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Yan Liang, President of the Shanghai Pudong Medical Device Trade Association; Vice
President of Medical Devices Industry Association; Senior Consultant of policy &
regulations and international cooperation in Institute of Food and Drug Safety of
Shanghai Food and Drug Administration. He served as the former Director of Medical
Device Registration and Director of Legal Affairs and International Affairs of
Shanghai Food and Drug Administration. He has retired from civil servant position in
2008. He has been engaged in the government administrative work for more than 30
years, focusing on the pharmaceutical and medical device industry management and
administrative regulations area. He led to drafted the first China medical device
regulation in 1989. In 2006, he used UDI concept to organize a first pilot project of
the implantable medical device traceability system in Shanghai 120 hospitals. In 2009,
he headed China medical device nomenclature translation research group to complete

the first Chinese version of GMDN (global medical device nomenclature). He was a
member of GHTF AHWG UDI, as well as the first chairman of AHWP STG for

device naming and coding harmonization in Asia. He received a Global Leadership

Award in 2011 from Regulatory Affairs Professional Society (RAPS). He received the
Global Contribution of Medical Supply Chain Award from GS1 the global

organization of article number in 2016.

g, BESAZBHEEE, XERHAHEER

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 (0IP) 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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Thomas Jaw Medical Research Manager, NAMSA
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How to support product registration with foreign clinical data, from China to US and
from US to China

Dr. Thomas Jaw had focused on the pharmaceutical and medical device industry for more
than 10 years with comprehensive expertise of animal disease modeling, preclinical
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pharmacology and toxicology studies and clinical studies. He focused on the product
development planning for pharmaceuticals and medical device in CFDA, US FDA and Eurpoe.
Recently years, Dr. Thomas Jaw joined medical device industry and focused on clinical
protocol design and regulatory consulting. He is currently responsible for the protocol
design of several multi-site clinical studies for CFDA submission. Expertise fields
include orthopedic replacements, hyaluronic acid products, wound patches, surgical
adhesive products, intraocular lenses and IVDs, and application of foreign clinical to
support product registration in CFDA or US FDA.

Using foreign clinical data for medical device registration could save a lot of time
and expenses. CFDA issued a guidance to accept foreign clinical data for medical device
registration lately, Also, US FDA had guidance for foreign clinical data. Dr. Jaw will
share the experience of using foreign clinical data for medical device registration and
the practical pathway and considerations.

US FDA guidance of acceptance of foreign clinical data for medical device

Frequently asked question for using foreign clinical for US FDA registration
Consideration of using foreign clinical data to register in CFDA

Practical pathway
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Zeli Yu , RAC, Global
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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

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 VAI accomplish the
1st FDA QSIT inspection.

Till 2018, Mr. Yu has consulted 67FDA level II 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 III 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 II 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.
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e 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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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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Yvonne Leonard HisgE4E, #H91RMEHNIRELEE
Yvonne Leonard, Director of Marketing, WuXi AppTec Laboratory Division
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With more than 20 years of experience in marketing medical devices, and pharmaceutical
and biopharmaceutical products, Yvonne Leonard brings a proven track record of
successful product and service launches to the industry.
Ms. Leonard has worked as a group product manager responsible for new product development
developing new distribution channels and product life-cycle management. She has
partnered globally with physicians and disease management coalitions in the area of
chronic disease management, and successfully lobbied the Global Organization for Lung
Disease to recognize and incorporate the use of a medical device into COPD guidelines,
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which were formally only pharmaceutical. Other career highlights include the launch of
the Boston Scientific drug—eluting stent TAXUS, where the team successfully penetrated
80 percent of the market and gained 80 percent share in 80 days - considered one of
the most successful product launches in device history.

In her current role at WuXi AppTec, Ms. Leonard is responsible for current and new
service offerings. She has developed successful educational programs for the FDA, and
continues to bring the needs of customers to the forefront to establish new partnerships
and solutions. Ms. Leonard holds a bachelor’ s degree from the University of Minnesota.
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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 (0IP) 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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Zeli Yu , RAC, Global
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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
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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

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 VAI accomplish the
1st FDA QSIT inspection.

