerative Medicine
Fellow of the American Heart Association (FAHA)

Hospital/Job Appointments:
4/1/2005 - 3/31/2010 Physician in Cardiovascular division, Chiba University Hospital, Chiba, Japan
4/1/2010 - 4/30/2011 Assistant Professor in Cardiovascular division, Chiba University Hospital, Chiba, Japan
12/1/2014 - 12/31/2015 Reviewer, Office of Safety I, Pharmaceuticals and Medical Devices Agency (PMDA), Tokyo, Japan
1/1/2016 - 3/31/2017 Senior Reviewer, Office of Safety Il, Pharmaceuticals and Medical Devices Agency (PMDA), Tokyo, Japan
4/1/2017 - 3/31/2018 Principal Reviewer, Office of Cellular and Tissue-based Products,
Pharmaceuticals and Medical Devices Agency (PMDA), Tokyo, Japan
4/1/2018 - present Senior Reviewer, Office of Safety I, Pharmaceuticals and Medical Devices Agency (PMDA), Tokyo, Japan
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Senior Principle Software Engineer, Boehringer Ingelheim Pharm. Inc. US
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Jun Zhao works in Boehringer Ingelheim Pharmaceuticals, Inc. since 1995. He is currently a Senior
Principle Software Engineer. He is mainly responsible for supporting global pharmacovigilance
system (Arisg) as co-System Lead and managing E2B data submission (E2B) to various regulatory
authorities, such as FDA, Health Canada, and EMA, and data exchange with other pharmaceutical
companies as Project Manager. Jun Zhao graduated from Peking University in 1986 with bachelor
degree in Economic Geography and received master in Applied Economics in 1993 from University
of Minnesota. Jun Zhao has received various awards, including president award from Boehringer
Ingelheim and Group Recognition Award from FDA in 2007 for participating in FDA E2B pilot project.
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Senior Director, Drug Safety & Pharmacovigilance, dMed Blopharmaceutical Co,, Ltd.
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Julia Zhu is the head of Drug Safety and Pharmacovigilance at dMed, responsible for PV
strategic consultation and planning to biopharmaceutical companies, leading Drug Safety and
Pharmacovigilance team to provide the integrated PV solution including safety reports management,
safety data surveillance and risk management and intensive drug monitoring.

Julia Zhu received PhD in Clinical Medicine from Shanghai Medical College, Fudan University (former
Shanghai Medical University).

Before dMed, Julia worked as Medical Director at Safety Evaluation & Reporting, Worldwide Safety,
Pfizer. At that position, she was responsible for safety evaluation for assigned Oncology products,
including medical review for ICSRs, periodic safety reports and safety risk management as member
of product risk management committee.

Prior to joining industry, she worked as a licensed physician.
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