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Haihong Jiang

Director; Associate professor; Lawyer

Shanghai University of Medicine & Health Sciences
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Gemmy Song Expert Team

Jiushun Group
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HBAFAMESAER. 1S09001/1S014001/18001 EXRFMEREFZR. 1SO13485/CE EMEREFZA.
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Gemmy.Song Expert Team

Gemmy.Song, organized Jiushun Group in 1996, one of the earliest National-registered Senior
Auditor/Consultant/Professor of MD-Certification, provided consulting/training service for more
than 3000 companies independently for CE/ISO13485/1SO9001/FDA-510K/FDA audit/Europe
MHRA/CFS/Europe Notarization, etc., and Jiushun Group, has achieved very good reputation in

Medical-Device-Consulting in the past 20+ yrs.
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Jincheng Zhan

Marketing Manager

OSMUNDA Medical Device Service Group
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Xiaoming Feng

Researcher & Deputy Director

Department of Biomaterials and Tissue Engineering, China Food and Drug Testing Institute
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Christine Jiang

Regulatory Affairs Director; Co-Founder

RAMED (Beijing) Medical Technology Co., LTD.
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Ms. Christine Jiang is the Co-founder and Regulatory Affairs Director of RAMED (Beijing) Medical
Technology Co., LTD. She has 14 years regulatory affairs and quality assurance professional
experience in medical device field. Before joined RAMED, Christine has worked for US Danaher
Corp. Leica Microsystems and ThermoFisher Scientific. Christine is familiar with NMPA medical
device regulations, process and product standards , and she has extended experience of the import

medical device compliance management, China GMP and registration requirements.
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Yunzhang Cheng
Professor; Doctoral Supervisor
Director of Shanghai Interventional Medical Device Engineering Technology Research Center;

Deputy Dean of School of Medical Instrument and Food Engineering of USST;
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Executive Director of National continuing education base for professional and technical

personnel
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Carrie Wu

Quality Director; M.R.

Conod Medical Co., Limited

Zi8)L, IUEEEBETHMEARSBRATREE, 14 FETSMENFS LR, SHERTINL
BEKRBELRAERAT, 2013 F£~2019 FHHEESNXT 6 )X FDARE, H 4 XEHREETHIR

35ERE 483 [IE.

Carrie Wu, General Manager of Changshu MD Medical Device Technology Service Co., Ltd, with 14
years regulatory compliance experience in medical device industry. Previously served in Zhejiang
Biomet Product Co., Ltd. Carrie Wu has handled 6 times FDA inspections since 2013 of which 4

times passed with zero observation and independently completed the FDA 483 response.
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Lingyun Shao

Deputy Director

Central R&D Management Department (Reliability & Product Safety & Public Platform), Mindray
Bio-Medical Electronics Co., LTD
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Chunxia Li

Director

Laboratory of Medical Equipment Reliability, Institute of Integrated economy and Technology

of Mechanical Industry Instrument
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William M. Sutton

Assistant Country Director, FDA China

FEREXERMIAREES (USFDA) EFRMENAETEN FDA HEDA=EIEE(E, thRkET=mm
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BIFRSIRRR. FEE5E 1983 SRt FDA TIF, BEETSMiITHD A E (ODE) fR#ED
AZE (OCE) T{F. 7£ FDA T{¥HAjE), &7f ODE B{HTHITHR, £ OCE I AEFREIE HBEH
BEZEETE. EXFILEP, thREERTIERGNES, FEE FDAR=SFINIERS (TPRB) £
&, B 5S10(k)FEHEIATAR (AP) FIIUAEERT AP, FEIEM 21 Fh, tE5TSEAEET=ME
KEFBEMBERRVE |, BB ERERE=RFARZEF RO AR F EEF T,

