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HEHEBHRERERMITENT
Hong Kong Medical and Healthcare Devics Industries Assoclation

Prof Hon Joseph LEE Kok-long, SBS, JP, PhD, RN
Panel Chairman

Panel on Health Services

Legislative Council

Hong Kong S5AR

22M June 2015

By Fax: 2185 7845
Email: panel_hs@legco.gov.hk

Dear Prof Hon Lee,
Re:- Regulation and development of beauty services

We refer to the Joint Meeting of Panel on Health Services and Panel on
Commerce and Industryto be held on 23 June 2015 on Regulation and
development of beauty services.

The Hong Kong Medical and Healthcare Device Industries Association
("HKMHDIA") have the opportunity to participate in previous Panel Meetings
and review the paper on regulation of aesthetic practices in selected
places and research report entitled "Regulation of oesthetic practices in
selected places” (“Reports”). |

The current voluntarily Medical Device Administrative Control System
established by the Medical Device Control Office of the Department of Health
procedures per se do not prevent misuse or unauthorized use of medical
device for medical or non-medical treatment. It also doesn’t govern the places
where such devices are permitted to use. There are other legislations, which
govern the use/place of use of some devices and are already explained in
details in your Reports. HKMHDIA is of the view that the use (as well as
misuse) of medical device is just as important and have the following

comments:-

1, HKMHDIA represents a group of stakeholders who are making and selling
medical devices. It is important to note that all medical devices are well
governed by international established standards as well as local

Hong Kong Madical and Healthcare Devige Industries Association Limited

c/o  HKPC Bullding. 78 Tat Chee Avenue, Kowloon Tong. Heng Kong.

Tel : (852) 2780 6625 -Fax @ (852) 3187 4543  E-mail : info@medicaldevice.org.hk
hitp:fiwww, medicaidevice.org.hk




ok

-

Honorary Chairman Z38 20

Prof. John Mok ZEMtbd?

Prof. John Chai #fi%iisde

Mr, Albert Lee =itk (in Memoriam)

Chairman 3&
Ir Dr Andros Chan L4 9% 13Ul

Beputy Chairman ¥IERIALR
Mr. Benjamin Chan Bl e

Vice-Chairman BIER

Ms. Maria Chiang §4#i% /il
Ms. Mantha Hao #HsELIMA
Mr. Otto To Wy Hive F4:

Mr. Fred Tung 3efrdlsta.

Secretary General fifHS
Ir Richard Lun #3040

Treasurer Wt
Ms. Teresa Li /L

Executive Board Membars ShfTHIE
ir Dr William Cheung Sk [e-h I fR
Mr. Marke Mo B4 890

Mr. Henry Lam ki fode

Mr. James L skl

Mr. Leo Lo S35 (h 54
Mr. Rupert Mok BRI
Mr. Kevin Orr Jo 405560

Mr, Samson Teoi ZE8ATL 43
Mr, Stephen Yeung i e

Honorary Board Members ZRFET
Mr. Stephen Liang SBRUEH:

Ir Darek Loule S5 #fr el

Mr. Andrew Young HEaf Ak

Honorary Legal Advisor HINEERGRERS
Mr. Nicholag Chan Bibiutsen

Honorary Auditor 2R
RSM Nelson Wheeler Centified
Public Acoountants

G SRR s PR R

Honorary Advisors AN

Prof. King L. Chow JRURISLES

Dr. Lilian Leong. BBS, JP JLiH-& 85
Prof. Arthur F. T, Mak St

Prof, Ng. Simon Siu-Man SR #5%

It Albert Poon 38 s tis

Mr. Stephen Siu R4

Prof, Min Wang E&¥as

Prof. Michael M. Yang ksl

It Prof. Zheng Yongping i S8 LAk

caringorganisation

v Ity e Por Op L il o
e RSN

=B mEREEMHTERS
Hong Kong Medical and Healthcare Bevica Industriss Assoclation

registration requirements to ensure that safety and efficacy are prudently
examined before devices are released to the market. Such process also
includes ongoing post market surveillance such as recall procedures or
adverse incident reporting requirements. HKMHDIA is of the view while
there are stringent requirements imposed on our members on the design,
manufacturing and distribution of medical device, the local governance on
the use (or misuse) of medical devices are not on par.

All medical devices come with an instruction for use (“IFU”) and the
contents of which are part of the compliance requirement of the sale of
the device. All relevant parties who aim to deliver treatment using the
device should be drawn to the attention of this important document,
particular in higher risk device, as it contains important information to the

use of a device.

It is HKMHDIA’s position to reinforce the need that all users and operators
should be fully trained and informed on the use of medical devices by
those who know the use of such devices. All users, patients or
beneficiaries of medical device should be fully informed on the indication
for use as well as the contraindication for use of a medical device.

When a manufacturer appoints a distributor, it is very common that the
commercial arrangement will include training as one of the major
contractual terms of the distribution agreement. The HKSAR government
could use such evidence to determine whether a distributor has received
proper training on the use of medical device and also review relevant
training materials to determine its sufficiency. |

HKMHDIA supports and vows for the need to establish vigilant regulations on
listing and registration of medical devices. At the same time, we urge the
need to accelerate the establishment of a more coherent regulation to govern
the usage of medical devices locally.

We hope that our submission will help providing your panel with additional
information from the industry. Should you have any question about our
submission, please do not hesitate to contact the undersigned or Mr. Henry
Fong, Liaison Office of HKMHDIA at 2788 6354.

Hong Kong Medical and Healthcare Device Industries Association Limited
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