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Officer, Department of Medical Device Registration, CFDA
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Hong Qian, Minister, Medical Device Registration Department of Shanghai Food and Drug
Administration Certification and Evaluation Center
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Wei Li, Professor,Ph.D. supervisor, Medical Research & Biometrics Center National Center for
Cardiovascular Disease, CHINA
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Prof. Li Wei, Postdoctoral Fellow in Biostatistics. The Chinese University of Hong Kong, Hong Kong.

Now, she is the director of the Division of Biometrics, National Center for Cardiovascular Diseases. Prof. Li
Wei has many experiences in study design, data management and statistical analyses for drug/medical
device clinical trials, and she is the senior external advisor of the State Food and Drug Administration
(SFDA). As first author or corresponding author, she has published many SCI English papers.
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Alex Jiang, Quality Director of APAC & Emerging Markets, Smith & Nephew
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Alex Jiang, Quality Director of APAC & Emerging Markets in Smith & Nephew. He has the overall
responsibility for Quality Management in Research & Development, Manufacturing, and distribution
& sales in this region. He has distinctive understanding of global Unique Device Identification (UDI)
system under the global regulatory framework for medical devices, with his particular expertise of



computer pattern recognition. He actively participates in promoting and developing the regulations and
standards for the identification of medical devices. He has the systematic experience for labeling
conversion, product registration information management and inventory management software
systems. To meet the requirements of global UDI regulations, he built the integrated system,
associating the standard process for product registration and the requirements of UDI, to control all
kinds of labeling conversions, which has been certified under 1SO13485 quality management system
certification.
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Tianzhi Cai, Deputy Secretary — General, minister, CHINA CHAMBER OF COMMERCE OF MEDICINES &

HEALTH PRODUCTS IMPORTERS & EXPORTERS
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Haoji Zhang, General Manger , China Sinopharm International Corperation Medical Device Dept.

e

|/
Ilya Yakushev, BEI7aSMREM S, ElmasLtd
llya Yakushev, Registered Director of Medical Devices, Elmas Ltd
KEY COMPETENCE : Over 5 years of experience in Regulatory consulting and product certification
industry ; Solid understanding of Market Access strategy for Medical products in Russia & CIS; Medical
and non-medical products certification and approval in Russia and Eurasian Customs Union; Familiarity
with government legislations and regulations affecting medical industry in Russia .
WORK EXPERIENCE: ELMAS LTD — Head of Asian Division, Department of Medical Device Registration
(current job)
Market Access and Regulatory consulting (Russia and CIS countries); Project management (Active MD,
Dental, IVD);Regulatory training and seminar (MD market access);EAC, Telecom, GOST-R approval (Active
medical products);
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Ying Wang, Marketing Director , Winner Medical Co., Ltd
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Hui Zhao, General manager, Beijing Tuoren International Trade Co.,Ltd
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Zhao Hui is the general manager of Beijing Tuoren International Trade Co.,Ltd which is one of a
subordinate company of Tuoren group . He graduated from Xi'an University of Finance and Economics in
2003. He worked in the International cooperation department of China association for medical devices
industry(CAMDI) from 2003 to 2006,the mainly work included coordinating with international trade
organization ,Helping domestic enterprises enter the overseas markets; Helping foreign companies to
find technology importer in China,etc. Now, as a general manager of Beijing Tuoren International Trade
Co.,Ltd, his mainly work include making the development plan of international market ; Establishing and
developing sales channels for target markets; Establishing and managing the oversea company and
branch ;Introducing the high-tech production cooperation from overseas,etc.
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William M. Sutton,FDA Assistant Country Director, China
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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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Mr. Roger Chen ,Market & Sales Director, Healthcare, East Asia, DEKRA

