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Background fifi

The Department of Health (DoH) of the HKSAR Government established the Medical Device Control Office
(MDCO) in 2004 with the goal of ensuring medical devices are safe, efficacious, and perform as intended. In
furthering such goals, MDCO has adopted a risk-based regulatory approach under the current operating
Medical Device Administrative Control System (MDACS). MDACS is a voluntary system under which Importers,
Local Manufacturers, Local Responsible Person and medical devices are registered and listed. After 6 years of
ongoing consultations, the DoH is planning to submit to the Legislative Council a statutory framework for the
medical devices regulation.

The Hong Kong Medical and Healthcare Device Industries Association (HKMHDIA), being the only medical
device sector specific association in Hong Kong, has taken up the role to understand, monitor and
communicate to our members the regulatory approach of the HKSAR Government. In the past, HKMHDIA have
responded to MDCO’s consultation papers on various components of MDACS and its Regulatory Impact
Assessment.

Regulatory Workshop Series aim to create a platform by which HKMHDIA discusses Regulatory and
Compliance issues among our members, interested parties and the HKSAR Government. In this workshop,
we have invited representatives from MDCO to introduce the “Proposed Framework for Statutory
Requlatory of Medical Devices” (Proposal) which was published on 29th August, 2010. We are also
going to meet with the key staff of MDCO and have better understanding about their daily operations. The
purpose of this workshop is to providing networking opportunities and to discuss among our industries and
collect comments on the Proposal.
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Target Participants S#&2iIIAL

This seminar is suitable for senior executives and regulatory staff of medical and healthcare product industries
including importers and manufacturers. Interested parties from supporting industries, such as plastics, metals,
electronic components, are also welcome.
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Sender: Hong Kong Medical and Healthcare Device Industries Association, ¢/o 5/F, MLD, HKPC Building, 78 Tat Chee Avenue, Kowloon Tong, Kowloon,
Hong Kong, Tel: (852) 2788-5625.
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If you do not wish to receive further information from HKMHDIA, please inform us via fax at (852) 2788-5522 or via email to: info@medicaldevice.org.hk
with “unsubscribe” as the subject.
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Details E£i&

Time K Quota A B

2:00 p.m. —5:00 p.m. Limited to 100, on first-come-first-served basis
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Venue i85 Enquiry &3

Lecture Theater, 1/F, HKPC Building, Mr. Campbell Ting, T <854

78 Tat Chee Avenue, Kowloon, Hong Kong Tel: 27885920

FrHs BRI 78 B A T R Email: campbellting@hkpc.org

Language &S Miss Beverly Cheung, 3E(HEL/|MH

Cantonese and English JEEREE K Sigh Tel: 27885625

No translation provided ANZ%# Email: beverlycheung@hkpc.org

Registration Fee M
Free of charge %%

ENROLLMENT FORM $f 4 *

Please put a cross (x) in the appropriate box below. /A 415 EIZEREANNE (X) »
[ Iam HKMHDIA Member and would like to join the workshop held on 14 September 2010.
ARNJE HKMHDIA & E3AE 284112010 47 9 H 14 HEMTHYIEE) -

[ Iam NOT HKMHDIA Member but would like to join the workshop held on 14 September 2010
ANAJE HKMHDIA & E{HAE22 11 2010 47 9 F 14 HETHYTEE) -

Attention: Ms. Beverly Cheung. Fax No. 2788-5522 G5B 175750t B F) 2788-5522 R{FH/ NI -
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Name in English (Mr / Ms)
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Company Name

Vi AN SE (R

Business

Address
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E-mail Fax
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Signature Date

IMPORTANT &

An applicant may, subject to approval from HKMHDIA, nominate a substitute tfo attend the symposium on his/her behalf.
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Some of the topics in this programme might be modified without further notice.
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Sender: Hong Kong Medical and Healthcare Device Industries Association, c/o 5/F, MLD, HKPC Building, 78 Tat Chee Avenue, Kowloon Tong, Kowloon,
Hong Kong, Tel: (852) 2788-5625.
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If you do not wish to receive further information from HKMHDIA, please inform us via fax at (852) 2788-5522 or via email to: info@medicaldevice.org.hk
with “unsubscribe” as the subject.
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