Till 2018, Mr. Yu has consulted 67FDA level II 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 III 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 II 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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Lane JI is the Medical Devices Director of BSI China. Lane has been working for BSI for
15 years as QMS Leader auditor, Leader Tutor, Notified Body Scheme Manager and Product
Specialist for CE marking etc different roles

Lane JI has delivered thousands of auditing, technical file reviews and training courses
for hundreds of medical companies, including IRCA ISO 13485 Lead auditor, ISO 14971
risk management, MDD directive, clinical evaluation, PMS & Vigilance, technical file

MDSAP and EU new MDR etc training courses
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Bertrand BORDES, Global Market Manager
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Graduated from Paris Institute of Technology; PhD in Polymer Science.Long experience in
R&D, starting with Rhodia Polyamide then moving into Silicones;Six Sigma Black Belt and
internal ISO auditor;From 2008 to 2012 patented innovative silicone formulations for
airbag and textile coating and worked in International automotive development
projects.Moved to business in 2012 and since then promoted Medical—-grade Silicone
Solutions with a Personal touch, as global market manager for the Healthcare market with
Elkem Silicones
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Chengtao Wang, Professor, Shanghai Jiaotong University
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S S E R R L S W RAUE F R HEF] 30 T,

ZHE, BTRETEEHAEIE, IMILEMEEREEEREFH AT X
TENFAFENE TR AR, B s bk e KSR T By s Pk IR ROR
MR 55T G AT SEVERT 7S EA4E, TEC/TC65 AG2 MR RG LB &M TFHER. BIrRkEEH a8
OB S HE BT H P L5 T B BT DR f [ BRag i fie it 2 I R ER 2 5 B Mk 7 8 95 & A
(PEEZRSE) REME. EEBRA (EP BRI REATLIUIR A et B 27 b kR R Tk
) CIRIE i BT R AT R IR M S XA )« (BEHIFARPLEG AW TS ) <
(R TRV SIE)  (BRIT 8BRS ) 55,

HE, BEREFMLERELE, ITL£H

Jane Ye, Senior Scientist and Business development, ITL Group

A EA Z R as s T E AR AL AR = S, 78 TTL 4E 4] B4y A W] 1ES China i 10 41
BHAIZ 5 T 2007 Rt BERBAEEDE, [N A5TEs 0 G E TAE.

Ms. Ye has the long—term experience in Medical device design & development and
commercialized production. With ten years working in ITL China, she participates in
many design & development and manufacture projects, meanwhile, she’ s also in charge of
the overseas market project communication.
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Aric Wang, R&D Director Joymed Technology (Shanghai) Co., Ltd

20 FHPREAL, ZHEEST R IRS 2L, GBI E NSNS IR 2 53T a8k &
T RIT S R m AR SO, et R A, et E. S0 T ONR P RRME R R RS .
over 20 years R&D experience. Specialized in medical device development for many years,

and successfully developed many medical devices for international and domestic customers.
Focused on improving the development process of medical device to shorten the
development cycle and deliver better design quality. Strive to provide the best design
service to the customer.

AR, LA, BN EESSEREM RS TR E LA RN

WHFC T A R & R E S 85 . S6)R ERFE R B m it LI IR, [ K 863 iR
THRI ER B AR A e BT RO A SR 30 20, S4EAF 3 AR, KRRFARILBIL 150
Zhw, PFMEFARR AR, BETREGE D SR TR,

B 2003 SEEITAR A AT MR B e SR AT RL S S I AR R TT, Xl R A B o ek AR vt
MR JrAERe . BEMEERE L KR T DAL iR R SR S5 HEAT 1 RGNS RE 7T LA . BT R
BT ETRITER A BRET 28 AT R RS AR AR SL AN BT 8 PR AT O B ST 75 M B D 35F T
BHEAR AT, AT A2 TT, AR RN B2 7 3 RRIRE 1R 2OT i R N AR 7 40
BE A F SCT RGBT 50 £HE. b3l 1500 Rik. SEAHIFANREVIGE, TRESS5EFAR
BHEARGHFRELIEE T ot, SRS AU RIS AT R LA 20 00, 1597 17 10 24 LA
WA, A ERRAR T SR 2 AR TE A DG ST R

%, BHEK, A%ERS

Ms. Selena Qin, Senior Technical Marketing Manager, Dupont

IO QTP il, REL LR —NHE 10 ZHELWMIRRES, LIk Er) R
BT E N E N, HEEINARE KR E B ES R E R .,

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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John P. Merritt, WEFFREW (BT/EH/Hi , Bldkn (L8 REFRAH

