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F5%% 4% | Shun LU, Professor
EEsmRRERBBMERREZTOET LEXBRAEBIHRESIE

Director of Center for Clinical Medicine of Lung Cancer
Doctoral Advisor,Shanghai Jiaotong University

fhseBixe LEmRR ERMBMERKEZHROEE. BArEEFE kKA
E¥w (CSCO) RIMPK. ERRmAmBEEERLRARFITEROHAH
HER., LETEEZEMEZSTIFEZA. ASCOZZERIZA/H (MCMC)
KR, BirftEtis (IASLC) HAZRSER. MBEBEKEEEThe
Oncologist#E 25 Z Fthe Journal of Thoracic Oncology&| F %5,

AR FTENETRRMEBENSZZREERT. ERETURRERTAE
MR, e LBETEZUEANT, LBETRFZARELA, FARTAE
FREFREREGEE—D, 863EXRATFFA_IN, BEXEARESLIMAE
—Il, BEEREKHRNRARSHRIERMRRFM, £Chest, JTO, Plos
One. OncoltargetZE 4 E AR X1005E, HBSCIKR4A5E .

Prof. Shun Lu is Director of Center for clinical medicine of lung cancer at Shanghai Chest
Hospital, Shanghai Jiao Tong University. He is vice executive secretary of Chinese Society
of Clinical Oncology (CSCO), new drug review expert of the Center for Drug Evaluation,
CFDA , director of Oncology Society Chinese Medical Association Shanghai Branch, a
member of ASCO multidisciplinary treatment teams and a member of the International
Association Study of Lung Cancer (IASCL). He currently serves on the editorial board of
The Oncologist and is the associate editor of the Journal of Thoracic Oncology.

Prof. Lu’s main research interests are multidisciplinary synthetic therapy on lung cancer,
targeted therapy and immunotherapy. He has been appointed as one of excellent scientific
leaders in medical research in Shanghai. He is active in oncology research and has been
principal investigator or steering committee member of 1 international cooperation
program of Ministry of Science and Technology, 2 national 863 programs, and 1 program of
National Natural Science Foundation of China. He has published more than 100 papers in
peer-reviewed journals, including Chest, JTO, Plos One and Oncoltarget, 45 SCI included.
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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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fs4E | Hannah CHEN
SRAEN T RERRT KR
Director, AP, Quality Strategy, Johnson & Johnson

HannahF2012F9 R M NNBRAET K5 FEFAHMOEYN LN RRES SRR
(BRQC) B E S . 2016F9F K, MIBEEMFARRESEABITPERX AT
A, ARTAXRMBEXAELD TRESERGHE BUEHESRERIISANMN
ANA. EMANRERS)ZH, HannahBEF=REL R NS TIE15EF, HpH10EME
MNEEZIE. BEETABXAREERNELYRKXEEEIETEORZL
&, hERE. B, "TRMMENNREERITIEL, B2009FE, it 5FDA
FEDAEMCFDABYIGIE, AAWRKIXEERIEFNERERT KENEEHE
BiEm XMt

Hannah is leading a team of auditors in AP region covering: non-regulated, GLP, GCLP,
GCP and PV audits; she also provides strategic input to audit program to ensure risks in
AP region are communicated and reflected in the audit program.

She joined Johnson & Johnson in September 2012 from GlaxoSmithKline (GSK). She has
worked for GSK for more than 15 years, including 10 years in the area of auditing. Hannah
conducted a variety of GCP audits in many AP countries, as well as in US, Europe, Latin
America and African countries. She also has experience in PV system audits and clinical
lab audits. She has been involved in many internal and external training programs,
assisted US FDA inspection training workshop in China from April 2010 to Oct. 2012.
Hannah has been working closely with China FDA since 2009, provides consultation and
involves in the development of guidance documents in GCP area. Hannah has also spent
approximately 5 years in Clinical Research. Prior to joining GSK, Hannah worked for
almost 8 months as a sales representative in Mead Johnson.