Roger Chen has more than 15 years of experience in TIC industry. And working in Medical device field for
more than 14 years for active device testing, regulation such as FDA 510(K), CE MDD, Japan PAL, CFDA
registration and ASEAN registration...etc. for GC and ASIA markets with experience of progress for both of
regulation and technology for medical device. In addition, working in multi-national company allowed me
to experience different culture what can support ASIA manufacturers have full understand of the core of
regulation from western society.
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Minna Liu ,Medical Research Manager, NAMSA
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Minna Liu has more than 15 years of experiences in within the China medical device industry. She has
successfully completed hundreds of imported and local medical device registrations while working at
Cook, Bard and Grikin. In addition to her extensive regulatory expertise, Minna is a certified delegate for
the ISO organization - SAC/TC110/SAC and is an expert on medical device standards. Ms. Liu is also an
experienced Quality Assurance expert, with particular expertise on ISO 13485. Prior to her RA/QA career,
Ms. Liu used her engineering background for research and development of medical devices, resulting in
10 Chinese patents and 8 published journal articles. Ms. Liu received her master degree in material
science and engineering from Beijing University of Aeronautics and Astronautics.
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Yan Cai, director ,NAMSA China lab director
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Dr. Yan Cai is Director of China Lab Operation. Yan is responsible for establishing and developing NAMSA
China Lab. Yan most recently worked in Medicilon Preclinical Research (Shanghai), LLC as Director of Lab
Sciences. She managed a team of 60 staff at Medicilon, where she planned, directed and coordinated lab
operation and hired, trained, and supervised lab team. Yan also held several other technical leadership
positions in Medicilon including Study Director, Director of Toxicology, Director of Pharmacokinetics and,
and Director Quotation/Pricing. Yan has been involved in scientific and regulatory consulting, client
management, and business development in pharmaceutical research. Yan is a Certified Toxicologist of
Chinese Society of Toxicology (C.T.C.S.T), received a variety of GLP trainings. Yan obtained her Ph.D. in
Toxicology from Shanghai Institute of Material Medica, Chinese Academy of Sciences and BS in
Biochemistry from China Pharmaceutical University Nanjing China.
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Zhaohui Li, sales director ,NAMSA APAC
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Dr. Zhaohui Li is Director of APAC Sales, NAMSA China. Zhaohui most recently worked in TUV SUD
Singapore lab as a GLP Study Director. He managed more than 150 GLP safety and efficacy studies,
including protocol development, study execution, and final report. Zhaohui had technical expertise in
ELISA, bone and muscle implant, intradermal injection, IV IP injection and many other hands-on lab
experiences. Zhaohui was also involved in market development, training, speaking, and sales team
development for TUV SUD China testing business effort. Before TUV SUD, Zhaohui worked in National
Cancer Center Singapore as a research fellow, where he managed a lung cancer clinical study; worked in
National University of Singapore as a research officer studying on neurodegenerative disease. Zhaohui
obtained his Ph.D. in neuroscience from National University of Singapore and BS in Biochemical
Pharmaceutics from Jilin University, China.
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Zikai Hua,director,Orthopedic implants and biomedical manufacturing laboratory
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ELWSL, RAC, Global
Zeli Yu, RAC, Global
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Graduated from the Medical College Affiliated to Shanghai Jiao Tong University, in his 24 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. Mr. also got the (RAC global) credentials at RAPS in 2016. 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), 63 times FDA 21 CFR 820

on site QSIT experience and 5 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 I1SO certification in medical device trading co. business field and it
significantly support the upcoming China GSP compliance.

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 2016, Mr. Yu has consulted 63 FDA level Il inspections, among them, 49 times were accomplished on

NAI result with Zero defect, cases covers but not limited to Medtronic, Terumo, Acon, Andon, Neusoft,

BD diagnostic, smith nephew, Zimmer-Biomet, JnJ — Depuy etc..

Meanwhile, through China CFDA start the oversea inspection, from the end of 2015, Mr. Yu was more

and more involved the preparation of the upcoming oversea inspection by CFDA, so far three 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 its 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
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Chaoer Wu, Quality Director , Conod Medical Co., Limited.
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Carrie Wu, current Quality Director of Conod Medical Co., Limited. With 11 years regulatory compliance
experience in medical device industry. Previously served in Zhejiang Biomet Medical Product CO., LTD.
Carrie Wu has handled 4 FDA inspections in 2013 and 2015 and independently completed the FDA 483
response.
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Peter Zhan,General Manager, International Business of Canwell Medical
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With strong engineering background and international business experience, Peter leads his team building
up broad and active collaborations with the world top Orthopaedics companies in the past decade. Now
Canwell is becoming one of the best Orthopaedics instrument companies in China. As a domestic private
enterprise, we still have huge gaps to catch up with the top international companies in terms of the R&D,
supply chain, production management and quality & regulatory compliance system. Over the years,
we’ve been through a lot during the transition, from simply looking up to the Giants to being able to
cooperation, from contract manufacture to an important partner, there are many useful lessons and tips
to share.
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William M. Sutton,FDA Assistant Country Director, China, translation: Scott Yu
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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.