John P. Merritt, BBusiness Development Director MCP

John P. Merritt I FE FIEST = MAIA LI ARFNW, 8 EHIRT 2 Kk e =T
ARG R BT AR I R DL R B0 e A A A R

John P. Merritt is one of a few individuals in the world with extensive international
experience working for leading medical device manufacturers, as well as leading medical
packaging material suppliers, and packaging machinery fabricators

B, BARRIEEHE, HEBEMAIETEW (B FRAH

Haiying Xu, Vice—general manager of Tech, Moicroport
ZENEMAEY) SRR EE MR O RS KEE RN, B EIT a7 1R U s
wlo, A F B KK HE & kMBS ORKEE ML RE & HE g R .
ZEHBEASREREMEARZ R SR, EFEE T “HEOPEKEH o e A R 5
M7 “HRCEARIEER” & brifE, Z5BITHA b KB IE R E bR

Engaged in EO/EB sterilization Validation and the Microbiology lab management for nearly
ten years.

Specialized in the microbiological controlling of medical device manufacturing and
expertized in EO/EB routine process sterilization.

Leaded the draft of the standards of  “Product adoption and process equivalence for
ethylene oxide sterilization” and “sterilization requirements for subcontracting of
Ethylene oxide” .. Also attended the revising of GB of ethylene oxide process validation.

b

RIEE), BEFK, PEETHERT LI SETERAETVRERS

Jimmy Song, Deputy Chairman

By 2 T RPEH L, TS, J B EIT 8T Wb 2 BT a0 Lol 2% 51 2 |
K PEETSMATE I SE S S TSy 2SRRI ST,
FE ARG AR PRI R, BROMTG R BfE 2 (SBA) 201 YY/T 0698 FrifEEc B s fr 71 53
N ZUCHAAR TR AN BiB@EPERTHEMAERMERARES. S4H, bigemn
AR A B LB
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EEE , FARRSITEM &
Jenny Cheng, Henkel

INEEIRREFINL BRI 5 2258, BRI AT WLBREFIE RS, T 2ute A g ooy 58

Experience in adhesive application and technical customer service

Zamlk, EL, i, BA, BEE

d &

1965 4 11 A4, WHLFEE N, 1986-1990 FAETEE Leeds KA FL 70 I AT 4E 10 A 77 07 v S o ik
TZ, RGLULF 2247 . 1990-1993 FEAESLE Heriot-Watt KM /EHF7 TIE. 1993
1998 41U [E Advanced Medical Solutions 2 &) I HERR $h4t 4 5 = FECR A 78 597 & TAE,
AR A TR EBZAFE . 1998-2000 FEFEHL[E Manchester Business School Mk MBA 224, LILE5EAE
EeMl. 2000-2001 FEA/E9EE SSL International 24 WEHA P MERE NI & BRI R BR #h 21 4 5 < H
BORHR L5k TAE. 2002 4E [ B G 7R 4 B 3. BRI R R 223 =it &l
B K T AG S e A et TAZDH S 2 00RH I E o 72 BRE PO TR R B SC 150 R4,
RAF T DIEELR S 10 RIUPE LR . BERNFEREE (haetkEHEkD - GFERR) .
{Medical Textile Materials) . (FEMRZILEABCEIFINGKMNAY . (Bioactive Seaweeds
for Food Applications) #F 2007. 2008, 2016, 2017, 2018 4E4r 5 i EH L4 b fRk: . EE T
W IRAE . Elseviers FEHITRH FE. Academic Press HAR, 5 R (4 T35+ BH XNHE#RE )
KUE 2o RN CHEEBE R ) 2010 AT 2016 443 1) ey v [ 42 70 b H RO AT R HE A AR
VR AR AR B R GET A ZE N A 22 1, PEAT I TG 1 ) o 1B 5 s s 30 =5 F AT