William (Bill) Sutton is an Assistant Country Director in the Office of International Programs (OIP) at
the United States Food and Drug Administration (FDA) China Office where he serves as the
International Program and Policy Analyst (IPPA) for medical devices. Before being named Assistant
Country Director of the FDA China Office, Mr. Sutton was the Deputy Director of the Division of
Industry and Consumer Education (DICE) at FDA' s Center for Devices and Radiological Health
(CDRH) where he led the Division in the strategic development of regulatory education on medical
device topics spanning premarket and postmarket policy. Mr. Sutton began his career at FDA in
1983, and has held positions in CDRH, the Office of Device Evaluation (ODE), and the Office of
Communication and Education (OCE). During his tenure at the FDA he served as an administrative
reviewer at ODE and as a Supervisory Consumer Safety Officer at the mandated industry and
international assistance program in OCE. In both roles he worked on domestic and international
compliance issues, and served as Chairman of FDA’ s Third Party Recognition Board (TPRB), which
administered both the Accredited Persons (AP) for 510(k) review and AP for Inspection programs.
For over 21 years he has educated the worldwide medical device community about Federal medical
device regulations and policies. Mr. Sutton received a Bachelor of Science in Management Studies

from the University of Maryland University College.
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« IHENERE TR EENER, STENRSEEE QMS 5788, FETHE IVD Y Annex IV, MDD B Annex
Il LA QSR 820 gUEAENR

« EBUNASER CFDA EML 64 71 218 JUFLER
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« BT EBAPISREENEIRREA, NIUHEEHES

- BFEREERRERR

« fRfE CFDA R EE XABERFESENATHICR
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Graduated from the Medical College Affiliated to Shanghai Jiao Tong University, in his 25 years
medical device career, Mr. Scott Yu worked on different positions of Point of Care (POCT)
Specialist, Notified Body Auditor and China Healthcare Manager, FDA 3rd Party Reviewer for HP
Medical (I-STAT), TUV Product Service, BSi Product Service respectively and his customer cover BD

diagnostic, Johnson & Johnson etc.

At present, Mr. Yu, as an independent senior regulatory consultant, he provides Healthcare
Regulatory Compliance Services to local and global medical device company. As the owner of the
FDA 510(K), 21 CFR 820 and ISO 14971 certificate, Mr. Yu became to be the US Regulation Tutor for
RAPS in China in 2011 and the Johnson & Jonson Ethicon, Abbott Diagnostic, Zimmer Biologic
Global Supplier Lead Auditor in 2012 based on his more than 1000 man days EU & US regulatory
compliance audits (MDD & IVDD) , 67 times FDA 21 CFR 820 on site QSIT experience and 6

successful 510(K) submissions.

From 2012 to 2014, Mr. Yu further develop the 2nd party audit business scope for Zimmer , Smith
Nephew ,Johnson & Johnson, Abbott Diagnostic etc. global company in the field of ISO 13485, 21
CFR 820 cGMP and 21 CFR 58 GLP compliance. Meanwhile, Mr. Yu has led the ISO 13485
compliance consulting for Stryker Great China Trading Company. This is the 1st Great China Trading
Co. including mainland, HK, Taiwan multisite ISO certification in medical device trading co. business

field and it significantly support the upcoming China GSP compliance.
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Based on his language advantage and communication skill, Mr. Yu successfully support the Import
Alert & FDA Warning Letter Clearance for the biggest Medical Device Company in Japan. In 2015,
Mr. Yu support the Medtronic China facility to VAl accomplish the 1st FDA QSIT inspection.

Till 2018, Mr. Yu has consulted 67FDA level Il inspections, among them, 53 times were accomplished
on NAI result with Zero defect, cases cover but not limited to Medtronic, Terumo, Acon, Andon,
Neusoft, BD diagnostic, smith nephew, Zimmer-Biomet, JnJ — Depuy etc., specifically in 2017, Mr Yu

assisted a Class Il Device PMA preapproval inspection in US with NAI result with Zero defect.

Meanwhile, through China CFDA start the oversea inspection, from the end of 2015, Mr. Yu was
involved the preparation of the upcoming oversea inspection by CFDA, so far 8 projects were

experienced and Mr.Yu' s work covers but not limited to :

« Let the manufacture get awareness of the composition of the Inspection team, coach the Chinese
accompanying staff regarding to the QMS knowledge and let them know the basic knowledge of
Annex IV in IVD, Annex Il in MDD and QSR 820.

« Clarify how to use the CFDA regulation order 64 and 218 on-site inspection checklist

« Setup the war room and front room in the manufacturer and clarify it" s difference from USFDA

inspection.

« Support manufacturer project team (CFDA inspection project) to do the gap analysis using the
CFDA regulation

« The necessity review of performing on site mock audit
- Identify the potential translation candidate for upcoming inspector from their own staff team.
« Develop the translation / interpretation skill for the translator.

