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Dear CQAF members,

2020 is just right in the corner, and 2021 is coming quietly! CQAF is also welcoming a
new term (2021-2023) of the core team!

Taking this opportunity, we are pleased to announce that Sean (Xiaogang) XU is elected
as the Chairman and warmly welcome Sally(Ping) ZHANG to the CQAF core team ™. In
addition, Hannah CHEN and Lanjing Zhang will continuously support CQAF as the Legal
representative and General Secretary. The new term will come to effective since 1
January 2021. Please refer to core team members' biography as below.

We much appreciate your constant companion in 2020, and wish you a very happy New
Year of 2021!

CQAF Core Team

NIl Sean (Xiaogang) XU, Chairperson, Beijing
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Sean holds a bachelor degree in Clinical Pharmacy from China Pharmaceutical University and a
Certificate of Completion of Master Courses in Project Management from Graduate University
of Chinese Academy of Science. Sean is currently working for Zigzag Associates Ltd., a global GxP
QA Services Provider, as Associate Director of QA Services for Asia Pacific. He is a highly
experienced professional with significant operational, project/people management and QA
experience within the pharmaceutical and medical device industries since year 2003, for both
MNCs and CROs. Expertise in GCP auditing across a wide range of audit types including clinical
investigator site, vendors, systems, documents, affiliates and internal departments in Asia Pacific
area since 2010. Proactive and with excellent managerial skills, he has led both global clinical
trials and those local to the Asia Pacific region, from start-up to close-out, and in a wide range
of therapeutic areas. Sean joined CQAF in year 2012 and has been actively participating in and
supporting CQAF initiatives and training programs. In the area of social activities, he currently
serves as a part-time lecturer at the IED of NMPA and course professor for Yeehong Business
School.

@
-
u P Amy (Yanmin) JIANG, Core member, Shanghai
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Amy has more than 20 years’ experience in pharmaceutical industry. Amy joined in Harbour
BioMed responsible for GxP Quality Management in Nov. 2019. Before that, Amy was serving in
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Sanofi as China R&D Site Head responsible for coordinating local operations and global activities
and interacting internally and externally; was responsible for GxP quality management system
and operations in China R&D for seven years; and ten years in drug clinical research and
operations, has ever successfully led several large-scale clinical trials in different therapeutic
areas such as oncology and cardiovascular.

Prior to joining in the pharmaceutical industry, Amy has worked as an oncologist in a Shanghai
Tier-3 hospital for 5 years. Graduated from Medical School of Shanghai Jiaotong University
(formerly Shanghai Second Medical University), majoring in clinical medicine.

In addition, Amy is keen to promote the development of clinical trials in China. In the company
she is responsible for coordinating clinical research related training for hospitals. Externally, she
has worked as a core team member in China Quality Assurance Forum (CQAF) and served as a
course professor at the IED of NMPA and Yeehong Business School.

A XJ#F¥ Heidi(Haitao) LIU, Core Member, Shanghai
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BORMETAE, T 2020 0N DARLRZG & WA E], Ayt P &5t & PRAE 75 B
£ QA K HH TR AIRE “RUFOLINTE ", MAE & B SO IR YR 225, T
RPN DA 3 2 DA A TR D D B A

HAITAO (HEIDI) LIU, medical background and started her career as a general physician. Once she
completed Master Degree in International Public Health in 2004, she moved to the field of
clinical trials. This has included experience as a contract monitor and auditor for 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, the Office Director for Peking University Institutional Review Board. Since
2012, she has been working as GCP Compliance and Quality Assurance professional in industry.
With a lot of “it depends” in QA’s daily work, she believes reasons and meanings are essential
for justification, and compliance should be anchored on universal ethical principles.
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. XI5EH Cathy (Qingyue) LIU, Core Member, Shanghai
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Cathy currently holds the position of Site Head for Roche Pharma Development Quality (PDQ)
Asia Pacific & Quality Strategy Lead. Cathy’s primary responsibilities are to assure the
realization of Roche Pharma Quality Strategies in the clinical development process space and
provide quality support to the APAC region.