K WU REETRISERAF LR EEAE, WRKEZRE LR GRIDFRATEY
WAL

Gui Zhang, Director of Shenzhen Advanced Medical Services co. LTD

P 5 Mo H BRI LI A SRIe E A AI N N B E LA YA VT
MAEIRETSI LI L TAEA R F S, ABNEBEMMERE AR, F5 TN LT
fErfe 10 AERLE =20 RS BRI 7 S8 AR P 2 v PN AR R BT B P se 3 i Fe 258, IR AT 3h Ak
R TR # o A7 DT B AR A IR AR R DK S G AR P 2 VR R DR BT 22 PR T AR, IR C A AR
KRS, HWZHE5ZHERH. AHEAHEDH, REKPFLVZERBCETF, Hh
Cytotoxicity and its test methodology for a bioabsorbable nitrided iron stent &4 ISO
37137-2 KW 5IH, MO MMM B ST 25 ERAUBOL IR &KX Patrick
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Gui Zhang, Clinical laboratory medicine major, manager of Test Department of Lifetech
Scientific (shenzhen) co. LTD, established biological evaluation laboratory, animal
laboratory and cath lab for intervention operation. with rich experiences in biological
evaluation and preclinical animal studies of medical devices, familiar with the
applications of international standards and regulations and quality management system
of cardiovascular implants. engaged in biological evaluation and preclinical animal
studies of Class III high risk medical devices for more than 10 years, has skilled
animal interventional operations . Responsible for biological evaluation and preclinical
animal studies of the first iron-based degradable coronary stent which had been got
access to clinical studies. Took part in many national and provincial and municipal
science and technology projects, and published dozens of high-level academic papers

One of the papers is Cytotoxicity and its test methodology for a bioabsorbable nitrided
iron stent, which is quoted by international standard ISO 37137-2 as a recommended
cytotoxicity test method for degradable materials. Responsible for the iron—based
degradable coronary stent parts of the book Bioresorbable scaffold: From basic concept
to clinical applications by Patrick Serruys who is a chief editor and an international
leading cardiologist

4 n

Fib, BHLSK, BEFRDRCEH

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

IMEXK, EFLLHE, YEYIEAAF

Stephen Sunderland, Managing Director, L.E.K. Consulting

WE T &, IMERISEN P E AR A TSI, AR BRIT A ORI g R 55
GUFIFHIE T 2 AVIEAAT I A GRS . VR BN BUR . BUF k. IEAR TG AL, Gk
AN RS B8 )2 U P S (A s R SRR 55
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MBS AT 2001 Eﬂn)\ BIGEHARRIINAE. 2005 FANVEAEGETEIPAETE, HT
2011 FIERFUT L %ﬁATL@b NE TAE. FERGIATRE, FhEAA )2 Ik 55 G K A5
ﬁW%&%%@%%,%ﬁﬁ*ﬁﬁﬁﬁkﬁﬁ PV AEFR MIR VA SCFF S W2 56

N A SR RS 1 TR 5 AR il 2246

During the last 17 years as a corporate strategy advisor in China and Furope, 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

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

Albrecht Poth, f#=+, Knoell

Dr. Albrecht Poth

Albrecht Poth {42 EI7 8N mA B ERZAN S K IEFE, TETETRAMNEEREMAA
ik, HHMTT SR NEELE.

AR BRIT S IR BT 25 FE A,  JFE IR ISO HARZE e
TR EWEG 10 Z24F. A H AT AR A4 E [ 5548 2 5143 IS0 TC 194 IS0 33r” #U\%%%I
R4 TC 194 EFEHITAE. MMM ET 5 ZAE R FEH R BT 2R B SR, R
FERI SR A S B TAE .

Dr. Albrecht Poth is Senior Toxicologist and head of business development for medical

devices. He 1is responsible for customer collaborations focusing on the global
registration and certification of medical devices

He has over 25 years’ experience in the field of medical devices. He served for over
10 years as chairman of the ISO technical committee 194 (Pre—clinical and clinical
evaluation of medical devices) and he is currently chairman of the German national
mirror committee to ISO TC 194 and acting chairman of an expert working group within
ISO TC 194. His functional experience includes technical, scientific and general
management at several different contract research organizations active in the field of
medical device testing and consulting
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Dr. Baixue Zhou

FASE L EEER T RS HAREE R, WERN R RSB 2 T 24 . BUEIR
THE[E Dr. Knoell HWHIHIRAR, MHFETEAEMESHIAHRTAE, FHRETERIT ™ b 28 KO Al
I T 37 AR A IR 7 7 b 1) P 2 (A DG 5080, DL R R R AE BT 7= i DCE AR B 0 0 1) .
FrA A EDENU TOV BTk 1)« B BREEST 72 ik 5 48 R “Byrre i B Rt K7 A
WEES,  DAK S ERAUENLAY MEDCERT Btk Zhn “Rei#HE#l (MDR) 7 B e+ .ty
DR AEAEVEM B S I T CIRGMIEEL MDD, MDR) HI bS8, Hd s By P Wikt & g
%, BRIT IR, DU S IAEN LA VA 8 .