« Review & support the preparation of the documentation required by the (MDL)Master Document
List from CFDA

In 2017, Mr.Yu was appointed by CHINA FOOD AND DRUG ADMINISTRATION INSTITUTE OF
EXECUTIVE DEVELOPMENT as the tutor for the CFDA oversea inspector to coach the inspection skill.
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Tingfei Xi

Director, Researcher

National Institutes for Food and Drug Control

5, 1948-06-14 HAEFER Figmh. 1972-1975 FEILAESHFEN, 1980-1982 FitRAFEF I LH
74, 1982.12-2008.06 FERBRLAMIGERRETSMGRFOEE, ARR (H 1991-1993 F7&H
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#) ) . 2008.07-E SLRAERGAR X EFRIAREMERMEISEA TEPOESE, IEERIERYIFR
REVMEZTEDOEE, HRR, EEESID, EREDNFRIREEINTRE Fellow,
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TEMRERTRIRTTERR" SRILEMRHP "R (2002 ), HREZHRATDEEMER (Elsevier) K
2016 #1 2017 E£hEEHS|FE (Most Cited Chinese Researchers) &8 Z3FiE (EYEFITE) |,
2005 - 2014 &7 150 FHICIHS 1A 1515 0%,
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T "EYMERMEMARREESEN" TRAAK,. IHRIFEEYMHZREIEEK FHrOMEY
HMOSEERR)  PEEMEFIEFLLRNERZRSERE, TEEMEFTERAREER, £EETS
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Heyan Dong

Chairman, President, Chairman

National Technical Committee on Cardiovascular Implants, Dalian Medical Device Industry

Association, Liaoning Biomedical Materials R&D Center Co., Ltd.
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Xiaoli Yu
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Doctor
Second Affiliated Hospital of Guangzhou Medical University

MNEIRFIE—+RE, seFFRTm. iR, BUOmIIAKNERRRIZE, MEECIRERIMEaTE
BFE. NEREEIEFT SRR AISEESHE, FRT AR "RIREIFEM" | "ErssmeERsR
it . FERTRESANEVSRE. RBHEWMSGSE. MEISIRSMARZS CVC FRAH. | RERIR™
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Xiaojun Chen

Engineer of Sanshui Laboratory

GDMDT;

Guangzhou medical device quality supervision and inspection center, state food and drug

administration;

Guangdong medical equipment quality supervision and inspection institute packaging material

container inspection center

Zion Xu

APAC R & D Director

$EiBFB2E Zimmerbiomet
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Weimin Zhou

Director; Research Fellow

Technology Innovation Center for 3D Printing of Shanghai Industrial Technology Institute

Bk, T¥Et, ARR, "ESREFAEN" TR, 3D fIEAARSFEREA, SEiE 3D 78
BUFETRORICEMA] 3D FTEN R SHEN. STESMTER 973 EXE. LshERIEFLT 1411,
RRPERIRIE " LishEFANSREN" TR, KU lt. ZSRENAREENNNED, Hhik$
NEEBH IR, WEL—F (Springer Hiiftt) . FKE—+=F LBHRFRKBERFENELPER.
EsmREEE—FR. tighATREES. F=ELETIRIRHREFHMAR. EEBhh—5REEFR

B
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Prof. Zhou Weimin received his PhD in Shanghai Jiaotong University. He is now a specialist who
enjoys special government allowances due to his contribution. He is the director of 3D-printing
Technology R&D and Service Platform of SITI. He founded the 3D printing Innovation Center (Xuhui
base) and 3D printing R&D center of gold bridge base. He has been in charge and involved in more
than 14 projects including 973 major projects, the Shanghai municipal key projects etc. Some of the
work has been highlighted by Nature group publications. He also published 3 Chinese Monograph
(Science Press) and 3 English Monograph (Springer). He has achieved many awards including “The

best invention of Shanghai city” , "Shanghai Labor Medal".
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Jiamian Zhu

General Manager

Roosin Medical Co., Ltd.
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Fang Hu