Have been working in pharmaceutical industry for more than 20 years, Cathy had increased
responsibilities and management experience at MNCs, where she was mainly responsible for
Clinical Operations, Quality Management and Global Quality Assurance of the GxP audit
programs in the GCP/GVP/GCLP fields from 2009 to 2016.

Joined CQAF from the foundation, Cathy has served as a member of the CQAF core team since
2016 and chairperson for 2018-2020.

Ellyne SETIAWAN , Core Member, Shanghai

Ellyne >R EBTInd, B 1998 FFLIK—EH LI T BR 2GR A SIS 7EHEN 5T 5 B AU 7,
Ui RSy I TR FRAEME P < o A AR PR ik PR3 78 3 T 1A - AR 55« Ellyne BIAEZhARHS B
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Ellyne is from Singapore and works in the clinical research industry since 1998; spending most
of her time in clinical operations across Asia, MENA and Europe holding various positions before
moving into quality management. Currently, she is leading the Quality Medicine function in
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Boehringer Ingelheim’s Chinese Markets. Together with a team of highly dedicated and dynamic
quality professionals, they drive quality culture, compliance, improvements, knowledge and
learnings with passion within the organization. Ellyne joined CQAF at the start of Y2015 and has
since been actively contributing to and supporting a number of CQAF priorities. She is guided by
a set of personal values of being fair and transparent as well as the working principles of open
communication and team work.

Uk—I& {81 Dr. Yifeng SHEN, Core Member, Shanghai

FFEEREAR (1996), HH R RigEZB AL (2002). 4 (2011). EEIGK
W P42 (ACRP) IAIEWTFREA: (CPI®, 2009~). Rutgers New Jersey Medical School &
Fvjin) e (2015-2016).
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Dr. SHEN, Yifeng received B.S.Med. (1996) in clinical medicine from Second Military Medical
University, M.S.Med. (2002) and M.D. & Ph.D. (2011) in psychiatry from Fudan University
Shanghai Medical School. Since 2009, he has become a CPI® of ACRP. He was a senior visiting
scholar of Rutgers New Jersey Medical School. (2015-2016)

Yifeng is now a chief psychiatrist, director of GCP office, QA team leader and IRB member of
Shanghai Mental Health Center. Also he is minor head of the National Science and Technology
Major Project (NMP) for IND in psychiatry (2008-2020). He is a CDE reviewer expert and a GCP
inspector of NMPA,

FHEZE Guiqin YU, Core Member, Beijing

1998 4 7 H B T b BERFR %, FRIRMS I RH 1 247

H AT FE B R 2 IR A PR A F I R RIS FE & R X HAT Al . SR CRAEH 4D
ANGEH, BAFERAETKX KSR ERIEEESR, R oBa., N rE
B OUHFEE. WA, WITAH. GLP FEEZE.

BA 19 FMIGRIRIRALR, 11 FRERIER TESRK.
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GUIQIN YU was graduated from the Beijing Medical University in Jul 1998 with master degree of
Gynecology & Obstetrics.

Guigin currently holds the position of Executive Director, head GCP Study Audit Management
Asia Pacific, Research & Development Quality, at Bayer Healthcare, with managerial
responsibility for the Senior/Global Clinical Auditors, and 2nd level line managers located in Asia
Pacific including Japan, and has extensive clinical quality assurance auditing experiences
covering mainly for GCP audits such as investigator site, supplier and document audits, but also
has experience of GLP audit, process audit and medical affiliate audits in Asia Pacific and at
global level.

Guigin has 11 years working experience in the area of quality assurance and 19 years in Clinical

Research area.

