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Info as at 23/4 /2018

Seminar on “Regulatory Intelligence: Updates on Procurement

Guidelines and Medical Device Regulations”
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Date HE 9/5/2018 (Wednesday £¥ \\
ate Eli A (Wednesday £/ =) \C‘Jo(a\N ‘m\“a‘ “
Time B & 11:15am — 12:45pm Luc e 25 °
aftes g@“’"‘g‘ﬁ
Venue ith# Seminar Room, Hall 3F, HKCEC ‘@\%%ﬂ
BEEERE ¢%6F%%ﬁﬂé e
Language &5 English & (ORI EZRTS)

(Simultaneous mterpretatlon service will not be provided)

Admission A5 Free of charge, pre-registration required ZE £/, HFFELEF
Time 5@ | Programme i2F 3%
11am — Registration E&C
11:15am
11:15am — | Updates on Harmonization of Medical Device Regulations from AHWP
11:35am DR ZR M AR iR R S R
Speaker: Ms Carol Liu, Secretariat, Asian Harmonization Working Party
BE MBI AR A WEE FIFEL L
11:35am — | Medical Device Regulatory Update for EU BREA B8 B3 AR ER B
11:55pm | Speaker: Mr Jonathan Tang, Study Director, STC
EER BERERBED /O AR5 BERzELE
11:55pm — | Medical Device Regulatory Update for US =B BB AR EREM
12:15pm Speaker: Ir Prof Albert Poon, Associate Specialist, Medical Device Program of SGS
E= =) ErRBERMAREYEE TR ER BT
12:15pm — | Tapping into China’s Medical Device Industry: Policies and Procedures of
12:35pm Hospital Procurement
th Bl B Rk R IR A AR BRIE AR E
Speaker: Ms Xiaoyu Wang, Director of Industry Data Research, China Medical Devices
E= =) (PEIEERE) Mot TERBEMANEME TEFHLL
12:35pm — | Q&A BE&EIREN
12:45pm
Remarks:

(1) Free admission. Seats are limited and granted on a first-come-first-served basis. & A5 -

BEfIARR - FEEIES -

(2) Pre-registered attendees have priority admission until 15 minutes before the event commences Thereafter unoccupied

seats may be made available to walk-in attendees. E&
EEEHM - LR TPRBAERERGBERZHRE

(3) Trade only and persons under 18 will not be admitted. >
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(4) The Organiser reserves the right to make any changes without prior notice. B R BT MR R Z A M AERTES -
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About the Speakers and Sharing

Updates on Harmonization of Medical Device Regulations from AHWP

S RS R ER AL AR 1hh ER e H 3R R

Ms Carol Liu, Secretariat, Asian Harmonization Working Party

SRS R AR Fh R AR A B E BIE AL

Ms Carol LIU is the Consultant of Smart Healthcare, MedTech, & Optics Unit
of the Hong Kong Productivity Council (HKPC), with solid experiences in
technology development on biomedical applied research and medical device
regulatory affairs. Carol is the project manager for the biomedical technology
development and government funded projects on biomedical R&D and
industry good practices, covering projects on R&D on Bio-Optics for
Dermatology, Laparoscopic Surgery, Artificial Finger Joint and Ankle Joint for
Prosthetics, Driver Physiological Status Monitoring for Enhancing Road
Safety, Smart Healthcare Solutions; Regulatory Control of Use on Medical
Devices for Cosmetic Procedures; 1ISO13485 Quality Management System
for Medical Devices; Professional upgrade on Biomedical Engineering,
Paediatric Dermatology; Promotion of Patent Commercialization for
Innovation and Invention, etc.; Since 2011, Carol has served as the
Secretariat of Asian Harmonization Working Party (AHWP) on harmonization
of medical device regulatory. She also serves as Committee Member of the
Biomedical Division of HKIE, Executive Committee of IEEE EMBS HK Macau
Joint Chapter, and Guest Lecturer for The Medical Engineering Programme,
The University of Hong Kong and for The Department of Electronic
Engineering, City University of Hong Kong.
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Medical Device Regulatory Update for EU
EREB B AR M AR E K E

Mr Jonathan Tang, Study Director, STC
BEFERBED D FEEMRE BFELE

Expert in Medical Device Biological Risk Assessment
Head of Medical Device Biocompatibility Testing Lab Team

Veterinary Medicine from Northwest A&F University, China.

Mr Jonathan Tang is currently the Study Director at STC where he established
and operates STC’s first medical device biocompatibility testing lab. This lab
provides full scope of medical device biocompatibility testing services with
CNAS, CMA accreditation and GLP compliance. In the past, Mr Tang has
worked in NAMSA China as a Technical Specialist who was responsible for
managing medical device testing and consulting projects. Before NAMSA, Mr
Tang worked at TUV SUD as a Biologist where he managed more than 100
GLP safety and efficacy studies, including protocol development,
execution, and final report. Mr Tang obtained his Master degree of Science
from the National University of Singapore and Undergraduate degree in

Abstract of Sharing:

The final text of the new European Medical Devices Regulation (MDR) has been published in the
Official Journal of the European Union. Effective May 25th, 2017, the new regulation affects the
selling of medical devices in Europe. The following speech will cover topics such as Europe’s
changing regulatory environments and how these changes are impacting manufactures.

Medical Device Regulatory Update for US
BB ERMIAAEKEM

EXBERMEREMBERTIEM EREEER

engineers in Hong Kong.

Ir Prof Albert Poon, Associate Specialist, Medical Device Program of SGS

Ir Prof Albert Poon has more than 30 years of experience in Medical Device
and Biomedical Engineering aspects for HKSAR Government
specialization in regulation and technology development. He contributed to
Regulatory Affairs and regulatory framework of MD in Hong Kong and
established the foundations for Medical Device Control Office. He is technical
expert on MD to Diagnostics and Imaging MD Unit of WHO and in MD
nomenclature; actively participating in MD regulation and biomedical technical
advice in projects of NGOs such as World Health Organization, London
School, EAC (Africa) and GIZ (Germany). Ir Prof Poon is a Certified Medical
Laser Safety Officer and Certified Clinical Engineer and he has major
contributions in education and training for development of biomedical
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About the Speakers and Sharing

Tapping into China’s Medical Device Industry: Policies and Procedures of Hospital Procurement

hEEER G REA AR A RERE

Ms Xiaoyu Wang, Director of Industry Data Research,
China Medical Devices Magazine
(PEIEERE) Mttt TEHRBEMESREE TRFR L

o Director of data department of China medical industry development
research institute.

e Book planning and organizer of China medical devices procurement
directory.

¢ Members of four national science and technology department projects.

¢ Planning and organizer of The 2nd Chinese PLA General Hospital-MIT
Health Data Conference and Workshop

Responsible for China's medical equipment industry data report, the China
medical medical devices procurement directory planning, editing. Preface
analysis report of the clinical engineering industry association, Clinical medical
engineering yearbook analysis and production. Members of four national
science and technology department projects. Organize and planning of The
Chinese PLA General Hospital-MIT Health Data Conference and Workshop.

Abstract of Sharing:

Part I. The procurement risk management of medical equipment, medical equipment purchasing
common legal risk, way of medical equipment procurement related policy laws, equipment every link
of bidding and tendering law risk, measures for the management of large medical equipment
configuration.

Part II: the management of medical equipment procurement process, the medical equipment
procurement feasibility evaluation method and case analysis, bidding procedure management and
case interpretation, medical equipment acceptance practices, large medical equipment configuration
review process.




