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Xiugin WANG, M.D., PhD, Vice Chief Physician, is Deputy Director of Department of Science and
Technology, also the Vice-Chair of Institutional Review Board, in Jiangsu Province Hospital. Dr.
Wang did much research on ethical review of clinical research and management of clinical trials,
published more 20 papers and one monograph titled Operating Procedure for Institutional Review
Board of Clinical Trial Institution. Dr. Wang has been a fellow at Human Subjects Committee of
Harvard School of Public Health in 2005, and a fellow in Global Forum on Bioethics in Research
in 2007. Dr. Wang is the Deputy Secretary General of China Drug Clinical Trial Institution Union,
and the Secretary General of Research on Drug Clinical Evaluation Committee of Jiangsu Province
Pharmaceutical Association; AAHRPP Site Visitor, FERCAP surveyor.
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EDUCATION

Sept. 2001 - June 2005: Dept. of Public Health, Shanghai Second Medical University
Bachelor of Management: Specialty of Hospital Management

March 2010-Dec.2013: Dept. of Public Health, Fudan University School of Medicine
Master of Public Health: Specialty of Hospital Management

EXPERIENCE

Professional:

1. Jan.-June 2008: IRB and Research Ethics Fellow, Western Institutional Review Board, Seattle, United States of America.
2. Jan-June 2015: Bioethics Fellow, NIH Fogarty Program, Pittsburgh University, US

OTHER POSITIONS

1. Member, World Federation of Chinese Medicine Society Ethics Committee

2. Surveyor, FERCAP, SIDCER program

3. Member, Western Institutional Review Board, Seattle, USA

4. Leadership Committee Member, Middleton International Fellow Association (the only one in China)
5. Member/Secretary, Medical Research Ethics Society of Shanghai Medical Association

6. Vice secretary general, Shanghai Medical Ethics Association

7. Secretary, Shanghai Medical Ethics Professional Association

WORKING EXPERIENCE

1. Sept.2005-now: Staff Manager of Administration Department, Shanghai Renji Hospital

2. Sept.2005-now: Secretary, Shanghai Renji Hospital Ethics Committee

3. 2008-2013: Surveyor of SIDCER all over China, Taiwan, Thailand and South Korea, totally more than 30 hospital ethics
committees

4.0ct.2009,2010,2011,2012: take part in the WIRB annual meeting in Seattle

5. Nov.26,2012, Speaker, 2nd French/Chinese Symopsium on research in oncology, Lyon, France

LIST OF PUBLICATIONS

1. Chen Pei, Lu Qi, Xu Shanhua. Ethical Management-Soul of Hospital Management in the 21th Century, Chinese Medical
Ethics,23(4),2010.8.P53-55

2. Lu Qi, Discussion on how to be a chairperson of Institutional Review Board/Ethics Committee, Chinese Medical Ethics,
22(1),2009.2.P122-124

3. Chen Pei, Wang Yu, Lu Qi. The construction and development of Ethics Committee in Hospitals-From New Drug
Research to the Ethical Management of Medical Treatment, Chinese Medical Ethics,22(1),2009.2.P23-25

4. Lu Qi6,Evaluation on the effectiveness of informed consent in medical researches involving human subjects in public
hospitals in Shanghai, Chinese Health Resources, 13(2),2010.3.P74-75

5. Lu Qi2,Evaluation of Management of Hospital Ethics Committee by Principal Investigators, Medicine and Philosophy,
33(9A),2012.9.P33-35

Research Projects:

1. Lu Qi, E-system of hospital IRB management, Shanghai Jiaotong University,2010-2012

2. Lu Qi, Evaluation of process management of hospital IRB, Shanghai Municipal Health Bureau,2012-2014

3. Lu Qi3,Hepatitis B Clinical Research Platform, sub-platform for ethical review system , Eleventh Five major projects of
Chinese Ministry of Science