TR ZEMEE R ER AT

Dong Heyan, director,president, chairman, National Cardiovascular Implants Sub-Technology
Committee, Dalian Association For Medical Devices Industry, Yinyi (Liaoning) Biotech Co., Ltd
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Dong Heyan, born in Dalian in 1958, the national level two professor and doctoral supervisor. Yinyi
(Liaoning) Biotech Co., Ltd chairman, director of the National Cardiovascular Implants Sub-Technology
Committee, president of Dalian Association For Medical Devices Industry. Long engaged in vascular graft/
interventional devices technology research and product development, pioneered the development of the
domestic market in the first carrier-free drug stent, the first drug eluting coronary balloon, a number of
technologies to fill the domestic blank.
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Jinye Wang,professor , Ph.D. supervisor,Biomedical Engineering, Shanghai Jiao Tong University
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Prof. Jin-Ye Wang, Ph.D (Tohoku University, Japan, 1992).

Professor of Shanghai Institute of Organic Chemistry, Chinese Academy of Sciences (2000-2009);
professor of Biomedical Engineering, Shanghai Jiao Tong University (2009-).

Published over 80 SCI papers, 4 books (chapters);

authorized 14 Chinese patents and one US patent;

invited speaker of European Conference on Biomaterials, Pacifichem et al.;

awarded by the Hundred Talent Program of the Chinese Academy of Sciences (1999), Life Sciences
Prize from Meiji Dairies Corporation (2008) et al.

Research interests: Tissue Engineering, Controlled Release and Fluorescent Probe, Biomimetic
Materials and Biointerfaces.
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Xiaodong Song, Sr.R&D Engineer, Trauson
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Dr. Song Xiaodong graduated from the University of Liverpool and worked as a research and
development manager at LPW metal powder company in the UK. At the end of 2013, Dr. Song returned
to China as a senior research and development manager in Trauson and focused on leading the research
of 3D-printed titanium alloy orthopedics implants, which provide superior initial stability and bone
growth performance while ensuring the safety and stability of the physical properties. At the same time,
Dr. Song was invited to participate in a number of well-known domestic hospital development projects,
cooperated with orthopedic surgeons to promote customized application of implants, committed to
provide orthopedic patients with high-quality products.
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Tingting Tang, Professor, Ph.D. supervisor, director, vice Director , Shanghai Jiao Tong University ,
Shanghai Key Laboratory of Orthopaedic Implants, Orthopedic Department of Shanghai Ninth People’s
Hospital, Shanghai Jiao Tong University School of Medicine.
DR R T E RN Y E RS = AR, RIS R R B R A LN R R e R
RIEAR, G NEHEWHLRE NS it | T o ANA IR AR E RNy
2 (ICMRS) fRAEEJE . hEAYM R S, 2EEM R RS G, PEERE
W4y 232 2/ FAEZR REI, JF4HE Journal of Orthopaedic Translation. Bone
Research. JBMR 55 16 AFEPr. EAZREHMEEIN. T EH LSO & RFHEA A A YI# k
W7t THMRAORE S AT B i, CoRBEZART IS 30 R0, NEXK
PRI RIE R R . ©&ER SCT it 160 Rim (A 2g —AEw/E# 66 &) . 3F
B 5 A B AR AL 15 T