Hannah obtained her Medical Degree from Capital University of Medical Sciences in
China and worked as a Pediatrician for years before joined industry in 1996.

HEZMR

#iT | Helena ZHANG
BRER (B8) BTREERASITAEFZRE

sk4T, Helena  BRIERTEEREAFHANITAREZLZE, AFEREEL
AREAEZRBEKEERAMAMEZES TIE. Helena\1995F NN E M H 24
5. 20 FRAGMRMET MG, N=REAE LTt aBRREETERRT
FENEE, MAEIQVIABR+ZERMAETERBESHNRTNSEASHE, B8
ZKREERFRAPEREFEFMTE.CMO, EARRNEREF LTI IERIXIEA
K iTRE ., MNMESBENKE, RS EdiaRAR PO, HERIMIAL
S30% = MR T AR L L IR ftdue  diligence (RFTIRE) T, #IA
ITMERFA AN~ REFEOALIEMLET. AERRZ+HIREF AT AL LR
HLIKFATNEDHHAMEFANEKRAL R, FHEAEFZHAKRAER. Hhad
WITHIHRERT R, BRERAARRE, FHERFLNEDEMAR.

MT1995E DIk, AR B EEST =34,/ =) Terumo FStryker Far East /A 5] 5t [F1EER
6F, WNSEFMHTHFL, HBEFH~RMFERSEIERFL 1L,
zEAEEEIndiana KEZEEZFOEIBLEH#HITIRKFITRAE, 2006FEE EF5D
57 % E CRO/A 5Parexel FIIQVIA, EEMNE IR KA K.
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University 3 8MBAZA1 ,
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E3 | Lin WANG, MD
KA ML FORTAE D
Head of Takeda Development Center, Asia Vice President, Takeda China

Serves as Head of Takeda Development Center, Asia Vice President, for Takeda China, where she is
responsible for all R&D activities across all therapeutic areas in Asia. She previously served as Head
of the Asia Biologics Development Unit, Associate Vice President Asia-Pacific R&D HUB, for Sanofi
in China, where she also served as Head of Asia Pacific Expansion and Life Cycle Management
Department, Associate Vice President Asia Pacific Therapeutic Strategic Unit. Dr. Wang earned her
Medical Degree from Peking University Health Science Center (formerly Beijing Medical University),
and was a Research Fellow in the Center’s Cancer Hospital/Institute of the Chinese Academy of
Science.

%T EFEt, THZEFWL | Ning XU, MD, MBA
BRAGHTEIER WAAERRENESNR

Executive Vice President, Head of Clinical Development and Regulatory Affairs,
ZailLaboratory

HEBRESGFFEIANESATE LS, RTBLEYFhEDNERAZES
R, BELTHHERTRAEIAERSE, LR ETRERKPETRESH
B RETAERKEYR. 25, EEEFAEHNIASESRAEENES TEY
HHE5, BT ERMAME M EMIRGNREE TR PR AN E T A
WaRGEEE, TIEEE, EBKTELAZERET SBXE, ANRERRREH
FEIHEESTL, #TBLLEELRNTERNTEEESHELY, ST
RRBETN. ASRBIER T, NEFRELENGRER, FURET RENZ
YIERTARERI LR THELURBIGLERRE. BN, BFBOEERTT
VRHFERTNERTR, 55T ERGLBNSTISHRET(E, 201145201544
HELHREHEANDSTERMDERS TR, THTABSRSUNTRED, Rk
s EI RS St R A,

Dr. Ning Xu is currently the Executive Vice President, Head of Clinical Development

and Regulatory Affairs at ZaiLaboratory. Prior to the current position, Ning was Vice
President, Head of Clinical Development Services, Covance China, where he developed
full functions for the organization and grew the business by 10 times in 5 years. Dr.