Chairman

Bestlife Regenerative

2017 F-ES, PHEEFSRESSIEE, 2014-2-14, MIKPBPEF): EREK: —FIpERmEINE K
MIBIRESEHERGER; 2015-10-07, EFRMAFNEMAFEEFRR, MIIRPEF: EBRR: —H
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RANBEEFEEFINFIESE, 2016-08-24, ST RAEF): EXREK (EMRKPEER) @ BEEZMH
FIEFERERNA PCT (Efr&ER, EREASMERNRZENER) .
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WHRILEHERTRE. ZEUMAITREFHETT Regesi BEEZFIHE, ZiHI2ERIHR EHE—885C
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RURARZEST, 184N T ERINBEEFTH. Regesi BERETERNIEMERET "M, TLAERIFEE O
B, EEMMBIERAT. SMATTERNERS. FEEEMMNAEAZE 10 S EREFTRZNA, )
BABEEFTER, Ef LIORREEEEH.
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Yimin Qin

Director

State Key Laboratory of Bioactive Seaweed Substances

1965 F 11 B4, #nImEA, E1, BEXFREE. SPALRERE WAt REAS —=F
ZE, SER—BENERREAE. SERRTERERBHITARSHATIE, BAsEEHYRERE
RILWEFE, RUISERENEALWERTE, FFARRIEHERERAARITR. TESREMEFLE
EETRENR. WARERUFEBREWAEAZTHIFREAME. SEEERIMROEITIARIEI 150 &R
B, R 7 EEEF. 10 RINFEEFIEN, 8BS (EtERER) (85K (SEREERERN

IGPRRIFEY (ThEEMEEEEY GE¥IheetEERERL) Medical Textile Materials, Bioactive Seaweeds for
Food Applications 7 B ARENE, (WILRTHEBENUEHGE) £t 1 3050 GEEA0EEE) RIS 1 35,
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Donggian Wang

Sales Manager

FANUC
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Mancang Song

Deputy director

Mold Research Institute, Dalian University of Technology

5, 1964 F 4 Bii%E, KIEETRAFMIESR, 1, 0% NEETAFHEHEEHRTEMRRT
ORIEE, PERETIMSATBIIBREERR. TRERSEERR. BOTRESRARBXRFZREIR
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Selena Qin
Secretary General
CMPC

8 20 REMNEFUETHERRE. LWV TENFEEAFIRRETE, EHEET 7 FNiREELR, T
2002 FIIAEBAE ET SRR mma#ET, AS5FSE RREEFNNBEEETE. 2011
F, MAEHBATETRESEESIEL, ARTARMRANASHEFA. 2016 F3 B, &55# "4
EETSRM T MEETSRMEREIVERY" FAEAEENPK.
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Tyvek® EfTiERE

Helen Zhang

Healthcare Global Market Development Leader

S&C

HIETEESEKHAAAEE. E 20 SFNARBEATHENNZE. 2008 &, AT
FBFGER ). B 2010 Fie, fakrs Tyvek®EHFIEEMIPU ST AR ETIZEE, FT 2012 FRAY
1BE Tyvek® BT RIPERTTAKEHIAZEAASR. B 2015 Fi2, BRI AKMSIRIVSSIEKERARY
ZIERE, BEEROEEENUSIEKMEESE. 2018F3 BE2019F5 8, MEE Typar®IESITK
WIS APEXEETE. B 2019F 6 Aie, 2B TETREE 40LINE, HERTE
HimiEN, FHEET R SRR RKITR.

Helen Zhang is Global Market Development Leader within the DuPont Safety &. Construction
Healthcare Business. She has more than 20 years of experience of Sales and Marketing in
multinational companies. In 2008 she joined DuPont Nonwovens division. Since 2010 she became

Asia Pacific Regional Marketing Manager of Envelope & Protective Packaging and in 2012 she
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assumed additional responsibility for Asia Pacific Reginal Marketing Manager of Medical Protective
Packaging. Since 2015 she assumed several assignment in Regional and Global Growth team as
Demand Creation Leader and Growth Program Leader. March 2018 to May 2019, she was Asia
Pacific Regional Marketing Manager &. Great China sales leader of Typar® business, Since June
2019, she is fully dedicated to the Healthcare 40L project, continues to build market momentum as

well as drive new growth programs for the Healthcare business.

Luc Vander Broeck

HmETT R EIENREE

FHRBERMEZS BRI BR

Luc Vander Broeck

Application Manager, Pharmaceutical & Medical Device Films,

Iockner Pentaplast Europe Pharmaceutical Films Division

Luc #85 25 FERSWRERMT T ZNATENEK, FRERTA=NFHS E, TS/
REYE IZRN BN EEFFFRTIE,

F 1998 FHREATUENEZZTZAME, Luc IIANTEME, BE—REERESERNSHBIREM,
NEA—REEERNEFRMUNASE, URFFRNATETpFEaREAEER.