Dr. Tang is professor, doctoral supervisor, director of Shanghai Key Laboratory of Orthopeadic Implants,
vice Director of Orthopedic Department of Shanghai Ninth People’s Hospital, Shanghai Jiao Tong
University School of Medicine. He had been awarded as candidate of New Century Excellent Talent
Program of Ministry of Education, New Century Hundred, Thousand and Ten Thousand Talent Program in
China. Currently he also serves President-elect of International Chinese Musculoskeletal Research Society
(ICMRS), Board member of China Biomaterial Society, Committee member of China Biomechanics Society,
Associate Committee Chairman of Chinese Orthopedic Research Society of CAOS, Editorial board
members of over 15 international and Chinese journals including Journal of Orthopedic Translation, Bone
Research, JBMR et al. His main research interests include orthopedic implants and biomaterials, stem
cells research related to musculoskeletal degeneration and regeneration, cancer and bone disease. He
had been the Principal Investigators of over 30 grants and currently is the leading scientist of National
Key R&D program. He has over 160 peer-reviewed SCI indexed international publications and 15
authorized National invention patents.
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Winter Jia, Ph.D, Deputy Director of Business Development International Department ,China Medical
City

BT EAR RS, SRIHFEY o TAE S 2, s SO TAE R BRI RS & 5
SRANT A H & BB M EOR(E BRI T RIS . F B TR B EPREDEAR A 7%
HETY . IR R EENES . T ERCR Y, AT AEY A, K
WV 5o AR S i B R 55 % 7 75 SR AN T f H 2 SE T R 7= i BOR A5 B R A 7 R AP R AL . 32 %2
BT R EEAR AR B ET . IR E RS

He is graduated from China Agriculture University and majored in plant molecular biology. Acknowledged
for well-defined understanding of the molecular biology-technology and capacity to identify and align
clients' emerging technology needs with products and services. His main interests are to introduce
biotechnology companies to China and help them establish their operations. He has extensive resource
and experience in helping companies get better communications with CFDA, Bureau of Industry and
Commerce, Development and Reform Commission and investment agency.
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XE, EEK, ERFERETSEAERAR
Qing Liu, CEO, Beijing Advanced Medical Technologies, Ltd. Inc
XNF, JERPERFET S A R AT ERHK/ AEH, BRTARER, FHF KA S5
KEE B IR A%, [R5 K2 B & 2R 75 R B 4 oK R FH A 5 i il i
THEEK AL (1984) , PU)IR2EMIE (1987) , faf 2% Twente K218 (1997) . 1997-2001 4F
(8] 4G JE7E 25 [H Rice K2EA1 Temple K22 M FHH TR AV BT . 2001 FEACTESEE Therics 24
A NF 30 FTE AL E RHME E = i . 2003 F1] 2007 4[] 54T Celgene A1 AEWIA RS T4
Mk S . 2007 £E7E3E EBAEPE N G157 3D Biotek AR, MIE 3D 4TENZHZ TRESZ 441 3D 4A iy
BRI . 2007 S, EA PG 2R IS 36 E NIH, NSF FEHAEPE MRS 2 22 1) 8 TR
2011 4R B [H G371 AL FTIA R RS T S A PR A ], MEH 3D 4T Bl jud Jhk i /8 S B4R A1 Jo i A5 S 3R i it
RGP TAE
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BRE, BEH, REMARKETHEMERAR

Jiahong Tan, General manager, Shanghai MicroPort Medical (Group) Co., Ltd.

WR L, IUE REMAEIKET S AR AR SRS, BT AL, WK B
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Urs Mattes, EE 48, CENDRES+METAUX
Urs Mattes ,MD, CENDRES+METAUX
General Management Executive with more than 20 years of cross-functional expertise in profit and non-
profit. life science companies throughout Asia-Pacific, Europe and Middle East. A leader that guides,
energizes and excites his team to excel and that is capable to balance the interests of all stakeholders. A
good listener and openminded person living up to high ethical standards and integrity associated with a
strong sense of honesty and fairness are core values.
General Management Executive with proven ability to turn around failing operation of a Swiss family-
owned medical device company and become the leader in the orthopedic trauma market in China as late
entrant with outstanding track records in sales and profits. Succeeded in building for the leading non-
profit Foundation in orthopedic postgraduate education and innovation the Asia-Pacific operation with
the fastest growing network of surgeons and the most attractive CME accredited program.Skilled in direct
sales channels and distribution network development, marketing and product life cycle management,
guidance of innovation projects, regulatory & scientific affairs, and planning phase of manufacturing
operation.
. Multi-cultural background