Xu has many years of experience of clinical research both in pharmaceutical and CRO
industries. He had worked for pharmaceutical companies such as J&J and GSK as well as
CROs such as Excel PharmaStudies and Parexel US. Dr. Xu had been the Chairman of the
Advisory Council of DIA China and DIA global board of director from 2011 to 2015.

Dr. Xu got his M.D. from Peking Union Medical Colleague in 1991. As a pulmonary hysician
he worked in Beijing Union Hospital for 6 years, and then he completed his postdoctoral
fellowship in the Medical School, University of lllinois at Chicago, investigating on
neutrophil inhibitory factor in preventing acute lung injury. He got his MBA from the
University of Illinois at Chicago in 2000.



Z3#) 8+ | Tony GUO, PhD
BN EYSITMRES TR

Executive Director, Head of Biometrics China, BeiGene

MEHEE FEESLEMIAS: (NCSU) gt R, BRiEE M PTES S
A BITRE. MABEFZR, BHPELEF2013-2017FBERDRIR =LY ST
KRN, BERE, ASRIPRPEMTIERZF LENEDSGITEB., EMARDER
FEZH, BPFELETFREFEETLDOMNFEF . T OBESREITZIEUREK
B (LANTUS) MBEZIThEA,

BETHPRAXBERRPARKEENRITTE, EXMRATRZTAERZ S

DRI S MERAROE., BELEFRANESDS (DIA) FEFIHIEE

. DIAREBEZRZMA, PEIEBRFARGITEHA (CCTS) MAMILREN S
ITMEEEEEMRS (BBA) WBK.

Dr. Guo received his Ph.D. degree in Statistics from North Carolina State University. Dr.
Guo currently is an Executive Director, head of Biometric China for BeiGene, a Nasdaq
listed Chinese biotech company. Before joining BeiGene, Dr. Guo served as Senior
Director, head of AP Statistics group of Merck Research Laboratories. Before his service
in MSD China, Dr. Guo also worked in Sanofi China as the manager of statistics group
and the lead statistician for Sanofi’s best seller Lantus in Sanofi US.

His research interests focus on statistical inference in missing data analysis, adaptive
design and Multi-regional Clinical Trial. 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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F37E | Christina PING

ERUIRARAREEAERASEREHTE
The General Manager of Shanghai Chelsea Clinical Research Co., Ltd.

She has a bachelor degree in Medicine from China, and a Master Research degree in Health Service
Research and Policy in University College London Medical School from United Kingdom (2001-
2002). She started her career as a nephrologist in China, later on as a CRA for three and half years
in Rhone-Poulenc Rorer China, and then Bristol-Myers Squibb Singapore. After completing her
master degree in London, she worked at National University Hospital in Singapore, supervising a
Phase | team including of two medical officers, one study coordinator and four nurses. In 2004
she joined Loudon-Omnicare Clinical Research as a Clinical Research Manager and then Clinical
Research Project Director, overseeing the projects in China. In 2007 she started Chelsea Clinical
Research - a CRO specializing in outsourcing and site management services to pharmaceutical and
biotechnology companies.

HEZMH

iRiE % EF1E1 / Haidong CHI, MD
IXFEEFEEE

SRIBRE 19994 B T EBERMASERES S, HIGHREST 4, 20044
FEBRERBAYESBLS. WERRTELZLRrERPEFE L, HEE
S, MEFREM, HRERFRETZR, XRS5 5lapatinibZ #5197
. B MAESSANPEAERNERTR. 8201062, REREHELR
B REMEYES R, REALKIE R R4 E IR T, 20146 8F
BALRATERAFRLRZ—

20165 EF HATFRBIELTRER, EXBRRLIVRRRSAT T, 20175
FIRTIRAEALR P EB BT LT A kAL

BHAEARE (LE) BRASEAZE
Trial Data 35 A, EB#& X IMBA

1052 EHFRARAHTE ELERARSEEY, 32EEFEANALER.
EHIMFBE. PPD, ChilternZ#F41%2%4KCRO, 5% AR egional study
ERERAEA, RFEISORFRFONTAR TR I/, wME, LME, BERHHR
AR EENTREEER,