2002 FM Eindhoven KEEHEHREE, EETRAYLES Luc ESMEER RN R
A EHENAE PR AL,

Bl tEEFAHRETRMEKRNNAEE, MMEEFRHSISIIEEIERRES (]
FERN AR, LUIRAET S ERRRF I &FHIN A,
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With 25 years of experience in polymers & plastics in a wide variety of applications Luc started with

the Dutch company DSM for production & development of a wide variety of polymers in an even

wider field of applications.

After solving a BSc in Analytical Chemistry, in 1998 Luc joined Kléckner Pentaplast in his role as
application engineer for Polyester films in general packaging; supporting customers in the
application of films for general packaging, and developing films for Medical and Antistatic

packaging-applications.

In 2002 receiving a post-doc graduate in Polymers from the University of Eindhoven, the following
years Luc switched several positions in the technical support and marketing for a wide variety of

plastic packaging applications.

Currently his role has developed to Application Manager for Pharmaceutical & Medical Device
packaging films. In this role supporting all customers with their choice and usage of the best to fit
packaging material for their application, as well as exploring & developing new applications for

Medical Device packaging.
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Jimmy Song

Deputy Chairman

CMPC

R=BTAFEESW, THEEFMT;

FEETSM TS ETSRMEREIVEREIEEKRK,

Information Classification: General



2019 SUCEHEEN R 2019 Conference Speaker Bio

FEErSEM T EERESS FHRELOESE;

EiBETSEMITIMHSIESE,;

TEEERERURIFZERRES,;

RUMNTEFERENS (SBA) 2R
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LHEZHRAEERATEREE,

Jimmy Song

Management major, Auckland university of technology; Master of business administration;

Vice chairman of medical device packaging professional committee of China medical device
industry association;

Director of medical polymer products branch of China medical device industry association;
Director of Shanghai medical device industry association;

Director of packaging and printing committee of China packaging federation;

Member of the European aseptic barrier association (SBA)

Responsible person of drafting unit of YY/T 0698;

Inventor of several new packaging patents;

Director and general manager of Shanghai jianzhong medical device packaging co., LTD.

General manager of Shanghai anpak packaging co., LTD.
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Shi Rui

Technology Specialist

CMPC
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Maolin He

Senior Application Consultant of Minitab

Techmax
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Dr. Bram Van Hoe

Director of Sales and Marketing
FBGS Technologies

Bram Van Hoe (Director of Sales and Marketing)graduated with a Master of Science in Electrical
Engineering from Ghent University (Belgium) in 2008 and obtained his PhD degree from the Centre
for Microsystems Technology (CMST), an IMEC associated research lab at Ghent University, in 2013
with a dissertation entitled “Photonic Skin Based on Polymer Embedding of Optical Sensors and
Interrogation Units” . After a year of post-doctoral research, including 6 months stay at the
Department of Mechanical and Aerospace Engineering at North Carolina State University focusing

on the combination of optical sensing systems and integrally stiffened

composite structures, Bram joined FBGS in October 2014 as a Business & Technology Developer

where he is currently active as Director of Sales and Marketing.
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Ke Chen

Associate Professor, Doctoral Supervisor

School of Materials Science and Engineering, Shanghai Jiao Tong University
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WHESEER (Lig) BRARE

David Fang

Medical Industry Manager

Branson Ultrasonics(Shanghai) Co., Ltd.

PEEEER (L) ARAAETTIMEERSEA, AFETTIWHERKR. RIIHEAIRSEERE, 5
REFHMNETTERWESE, FFAMSIHETEMAIERRAR, TEA. R, BCSFERNRREREIFEFE
PR

David FANG is medical segment manager of Branson Ultrasonics (Shanghai) Co., Ltd., responsible
for medical market development in China. David had successfully worked out a number of
customized welding applications for domestic and overseas medical enterprises, introduced and
developed market leading solutions for medical component and devices companies. David had rich

knowledge and experience and in ultrasonic, vibration and laser welding technologies.
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EfriTikizE

AR (LB BRAE
Bruce Li
Medical Industry Manager

ATEQ CHINA CO.,LTD

WE ATEQ IR ABRATETTWERE, B 6 FSAZHMRENHITIWMWELR, REETH
hRHRE, METITIMERE MR EZERZGIER.