Strong blend of business experience and medical / scientific background

Familiar with orthopedics, dental and imaging and other fields in medtech

Experienced in reporting to Board of Directors

Board Member experience

Senior Advisor China Medical Cluster Switzerland

Lived and worked in Europe and Asia

Fluent in German, English, French, basic Mandarin

\

B3, #EHELELHE, IDCHE

Yifei Dai, Managing Director, IDC China

Wk, IpC hEEHELSLH, AT 15 FH R ST MGkt a R o fE4 1Dc
Eais Nz —, MCAHAEREEQHFATI 2 F M TAESLK, w491 1DC Wit MK T2 FBAFE B E 27
MV BEA T S BHT, RSB AR . IDC FEIE F LA, REhSEEL T W LA SR B 2
NEIATA A 10 25 RS 2 VR S SRR AT A 2 B AR o (1 T T IR S5 A R 27 1 4%

Dai Yifei, Managing director of IDC China, with over 15 years’ experience in prodcct research,
development and brand commercialisation, including many years work experience within the UK
innovation industry. As the founding member of IDC China, Fei has led the IDC design and development
team alongside Chinese manufacturers to create innovative products and upgrade their brands
successfully. During the past few years, IDC has successfully created outstanding medical devices such as
a breakthrough innovative G3 footdrop device, the first medical glue dispenser in the China market and
an electric laryngoscope which achieved the Reddot best of the best award.

REX, RETREHE, SHEHRRME DAL



Zhixing Zhu, Senior Product Manager, Software Monetization Business Unit of Gemalto

TRE , RENATRIEM , M

Yann Ding ,Senior Application Development Engineer ,3M

2007 SEERL T BLEVER — K52, ISR SR 2 Ll d 2247

2011 “EJIAN 3M W EAH R A A, ARERT 3m r EHF A O

YEJ9 3M BRI 7= i s b s S R AR, 2240 53 25 A RS BORE T R 5 71K
Hh [ DO 55 B HROR S R A5 TAF

2011 F A, TR 2 BIEN AL S 1 BERE LM, FFIEAESS 1 8RRl
(RECE: R

Mr. Yann Ding graduated from University Claude Bernard Lyon 1 of Science & Technology with a Master
Degree majoring in Polymer Materials in 2007. He joined 3M as an Advanced Application Development
Engineer for Health care — Medical Materials & Technologies in 2011.

Since joined in 3M, he took over the role of leading the application development & technical support for
3M Medical Materials & Technologies business in China, and to be the contact person for 3M global
Medical Specialties technical team. Yann authored two local patent filing and one global patent filing and
he is participating in the preparation of a book focus on adhesive.

J
BB, PIREREIEAE, PEERGRRET AREYMEMAR TEE
Xiaoming Feng, Researcher & Deputy Director, Division of Standardization & Science Research, Institute
for Medical Devices Control, National Institutes for Food and Drug control (NIFDC)
], E RS2 R RET R R, AR A TR R R AR, A BRIT S iR g A
KIS TTEFI T, PREMWER FRL =0, FREXK 863 EAL I THRSHA THEREAR
PRUERFFT “SE RS 3 W, ZHEZF AR ES . HR 863 ML AHHIH 6 1, HAHERE
7 A E AR AE . AT ARdE 36 Wi AR EAGRACR IS TSR S S EE L ER M
s Mo B B R T AR O R IR R R K BRIT AR T B R G (GMP) KA R, RS
PEVIRZE R 2R, A EEIT S F PN R BOR 25 1 223 AR
Feng Xiaoming, Researchers in the National Institutes for Food and Drug control (NIFDC), vice director of
biomaterials and tissue engineering division, engaged in the research of medical equipment inspection
and testing methodology, won the three prize of provincial and ministerial level science and technology,
presided over the National 863 projects "stem cells and tissue engineering technique standard issue of" 3,
participate in the National Natural Science Foundation of China, National 863 and the Beijing Municipal
Science and technology project 6, organize of national standards of medical devices, the industry
standard 36. As China Instrument Association executive director, analysis instrument branch of State
Food and Drug Administration medical device registration evaluation experts, medical equipment
production quality management specification (GMP) inspectors, a member of the National Committee of
national pharmaceutical standard material, biological evaluation of medical devices Standardization
Technical Committee and so on.
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Noble Zhou,Technical Director of Regulatory Affairs, Jyton Consulting