SEMERBIERIBAESRAN, ARATEEFARBEMNRATR — L~ REER
WEARIE. MBIR—EBIRMNFT (AL H5RIEH2018 ) AhEIIE.
BIAEAME (L&) ARASESMA, (ELHRHRIEH2018 ) HELTHKZ—,
(AIREZED) HEETRZ—.
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EBCHERRENAZEEME, LBTEFXREFZEIWBK

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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201ME-2017FEEAIRKAE SRR BHIRTFFRK (FE) REFRAS, BET AR
HER2;AFr g ik A . w9 HfAHerceptin, Perjeta, T-DM1fIa K4 . EHIERE
B 2 SR PiSKHI | FIFICEA-TCBRYFF &, 2009-1011 HERFERTEZTZEORELEZNE
Zrmitt A, MEIRTEF#MHATPD1, PARPHIHI5FIVEGFRHD & FI A9 IG PR &

ERIEE | Jeannie QIU
AFENEYSEITEl RS

EREE BRIstIR T EFEMEDSITE]. SERDPR (XEHT) MFEEIELESR
., ERAFALZH, BEEIARHEEREXAZEZRIERESZHNE, B
HT SR X FrfERLih<(Yale-China  Association) ) & fUEsl, BEREFARMKX, RE
BIOEERREMRNEEELR, SEMNGYRRARKERNE ETEI TS
E%Bﬁﬁﬁq {EADIAREEEMEZEZ RS MM G (Young Member Advisory Council,
YMAC), BETESENAFEFRESE. ARFRNEHDIANEFIES), S 5DIA
GitAEEE), BEFIUTSWAERE, 550E TR —E4AANBAEERZRIE
(Quantitative Science Forum, QSF) . DIAZE%it= A /% . DIA-CCTS
ICH-E9(R1)/Estimand T /A%, AEHAFTIVHHETREKNE.

FXIE BEREER, EFEL
WEEBEXRZNEMEER—HkKiE O

FX BRI TEERREEXFMNBEREEKEESFRNGERTATEMR, TF
TRUERSBARRIET . BNEATAYIRKRIREEENRME LY F kK
R, 2013F X ESTART Center JJH B LY R M K # 5. ESCIRTRKIEIK
MRANEZRE, S5RSTLVBESH.



HE S48 / About the Speakers

Gl
SEBRENEMEER MEAR, TEE FE 8l EFEIF/MmS
EETMBEAT RER OB

FENMENSARETLERS £A
CSCO?LH?r?%%J\Z E YAl
FEMRAEERNSIARTIZEREEEZS BEEER
HFEMREERDESARTIEZERS B
CSCOMEXHERERTERZERSE 7
CSCOFEFEERZERE ZR
/ﬁﬂ?hr’d}/\rfﬁa%%wmfﬁﬂéﬁ BEERA
EEThEhESEFES
?%%%E‘uﬂﬁ’%éﬂ \FBCDEE L AR R FRIREF TR
JCOH ik GRIRBEERSGEMELTT) BE
(PEIRREESY PEERE
{Precision Cancer Medicine) EFRZE
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THEER, $8 EEASWESLERMBRIE, BHESIH, 199345 - 20044
R LERAR . BRI, 200455 ABBAR T, 2001236 WHOR B b Fi
mfJules  Bordetfi@ ks B LEMBI AR, ERURERRILTA0RE,
SERIREEER, BKER. HE. BBEFERLCENMBNNRES. L
EyomE hEGRMESS (CSCO) BH, CSCOMMREYRLBEERS
R, CSCOMMEELEE, CSCOBRLUERLEE, LETESLKRTRS
BIESENELRAIAER, FEIZE, TEAYESTRSSMBEDATREA
BEESER, TEEZEYLHERENSEE,

SREEET L
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