Dr. Baixue Zhou was born in China, educated and works in Germany. She holds a Ph.D.
with the major on Cardiology in Natural Sciences from Rheinisch-Westfalische Technische
Hochschule Aachen (RWTH Aachen University), as well as a B. S. and a M. S. degree in
Biomedical Engineering from the Aachen University of Applied Sciences in Germany.

She works at Dr. Knoell Consult GmbH in Germany on Regulatory Affairs for Medical
Devices in European and Asian Market (Europe CE-marking and China CFDA approval). She
holes a certificate of Manager Regulatory Affairs Medical Devices International and a
certificate of Expert Technical Documentation Medical Devices provided by TUV, as well
as a participation certificate relating to MDR provided by MEDCERT. Her functional
experience includes professional support on regulatory compliance in accordance with
MDD and MDR, including regulatory support on product design development, technical
documentation and communicating with Notified Bodies

Lacey Chessor, Knoell

Lacey Chessor #& & yET 3¢ [H BT 28 MR AL MR L S RZH K o b A i (1) [ A A BRI R 7 1
& o> w3 [ T 3 W B BRI R SRR

T 7E PR T A MR AT @ 10 FR&ss, HA s 5 U EREEmAAYE )R (FDA) HvH %
BT R WA M =R RST AN RIS RS I . WA BT RTE A (510 (k) )
AtHE (PMAY JTHI, DAKAEDAARHE FDA ML 2 S FISL it AR R 7 A F & ALk . a2
FE L2 (RAPS) MUK VEMUSE S UIEIETS (RAC) o It AT DASRAHLLE Wi A8 5 5 07 T 19 S RF
H gy FDA 438, 52 LiTRm@s (510 (k) ), LATRiHtdE (PMA) , #ESIFFE 21 CFR 56
820 H I EAA R, JHRMEAG A/ AT,

Lacey Chessor is regulatory expert and group leader focusing on the U.S regulations for
medical devices. She and her team provide support to medical device companies worldwide
in understanding the regulatory requirements of the U.S. market.

She has over 10 years’ experience in the field of medical devices, including 5+ years
as a Consumer Safety Officer for the U.S. Food & Drug Administration (FDA). She also
has held the role as Director of Compliance for class II and class III medical device
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companies. She has experience in premarket notifications and approvals, as well as a
direct focus in establishing and implementing quality systems according to the FDA
regulations. Lacey holds a Regulatory Affairs Certification (RAC) provided by the
Regulatory Affairs Professional Society (RAPS). Her functional experience includes
regulatory and quality support; including communicating with FDA, submitting premarket
notifications (510(k)s), premarket approvals (PMAs), establishing quality systems in
compliance with 21 CFR Part 820, and providing inspectional assistance.

Bill Harrison, 24 PFAlHLEIEE, 25 RE

PhD, Bill Harrison, VP, Safety assessment center

Bill £E CRO ATMVA 30 ZER TAEAL . fEMMAZ W REMEZ AT, /& VIDA Sciences HIEIIR AN
FEHATE, VIDA Sciences j&—F LI TS CROs &M AT, ik THEMERE, M2 /7, Bill
s& MPI Research W BB E Iz EH, MPI &I R KHImPKET CROs 2 —, flarsiA &
— BRI KRB . AR MPT BF 5 2 /1, fifi /& Pharmaco-LSR (B4 Envigo [F—43) [FHE
EHRFZNIZE L. i3 E i ERIED2 (SQA) AT FFE. Bill EAVFZ An MALHFHEH
Bt H R 36 A a7 Q32 514 M1 INSTEM Bt 7] 2= 73 s> O 5

Bill has over 30 vyears experience in the Contract Research Organization (CRO)
industry. Prior to joining WuXi AppTec, he was the founder and CEO of VIDA Sciences, a
consulting company dedicated to serving CROs, focusing on performance improvement.Before
then, Bill was President and COO of MPI Research, one of the largest preclinical CROs
in the world, and led the company through a substantial period of growth.Prior to
joining MPI Research, he was Director of Regulatory Affairs and