A, A FAb s R R A E AR, B B ER T S I S ——
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Yi Zeng,General manager& technical director, Doeasy Sino — US Technology (Beijing) Co., Ltd
W L, ST S EAR K MON SR AR B L 5 I FU A2 AR YDA RE SG ) i, 1
JE T 5T B AR U 1 [ B i A2 56 s, A R A4 0 s R, FRERZ /AR K
FREIT WA AEMEL P2 OEAR, FERE LA F R, HOR SRS, BRI AN E A
TH, BRI AP R BN N A W BRI 1 5 J5 AR HR T SR Tk
METT &) 5, MRS M SO EORTT AR E B, 0 SR N8 il (R A R0 A2 77 1)
—IHEEAE A SRS SRS CET S B, X RS 3 ki R
BRESCHE L A EIE B SCHE . IR Ky XSCHE4E, ZAmHIE R A2 7 I SO RRAE T A8 Bt M2 WDiR =
T T7 A 2 W56 [ S RO TR o 78 B = 3 koM I 32 3 bk 78 I8 S 2R B & . AR R
S S A PR B SRR R A . SR 2 SIS T % 0E Boston Scientific (U
bR ) 2w B S S 3 kB IR SR (Vanguard) 136 E Medtronic (£57)) 24wl IR 3= 20 ik 78 1 S
28 (AneuRx) IBE R ANA: 7. Vanguard SCHER M FE 58— D HEAT I PRIRGS (0I5 5 5 bk 78 S48, T
Medtronic f¥] AneuRx SZZRMIE S —AMiid FDA IERIAE E BNk E RS 2L, HEPRTT 5 A %0
i 90%.
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Ms. Selena Qin, Senior Technical Marketing Manager,Dupont

IIAAEFR BT AL 4P i A, 2R3 W R — il 10 ZAELIIMKEE AL, B L) f R
RERST A TG B B B, BN A W i R SRt T A B

Before joined DuPont Medical & Pharmaceutical Packaging (MPP) team, Selena had more than 10 years
of experience in medical device industry; In DuPont, Selena is focusing on driving regional technical
marketing and application development programs for MPP, as part of DuPont's initiative to accelerate
demand creation efforts for Tyvek® Medical Packaging in Asia.
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Luc VanderBroeck, Application Manager Pharmaceutical & Medical Device Films, Klockner Pentaplast
Europe Pharmaceutical Films Division

Luc 1A 25 EAEREGY IR 2 B HOUS 2586 . S FARIR T = 1) 2 A R], 2
REWHET Z SIS E A =R R TAE. T 1998 F3RIF M ik #1322 2 220 )5, Luc
IONT B, AR — A0 SRR T 1 S FH AR M s o (s FH — M0 2 eI 1 25 7 SR AR 9 FH S
PA BT R R T By A B G ()i . 2002 4F A Eindhoven KZEWH 4 S Fi A eV 5, R4z
TREJUES Lue 762 R0 B B BOR SCREAITIT I E B At rh B e b . HAT, i
THI 2 S B y7 2 B R I L FH 22 B8, D BT 2 7 A Bk S LAz R AN ) o AT D7 o N2 FH )
BEERTRL,  BLRON BT T S A R R AT AR N o

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 Klockner 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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Kevin Zacharias, HARBI, HIME S

Kevin Zacharias, Technical Director ,Oliver™ Healthcare Packaging

Kevin Zacharias is the Technical Director at Oliver Healthcare Packaging in Grand Rapids, Ml where he is

responsible for product development and technical service.

Kevin earned a BS degree in Packaging from Michigan State University and an MBA from Butler University.

He has over 25 years of experience in the medical device packaging industry with a focus in package

design, validation and product development. His previous employment included the positions of Manager

of Packaging Development at Baxter Healthcare and Packaging Engineer at Roche Diagnostics.

ok, B4, HESPEEERIRERAR

Qiang Chen, CEO, lon-Tech

Brim, LiESERBEARARARSEE, T NFEMBEBINT 30 R4, —HLTETMEE
W B il AR ST ORE ™ AR KR 2EEERAR S XA EIL R T
(SAC/TC200) Z= 51, GB18280-2015 Ar#EdCii Nz —, PEHFEM R ST EXEME R
Z0, BT L2 AR T2 R B EARZ 0

John Chen, General Manager of Shanghai JPY ION-TECH., Co., Ltd., specializes in Gamma
Irradiation processing more than 30 years, focuses on construction of Gamma



Irradiator, dose distribution study and radiation sterilization for healthcare
product.

