Introduction to
Medical Device Good Distribution Practice —
Free Seminar Series #6

Theme: Risk Management System for Medical Device

Details

Introduction

Risk factors exist in every business operation, and should be well-
controlled especially within medical device industry. If such risks are
not carefully identified and manipulated, patient safety could be under
great threat. Risk management is the approach to eliminate or at least
minimize both the prevalence and severity of these risk factors. Risk
management is the essential element in medical device quality
management system. It evaluates the risk level of all potential risks,
and diminishes them down to a manageable risk level via preventive
actions. Proper control of risks within medical device industry could
certainly benefit both patients and local SMEs itself. Our seminar
would explicitly focus on how local SMEs could adopt and implement
medical device risk management system.

Date: 6 September 2013 (Friday)
Time: 18:30: — 20:15

Venue: Room 1004, 1/F, HKPC Building
78 Tat Chee Avenue, Kowloon Tong

Language: Cantonese/ Mandarin
Quota: 50
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Target Participants Speakers

Ir Lisa SHI is a senior member of the Hong

This workshop is designed for medical and healthcare device
distributors, importers, traders, local responsible person, as well as
any other SMEs who are interested in the medical and healthcare

Kong Association of Risk Management and
Safety (HKARMS), whose mission is to foster
and application of risk management techniques

device industries. to assure safety and control risks. She is
currently the Head of Risk Management for EC
Rundown Harris _in_Asia. Lisa specializes in risk and
business continuity management and has
- - involved extensively in supporting organizations
Time Topic in Asia, Australia and UK in safety planning,
strategy development and review of risk
18:30 Opening Remarks management system. These include provision of
Presented by Ir Dr Andros CHAN coaching and training to organizations on safety
Chairman, SDF MDGDP Project Steering Committee | BEMCUCICSSIE RISl L I RN (¢
18:45 . . support them in strengthening their in-house risk
: Accounting for Good Practices: Why management capability.
Effective Risk Management Matters _ :
) Mr Bryan SO is the Senior Consultant of the
Presented by Ir. Lisa SHI . . : T .
Senior Member, Blomedlcql 'E.nglneerlng Unit in the Automa.tlc.)n
the Hong Kong Association of Risk Management and Safety Service Division of the Hong Kong Productivity
- - - - Council (HKPC), and also the Executive Deputy
19:30 | Risk Management for Medical Device Secretary General of Asian Harmonization
Presented by Mr Bryan SO Working Party (AHWP), with more than 10 years
Senior Consultant, Hong Kong Productivity Council of experience in advanced manufacturing
technologies, medical technology R&D, product
development technologies, medical device
development and regulatory affairs and quality
management system.
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Enrolment

To enroll, please complete the following enrolment form and email to henryfong@hkpc.org or fax to HKPC at 2788 6338 for
registration, or send the completed form to ASD, 5/F, HKPC Building, 78 Tat Chee Avenue, Kowloon Tong, Kowloon, Hong Kong
(Attn: Henry FONG) on or before 5 September 2013 (Thursday).

Priority would be given to the members of Hong Kong Medical and Healthcare Device Industries Association and the supporting
organizations.

Enquiry

Mr Henry FONG Mr Bryan SO

Associate Consultant Senior Consultant

Biomedical Engineering Unit Biomedical Engineering Unit

Automation Service Division, HKPC Automation Service Division, HKPC

(Tel: +852 2788 6354/ Email: henryfong@hkpc.org) (Tel: +852 2788 5548/ Email: bryanso@hkpc.org )

Name in Chinese

Name in English (Prof / Dr/Ir/ Mr/ Miss / Mrs / Ms*)

Company Name

Position Email Address

Telephone no. (Office) (Mobile)
(Fax)

Correspondence

Address

Are you a member of the Hong Kong Medical and Healthcare Device Industries Association or supporting organization? (Yes / No*¥)

*Please delete whichever inappropriate
Declaration

| declare that all information provided in this enrolment form and the attached documents are, to the best of my knowledge, accurate and
complete.

Consent Statement

Personal data (including your name, phone number, fax number, correspondence address and email address) provided by you will be used for
the purpose of the administration, evaluation and management of your registration. You have the right to request access to, and amend your
personal data in relation to your application. If you wish to exercise these rights, please send email to: edm@hkpc.org.

HKPC intends to use the personal data (including your name, phone number, fax number, correspondence address and email address) that
you have provided to promote the latest development, consultancy services, events and training courses of HKPC. Should you find such use
of your personal data not acceptable, please indicate your objection by ticking the box below.

[ 11 object to the proposed use of my personal data in any marketing activities arranged by HKPC.
Transfer of Personal Data

The personal data that you have provided may be transferred to the partner(s) involving in this event for marketing activities. We shall not use
your personal data for this purpose unless we have obtained your written consent. Should you find such use of your personal data not
acceptable, please indicate your objection by ticking the box below.

[ 11 object to the proposed transfer of my personal data to HKPC's partner(s) involving in this event for any marketing activities.

Applicant’s Signature Date
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