JEASIHE Liping ZHOU, Core Member, Beijing

JE ST AT BR YD 2R & (MRL) K X5 & AR S s g i, I 21 FEEZTILMOILE T
11 FEAH K QA TR E N, S ER. BRI EEHAas, HEU1 TR
QA HIBABIEESZ A3, T s ORI PR 28 B AR RIS 5 IR RIZE, &k
L BRI E L FENIGIREE AR, AWFE 2 IR TAERM 3 SEE AR . Jo)a it
Tz, FHEZ, BRYDREEEZMH RN,
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LIPING ZHOU is currently working as Senior Director and QA Head for MSD Research
Laboratories (MRL), Asia Pacific. Liping have 21 years’ working experience in the industry: over
11 years in Pharma R&D Quiality Assurance, with increased scope and responsibilities in the area
of GxP audits and inspections worldwide, in addition to building Asia Pacific QA team in MRL
and promoting Quality standard and culture in the industry; 5 years in clinical operation as site
monitor, GCP training manager and line manager. Worked for MNC, including Novartis, Bayer
Healthcare and MSD. Liping is a core member in China QA Forum (CQAF) and acted as the
chairperson for the third term. Liping graduated from Beijing Medical University (current named
as Peking University Health Science Center.
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k¥ Sally (Ping) ZHANG, Core Member, Shanghai

Sally 7 CQAF 7 Z HMIRIECA— G, 2010 41k () QA HRMb AR JEEAE M il 4 K 5T & ORUES T
TGt w0 TARS Pl GAE A R R B b B AT R NI KIS 8 TAE. M
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Sally (Ping) ZHANG joined CQAF since foundation when she started her QA career. Her prior
work experiences included clinical operations and quality assurance at AZ China R&D and
Pfizer global QA respectively. In recent 3 years, she works in China leading biotech CStone as
VP of QA, where she takes overall leadership of clinical QMS, organizational quality
management strategy and implementation.

Sally was an ENT doctor before joining industry. She graduated from Sichuan University Huaxi
medical center with Master’s degree, under a partnering graduate program with Dalhousie
University of Canada.

Sally has also been working in ICH Global Expert Working Group (EWG), for ICH GCP R3
renovation since 2019.

F&4E Hannah(Hua) CHEN, Legal Representative, Beijing

MRAET 2019 4F 2 HEOL T H S & A =T A Mo SZ & e . R8T 20 fF1EE
HHZ5AF TAEMER CH2K L5 1997.5~2012.9; #4: 2012.9~2019.1), MFLLH
Eolb S RIS T, IR EE, 7RI S Y GeP S AR I
Hly, LA R FBERN I FE R s IR PRIAIG SL 00 ERE B AL R ARG A I R0 5
HEHAR (cQMS) Bl @A, 2T X A (RBM) & LRl .

MRieT 2010 4 5 A 7 EFRERIEISTE (CQAF), BTEHEZITE GXP Ak 1) i EAnifE .
MRAEFE(E I coAF 5ENAMT L& R E 2/ €4, 415 RQA, RDPAC F1 DIA [
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HANNAH is the founder of Hannah and Associates (Consulting company), she has more than 20
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years experience in Pharm Industry including GSK and JNJ. She has experience in: clinical
operations, project management, protocol and CSR development; She conducted GCP audit
including investigator site, local operating company and external service provider; clinical
laboratory and PV audits. She provided training in auditing, cQMS set up and RBM. Hannah is
the originator and founded the CQAF in May 2010 and chaired forum from May 2010 to May
2012. She plays important role in external engagement including RQA, RDPAC and DIA.

5= Lanjing ZHANG, General Secretary, Shanghai

g2, MR AL, B 2011 TS R 25T F55 G S A B,
157 SCRF R B AR - GCP AN GVP & 3l H ot = A HRAA R IR it 7R Ik 2 1T, 4 8 7E Covance
e A [ g 55 A 1 25 8 =) BRI PR A S AN T 37 B2 380 11 A 5 48, HAE N R 5 4,
5K 2% T 2012 4F 2 H I R R RIEIR1E (CQAR), TR, 137 P Bh COAF Al
O HIBN TAE, itk CQAF H & TAENFEAT .

LANJING holds a Master’s degree in Physiology, Soochow University, and currently is Medical
Affairs Compliance & Excellence Manager in Roche Pharma., supporting continuous
improvement in local Quality Management System in GCP and GVP activities in China since 2011.
Before that, she works in clinical research and marketing medical department in Covance and
CP-GJ pharmaceutical company for 5 years, and as general practitioner for 5 years.

LANJING join in CQAF as General Secretary since Feb 2012, with the responsibility to support
CQAF Chairperson and Core Team to ensure the CQAF daily work run smoothly.
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