4. Lu Qi3, Regional Management Mode of palliative care, Shanghai Municipal Health Bureau,2014-2016

INTERESTED AREAS OF STUDY
1. Ethical Review of researches involving human subjects
2. Informed consent of researches
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Graduated from Shanghai Medical University, Heidi had her clinical practice in Shanghai
Zhongshan Hospital as a General Physician. She completed her Master Degree of
International Public Health in Sydney University in 2004. For the past 13 years, she has
been working in the field of clinical trials. This has included experience in pharmaceutical
company as clinical monitor and project manager, monitoring and auditing WHO TDR’s
projects, medical officer of Forum of Ethical Review Committees in Asian & Western Pacific
Region (FERCAP), Training and Compliance Officer in the Clinical Research Institute of
Shanghai Huashan Hospital, Fudan University, the Office Director for Peking University
Institutional Review Board, mainly responsible for IRB administration, developing and
implementing IRB policies and procedures, providing and organizing training activities.
She joined industry in 2012 taking the role as quality assurance professional for GCP & PV
audit since then.
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Zhaohua (Jessie) Chen, Chief Medical Officer, Innovent Biologics (Su Zhou) Co. Ltd.,
responsible to manage end to end process of clinical research for portfolio development
and provide post marketing medical and pharmacovigilance support, functions cover
clinical and operations, regulatory affairs, and translational medicine, etc.. Jessie used to
be Sr. Director, the Head of Clinical Trial Management and Portfolio Project Management
in Pfizer China R&D Center (CRDC). She leads both departments that are responsible to
plan, execute, monitor, and report Pfizer China portfolio deliverables and execute clinical
trials to bring Pfizer new product to China patients. Prior to it she was heading Clinical
Data Services (CDS) Department since 2008. The department provides end to end data
management and technical operation services to Pfizer global early development portfolio
through FIH to POC (close to 100%), China and China Regional portfolio (100%) , Japan
Clinical Trials (100%) and Post Marketing Surveillance studies, as well as some Pfizer global
late development portfolio through phase 3 to phase 4 studies. Before that, Jessie had
worked on SOPs, training, and process implementation for 2 years supporting multiple
functions of Pfizer Development Operations in China R&D Center as well as the medical/
clinical operations organizations in 12 countries of Asia/Pacific region (exclude Japan).
During that period, Jessie had led a group of training expertise completed Pfizer internal
CRA Certification program to about 300 CRAs in the region during 2007 and 2008. Prior
to join CRDC, she had worked in Pfizer China Medical department for about 8 years where
she obtained extensive experiences on clinical operations. Jessie was graduated from
the Capital University of Medical Sciences major in clinical medicines. She started her
professional experience as a physician for about 3 years.
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g5 / Chih-Ping HAN, MD, PhD

Employment:

1. Medical Reviewer, Center for Drug Evaluation, Taiwan. 2000-2005.

2. IRB Chair, Chung Shan Medical University Hospital, Taiwan. 2006-now.

3. Professor, Department of Pathology, School of Medicine, Chung Shan Medical
University, Taiwan. 2010-Now.

4. Attending Physician in Department of Obstetrics and Gynecology, Chung Shan
Medical University Hospital, Taiwan. 2005-now.

Expert Fields:

1. General Pathology, Gynecologic Pathology, Molecular Virology, Specialized in Human
Papillomavirus (HPV) and its related DNA Vaccine.

2. Regulatory Science in Drug Development and Clinical Trial.

3. IRB/EC management.

Publication:

1. Totally 69 Scientific papers in PubMed by Chih-Ping Han.

2. HRBE. AMEHFRAEMIEAS5SLEK(The Foundations and Practices of Human
Research Ethics), 2011, 2nd ed, 85, 25iE; FHZF AR AKX R/H
RILIEEE S page 93-106,

3. #HRE. AMEHARCIERNIES S5 E(The Foundations and Practices of Human
Research Ethics), 2011, 2nd ed, %EF¥, WHEH, FAEZ KERRBFEHRE
IRBSL %5,
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XEMRAFEXREEFEZRAIMAFELE

David Matesanz, JD is the Director of Research Review for the Duke University Health
System Institutional Review Board in Durham, North Carolina, USA. David serves as an
IRB co-chair for one of Duke’s nine biomedical review boards, contributing regulatory
expertise. In his role, David is responsible for interpreting federal and state regulations,
and developing and implementing institutional policies. He oversees the management of
IRB operations for both full board and expedited reviews; the office processes over 2000
new protocol applications annually. David serves as the liaison between the IRB and other
administrative and legal offices within the university. Prior to joining the IRB, David held
a variety of positions in research administration and previously worked as a consultant
focused on risks in emerging economies. He holds a Juris Doctor from Fordham University
and a Bachelor’s degree in economics from Brown University.
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Peter SCHIEMANN, PhD, MBA

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 PricewaterhouseCoopers 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).
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