Operations at Pharmaco-LSR, now a part of Envigo. He is a former President of thel.S.
Society of Quality Assurance (SQA).Bill has served on the Board for numerous companies
and organizations and currently serves on the Board for the American Life Sciences
Innovation Council and the INSTEM Advisory Board

Mark A. Cabonce, M.S., DABT, EMURIBIARIFITEME, Z50HRME

Director of Technical & Regulatory

Cabonce S 1EL B FRABIHAEBORFNEMGR TR, Ly T BRI7 28R & 77 it . ZEIN N 24 B R4

AT, 2 L HE A F] (Monsanto management) HEEFR AT T MRS B2, B DT AE AR RIS EEAT
SRR, VPl GHS 3 AR IR TR R, S XU VAl SO LA SCREE B i Mt /RN
ﬁ&f%%@@%%%%,%ﬁ@mmm@ﬂﬁnfﬁ,m&%ﬁmwmﬂﬂﬁﬁwhﬁﬁ
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Mr. Cabonce serves as a Director of Technical and Regulatory at WuXi AppTec
with a focus on medical devices and combination products. Before joining WuXi AppTec,
he served as a toxicology study monitor at Monsanto managing regulated in vivo and in
vitro acute toxicology studies, assessing formulation dossiers for GHS

classification and labeling, and preparing risk assessment documents in support of
international product registrations. As a consultant and study director at Seventh Wave
Laboratories (Chesterfield, M0), he managed pharmacokinetic and preclinical safety

evaluation studies for a broad range of pharmaceutical and agrichemical clients under
prevailing EPA, FDA, and OECD guidelines. He holds a M. Sc. degree in Biology from St.
Louis University, and has been a Diplomat of the American Board of Toxicology since
2005.

Sandi Schaible, ZHTALFEIRITRIE, ZHEH MR

Director, Analytical Chemistry

Schaible L LA 25 FHILE, 515724 B BAEAL T8 JE TRk N S OR 27 1 3 b A 27380 T 1) e
AFE T WA BT A S50 1 B AR SR e A AR SS,  BFE nT R/ I e L. AR}
FEMERER RN B AR AT AR R TF R ﬁzztgﬂﬁuléﬁ/ﬂt«ﬂlhﬁ (45X FEMR) o Schaible L+
M BH JE 75328 PN (RSB VB B P 7 K A A 22 2 6, FRAERIZG . BEIT R SRR R AT AR,
AFELE GLP. GMP. FDA £l ISO EPEHSLIGE 15 FFLA LRI T 4% . Schaible & L2 HEH AR A1
MARARF &, #eds e NEFRMZEE TC194,  fh RN 2 15010993 HARZE fiexZs i,

With over 25 years’ experience, Ms. Schaible is responsible for oversight and direction
of WuXi AppTec’ s Analytical Chemistry department in St Paul, Minnesota. The analytical
staff she manages 1is responsible for providing custom chemistry testing services
including extractables/leachables, materials characterization and target analysis
testing, method development, method validation as well as standardized

testing including compendial testing. Ms. Schaible received her Bachelors of Science in
Chemistry from Winona State University, and has experience working in the pharmaceutical,
medical device, environmental and R&D industries, including over 15 years of analytical
experience in GLP, GMP, FDA and ISO regulated laboratories. Ms. Schaible provides
technical guidance and testing program design, and is an international and U.S. delegate
for TC 194, the technical committee for ISO 10993

Sean Colwell, B.A. FiARMUE, ZHEH R, Z5BHEE

Technical Director
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MR BURFIRE—RBMEN =K, (EERIT2MAR 25 TR 25 45 . 7£ CRO AR AIES FHZ
MEIHE A, AT S AR ERIERIBL . Sean T 2016 FE NN 25 iR T AR GG, H
BT AU A DA I R B IR SS o 1 AR Z AN IR B 35 R 23R4S 1 e s e e, I
FEMR Z M 27 B B LA

Sean Colwell is a microbiologist with 25 years of experience in the medical device and
pharmaceutical industries. He has lead microbiology and quality assurance teams within
contract testing

and parenteral manufacturing organizations. Sean joined WuXi AppTec in 2016 as Technical
Director and currently leads a team performing microbiology testing and sterilization
validation services. Sean received his Bachelor’ s degree in Microbiology from Miami
University in Oxford, Ohio and pursued post—graduate studies at the Medical College of
Ohio.