The sales manager of medical industry inATEQ Testing Technology Co., Ltd. Has more than 6
years'experience in gas seal and flow measurement industry. Be familiar with the leak test standards
of medical products and has a profound understanding and solution to the leak detection

automation of medical industry.
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BREN
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FREIMIARES (LiS) BRAE
Dr. -Ing. Jian-Yi Shao
Managing Director

Hoenle UV Technology (Shanghai) Trading Co.,Ltd

PP~
ALK SRR
Hongtao Fu

Shenzhen Joyantech Consulting Co., Ltd.
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Nan Zuo

Director

Regulation Registration Division of WuXi AppTec
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Xiaolong Rong

Technical Director

Chemistry Laboratory of WuXi AppTec
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BRSNS EMUFRAE. 2/ AMAATERR. B/ EMS ST ARIIETEE 8 FHRELK.
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Yuzhu Sun
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Surgeon
Surgical Services of WuXi AppTec

DM AR ERBEST SR P OFARIRSER INFAEE. AEFREEFUHSIFARARS. itk
w, HURERE, e, BRSETSEMIEE 6 FFARAZR.

XUBEER

BRNE SRR SRS

BEIAE (WuXi Clinical) IEFRITEAE

Xiaoying Gao

Senior Project Manager; Strategic Management Manager
WuXi Clinical

FRESAE (WuXi Clinical) IRFRFARABESHNEEERIRERESE, 558, 2 FOHREN, 1045
Erssi, AMInRARERERE, HhiEd 6 FHNIRRINIMEEEEN, PRUREEORR. st
& BRL IRMERL. BURE, SERRZ GCP ERFMIENEREIT 7T 2R ANNEE.
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BEMFORXES

Fib, TR, BEEMSORINGSR
Fred Mao

Executive Director

Frost & Sullivan

Fred is the Executive Director of Healthcare Group of Frost & Sullivan China, has 4 years of

consulting and market research experience. He has particular expertise in:

¢ New market entry strategy: market trends analysis, market segmentation, Chinese
market research, foreign company localization strategy & implementation.

e Industry analysis: competitor analysis, new product launch, Chinese Medical policy
analysis, opportunities in new marketplace.

e Experience and insights in a bunch of industries: medical device, medical imaging,

pharmaceutics, biotechnology and healthcare service
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Maggie Zhao

Medical & Health Division
Youchoose Capital

IRHET BTN 20 5, BiEE (HAETHEM) £, ASRPEEFSROET (FEETRE) B9
NBZESEETEF, TERRESEHETEARKESAUGSERMHSITE.
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XEIEInE
Stephen Sunderland
Managing Director

L.E.K. Consulting
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TR 175, IMERSTEFNTEMRUNIIATSIEE SR, EEMRE. ErasiilERRS WERSHHE
TEMIEAITRIATHEIEEE. FNTEXNBUT. BUFhlk, HRMEE. SN EMSBREER 29
EFRASRIRRARSS.

MERSTET 2001 FIAXBIEBATNCHNDANE. 2005 FAFGEBHEFEDAZETE, 7T 20115
FRENSINESIRT EEOAETIE. ERUMNANTE, ATER IZRNSIERAFRF KOS
¥, LHMEAELRIREE, BIdRIMIFASHFSIRER.

MEERB IR AR IS TR TR,

During the last 17 years as a corporate strategy advisor in China and Europe, Stephen has led the
development of pragmatic, implementable growth strategies across the Life Sciences, MedTech and
healthcare services sectors in China. Stephen has provided strategic decision support for a range of
clients, including government / government controlled entities, some of the largest and most
complex enterprises in the world, as well as more entrepreneurial businesses, and financial

investors.

Stephen Sunderland joined L.E.K. Consulting’ s London office in 2001. In 2011, Stephen transferred
to LEK." s Shanghai office after previously spending time in LE.K." s China offices in 2005. In
Europe and China, Stephen has consulting engagement experience in organic and inorganic
strategy development, commercial due diligence (buy side and sell side), commercial bid support

and litigation support.

Stephen holds a Master of Engineering in Manufacturing Engineering from the University of

Cambridge.
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