THE AMERICAN CHAMBER OF COMMERCE IN HONG KONG
Position Paper

Department Of Health's Regulation of Medical Devicesin Hong Kong

The American Chamber of Commerce supports the regulation of Medical Devicesin Hong Kong
as contemplated in the Hong K ong Department of Health's Consultation Document issued 4™ of
July 2003. With regard to the Consultation Document, Amcham recommends that the Hong
Kong Government adopt an efficient registration process, which will ensure the standard of the
products but require minimum resource expenditure to the government.

Amcham supports such legidation, provided regul ations recognize the principles of the Genera
Harmonization Task Force (GHTF). We believe that regulations should be minimal in order to
accomplish the task and that such regulations should not require the re-filing of documents which
have already been made available in other filings made to GHTF member countries and used for
the issuance of registration certificates by such countries.

In this regard we would like to raise the following for consideration:

- Thesubmission of approval evidence from any GHTF country should be sufficient to
establish and approve product registration and change of particulars. The submission of a
full dossier should not be necessary provided evidence of approval or evidence of
permission to sell the device in other GHTF member countriesis presented.

- Unless substantial technical changes affecting safety are made to the product, no further
approval or re-registration should be required. A self-declaration regarding the changes
can be required for submission. |f changes need to be reported to any GHTF member
country, then such changes should also be reported to Hong Kong authorities. This
proposal isin line with international practice and should adequately protect the interests
of the public.

- Different devices that are used as part of a system should be allowed to be registered
together as one system submission. In thisregard, parts, components, peripherals and
any items that are used solely with a particular medical device, should be allowed to be
registered as part of the initial system registration. New applications, parts, components,
peripherals and other items to be used solely with the originally approved system can be
required to be recorded through a future self-declaration, forming part of the original
system.

- Further consideration needs to be given to the grandfathering of certain classes of
medical devicesif the devices were legally in commercial distribution before the
enactment of the new regulation and no adverse incidentsin relation to their use in Hong
Kong have been reported.
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L abeling of Medical Devices

- Complianceto labeling requirementsin GHTF countries should be sufficient for Hong
Kong. The name of the manufacturer or importer should be clearly labeled on the
product. Such information should provide sufficient detail for consumers or other
members of the public to address any issues that might arise from the use of the device.

Post mar ket Control

- If mandatory reporting of serious device problemsisto be ingtituted, then asingle
government department should have the responsibility of managing that function.

- Oncethe DOH hasissued alicense for the registration of a device, such registration and
certificate evidencing such registration should be sufficient for use by al Hong Kong
bodies requiring submission of documents related to the procurement of the same. Inthis
regard various organi zations including the Private Hospital's Association, The Hospital
Authority and other professional societies and associations have established device
standards. Such standards should be replaced by any new regul atory requirements and
such reguirements should be deemed sufficient for compliance with documentation needs
in al areas. Consolidation of procedural requirements will minimize duplication of tasks
and facilitate reduced expenditure at al levels.

- Key stakeholders (e.g. Hospital Authority, Private Hospitals Association, Industry
Association, Professional Organizations etc) should be invited to join the Review
Committee meeting. Thiswill avoid duplication of product registration or listing and
ensure reciprocal recognition.

| mplementation

- During the voluntary compliance period the DOH should mandate that no organization
may require prior registration as a condition of procurement.

- A differentiation should be made between originally registered devices and those that
have been re-sterilized, refurbished or otherwise reprocessed for resale or reuse.

- Officid, authorized importers should only be required to be responsible for post market
control of products which they import/distribute.

- A grace period and provisiona licence should be used during the transition period.
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