John Chen, the member of National Technical Committee 200 on Sterilization Techniques
and Equipment of Standardization Administration of China (SAC/TC200), the member of
Standard Drafting Team for GB18280-2015, the member of Expert Consultation Committee
of China Isotope & Radiation Association, and the member of Radiation Specification
And Radiation Processing Committee of Shanghai Nuclear Society.

KHE, Bt 8%, PEERFNEREVESTEMAR

Qiqing Zhang, Ph.D., Ph.D. supervisor ,Institute of Biomedical Engineering, Chinese Academy of Medical
Sciences
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HEESR, Ti%El, Sabic
Frank Feng, marketing manager, Sabic
AR VDR LA TAL AR (SABIC) BRITATIL E X Hiin4 8, 1998 R, o ekS T
ko 2001 FEMM SABIC (2008 #E 2 HiiJ& T GE BRIERD A F], Se/FHAESEAR TR, 1igit
K, HELMHEARME, Bl EEATTARERPEXETAI TSR
Healthcare industry marketing manager of SABIC; He graduated in 1998 and his major is
high polymer material and engineering. Frank joined SABIC(it belonged to GE plastics
before 2008) in 2001, he has experienced in technical engineer, marketing development,
and sales manager etc. Frank is responsible for the healthcare market development in
greater China now.

ZhEdEt, BEEMERPLEKN, REMAIETHER (BHED FRAH

Kevin Li, Director of Precision Tube Center, Precision Tube Center of MicroPort

ZIRBUIE L IUE BB BRIT A8 (BRHED FIRA AR EEMEAR PO, THETAARST S
ARG B EM R, &P ER S T EM R NEIT SR OB S 55, Bk S (7= 78
DO M AN AR SE . RN ML N2 FE A N2 J NEE =
Dr. Li Zhaomin is currently Director of Precision Tube Technology Center at Microport Medical. His main
interests focus on the process technology of precision medical tube for invasive medical device. Many
kinds of precision medical tubes including balloon tube, braid reinforced tube, coil reinforced tube, multi-
lumen tube, multi-layer tube, bump tube, are widely used in Invasive Medical Devises. The relative
products cover from Cardiovascular Devices, Endovascular Devices, Electrophysiological Devices,
Neurovascular Devices and so on.

Chew KahMeng, EJTHETFHIHEHE, RMERE GEMS 17

Chew KahMeng , Medical electronics market manager , Marketing Department of Keysight
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T.K. Wong (KW), Vice President, Technical Center Asia F 5 Hi vl

T.K. Wong (KW), Vice President, Leo power Technical Center, Asia

17 Inventus Power 26 FEMHIARFGFEL; 7 EIERMALHE—% SMT A H3EALL: B
SEMEHHP T R AN TR s AR E ) MO EoR Gy il R TR L, A 2008 A,
26 years of technology and leadership experience with Inventus Power; stablished first SMT line & Auto
Insertion Line at Qingxi, China facility;ounded Asia Product Development & Engineering team ;ened the
technical center in Guangzhou, China;ngineering degree from Sun Yat-Sen University;olds several patents

7
LR, DARMSHIERE (FED HRAT

Jerome Pei, General Manager, Mascot Power Supplies (Ningbo) Co.,Ltd

SEER, CE0, HE#TEHEEHARAH

Lawrence Shi, CEO ,Quality Training

EY T R OR 2 T AR L, EARE TR /R -RARFRATR . i 4 f <58 500 sRAhBEARAL, #HA 15
FEERMENEREEHESR . Bl MNFEE =T N E R EEH, s iRt =771
JREE BRI R IR 7T SAAS W EBIE o RSt RESE AP BIAEN B B it
SR VISR USSP ER

Graduated from Tongji University, master of industrial engineering, who have served in the top 500
foreign companies such as alcatel lucent, Schneider electric, with 15 years rich experience in supplier
quality management. Currently working on a third party supplier quality management, for part of the
customer to provide third party quality management solution. Also develop the enterprise quality data
analysis system based on SAAS, can better help timely and effective communication in upstream and
downstream of supply chain.

WE, EAmEHE, RENHRPEXFFRH L

Xia Hao, Regulatory product manager,

11 FFEBRIT A P IR ARV E A B S K AR AL, SGHAEAR R #iod b BRI R A B, B
FHRE, BUEEIOI KRR & OEM P M&E . ASQ SHLMC Expert; ¥5i# CFDA. FDA FIRK
BRI BEST S ME RN BAE “ BT AL R AR SRR E ROCE
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J/NE, CEO, WRIITHHSeEST RS A RAH]

Lily Shi, CEO , Shenzhen Advanced Medical Service Co., Ltd.

YIRS L. 10 A E KUK R T 2SR N BT B B AR R0 . 2RO ML R N4 1 2 BRYE
MR ARFTINEA . BEAR R, S5, REEHE. IR R0 Elied i, dmah
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K EPRARE 4 4, Aar 2B By RS, S ImRIFN I EDIERAL 30 RAS, MENPHIT
XF B S AR EE I 100 Rk, N E KAMNEBEE] 50 RIK.

Bio-material PhD. 10 years experience in High risk medical device regulatory and quality management.
Familiar with cardiovascular implant device global regulatory, clinical, preclinical testing and quality
system.

PR%, BIFER. X, BREMEETEN. BERERAERSS . BEXREFITHRTRE
Jii 5 ASQ JEEIX _E¥ger R HFERIAUERS, ASQ SHLMC

Genxue Wei, Vice chairman, Expert, CQE, GB, National Software Evaluator Intermediate Engineer,
ASQ North Asia Shanghai Member Association Examination and Certification Department, ASQ
SHLMC

12 AELL EA 2R B ARY BRI 38 B ¢ TAR R I RS B AR E S, FHE AR,
R QUS, FEAEA] QUS HAZ TR, QUS &3, iR MRS, KRl CFDA BRy7 a8 miEAUA IS0
13485, 15014971 #REA FIMEZ (QSR 820, KGMP. JGMP. BGMP) [EJ7 gt/ &/ ik R iEM
PR, 2015 EEGBR T (EITEHMTWHKAERE) — 4 2016 FOIRIFEE “ERIT R
F MDP” BB A AT 2017 AF RN TR R s Rt H BT iEmt o7 m . By a ko &
IR R HEEA N S92 . SRR PR R 5 R H0T S5 RS .

Valery Perevalov, CEO of ANV Laser Industry Ltd., Israel
Precision laser cutting and laser welding . Advanced thermal treatment. Chemical and electrochemical
solution.Bench testing. Rapid response department.

Bilh, HASK, FHEHRDONCER

Fred,Consulting Director,Frost & Sullivan



Fred is the Consulting Manager 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.
Industry analysis: competitor analysis;, new product launch, Chinese Medical policy analysis,
opportunities in new marketplace.
Experience and insights in a bunch of industries: medical device, medical imaging, pharmaceutics,
biotechnology and healthcare service

IMER, EEALHE, ERIIBHAT

Stephen Sunderland ,Managing Director ,L.E.K. Consulting
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Stephen holds a Master of Engineering in Manufacturing Engineering from the University of
Cambridge.During the last 16 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 L.E.K.'s
Shanghai office after previously spending time in L.E.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.

BrRErs, HoREM, FIFIVRAERTAT AR SR

Alan Chen, Technical director, Siemens PLM

WAL, BOREH, AT ITIRAEERTTL

Fan Lixin, Technical Manager, Siemens PLM

KSR, BORGH, WIFTIRAETTIL

Jerry Chang, Technical Manager, Siemens PLM
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Raomin Wang, Purchasing Director, MicroPort
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Jiahong Tan, General manager, Shanghai MicroPort Medical (Group) Co., Ltd.
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Zytak, PIRBARSEGHERESE, LEMARIKETSMERAH
Hongyan Jiang, Vice president of R & D and Technical Support and sharing, MicroPort
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BHEE, TEKSFEMREHE, REMAIRKETEMARAR

Ruihui Zhao, Coronary Catheter R & D Manager, MicroPort

THEE, FANBARKEE, LEMORKETSRMERAT
Changchun Wang, Surgical robots R & D Manager, MicroPort



