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In appointing suitable candidates, the main considerations are the
representativeness of the candidates in the profession and the trade, and
their professional qualifications and experience. Most of the Chinese
medicine practitioners in the Council, its boards and committees have at
least 20 years of practicing experience. Moreover, most of them are
leading members, such as chairman and executive member of the Chinese
medicine associations listed in the subsector of Chinese medicine of the
functional constituency of the Legislative Council elections.

As regards members from the trade of Chinese medicines, all of them are
from the trade of Chinese herbal medicines and proprietary Chinese
medicines. Most of them are leading members, such as chairman and
executive member of the Chinese medicines trade associations listed in
the functional constituency of the Legislative Council elections.

In the arrangement for re-appointment of members, considerations are
made to the participation in and contribution of individual members to the
work of the Council, its boards and committees as well as the continuity
of the work of the Council so as to ensure that the registration of Chinese
medicine practitioners, the Registration Assessment and the first
Licensing Examination, as well as the licensing of Chinese medicines
traders and registration of proprietary Chinese medicines can be
implemented smoothly.

In drawing the vetting procedures, suggestions of the ICAC with regard
to the system of declaration of interest have been adopted. Each member
has to declare interest when vetting applications at the meetings.
Members are required to declare in the prescribed form even if they have
no interest to declare.
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The application procedures and criteria for assessing the applications
have been spelt out in the application handbooks, copies of which are
attached. Chapter 2 of the Application Handbook for Registration as
Chinese Medicine Practitioners at Annex [ sets out the application
procedures, assessment criteria and the documents that should be
submitted by applicants. The application procedures for licensing of
Chinese medicine traders are set out in the Application Handbook at
Annex II and the documents that should be submitted by applicants are
detailed in the Document Checklist attached to the application form.

The procedures for appeal and review have been submitted to the
Legistrative Council Secretariat at the last meeting. Please refer to
Items E19 and E20 in LC Paper CB(2)458/03-04(05) issued on 26
November 2003.
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Registration of Phamaceutical Products

The Pharmaceutical Service is the enforcement
agency of the Pharmacy and Poisons Board relating to the
registration of pharmaceutical products.

2. Under the Pharmacy and Poisons Regulations, all
pharmaceutical products that are to be distributed in Hong
Kong must be registered with the Pharmacy and Poisons
Board. The purpose of the registration control is to safeguard
public health against the wuse of unsafe, ineffective or
substandard pharmaceutical products.

3. "Pharmaceutical product" is defined as any substance,
or mixture of substances, which is manufactured, sold or supplied
for the diagnosis, treatment, prevention or alleviation of diseases
or symptoms in human beings or animals. To determine whether a
product is a pharmaceutical product or not, various factors have
to be considered. These include: the pharmacological action of
the ingredients, the dosage form, the claims made on the label,
product insert or advertising, etc.

4. The Pharmacy and Poisons Ordinance also provides
that the following pharmaceutical products are exempted from
registration control:

(a) products which are made up of traditional Chinese
medicines and does not contain any western drugs;

(b) products manufactured in Hong Kong for export only;
(c) products imported for re-export only;

(d) products imported by a manufacturer for reprocessing
into other pharmaceutical products; and

(e) products imported only for the use of a particular
patient, under the direction of a practitioner.

5. The person responsible for obtaining registration of a
pharmaceutical product is the manufacturer. In the case of an
imported product, the importer or the Hong Kong subsidiary of the
overseas manufacturer will be responsible.

6. The authority responsible for the registration of
pharmaceutical products is the Pharmacy & Poisons Board. The
Board has, established an executive committee for the purpose.
The Chairman of the committee is the Chief Pharmacist of the



Department of Health. The membership of the committee
comprises a professor of clinical pharmacology, the Government
Chemist, a registered medical practitioner, a registered pharmacist
and a veterinary surgeon.

7. Applications for registration are assessed mainly
according to the following criteria:

(1) the safety of the product;

(2) the efficacy of the product for the purpose for which it
1s used; and

(3) the quality of the product.

The saftey and efficacy of a product are assessed with reference to
the pre-clinical, clinical and adverse effect monitoring studies
concerning the product. With regard to the quality of the
product, the committee will require the manufacturer to provide
information on the manufacture and quality control methods and
standards related to the product. Samples of the product are also
sent to the Government Laboratory for quality analysis.

8. The safety of registered products is reviewed,
particularly following the receipt of information on adverse drug
reactions. After the review, the Pharmacecutical Service makes a
report with a recommendation to the Committee for decision.
Unsafe products may be de-registered if the Committee considers
it to be in the public interest to do so. The Committee may also
require certain products to carry specific cautionary labelling, or
recommend to the Pharmacy and Poisons Board to classify the
products as prescription-only medicines. Any person who is
aggrieved by the decision of the Committee to refuse his
application for registration, or to de-register his product, may
appeal to the Pharmacy and Poisons Appeal Tribunal.

9. Changes of formula, packaging, etc., of registered
pharmaceutical products cannot be made without the prior
approval of the registration authority. In assessing such changes,
consideration is particularly given to the possible effect such
changes may have on the safety, efficacy or quality aspects of the
changed product. Again, any person who is aggrieved by a
decision to refuse his application for a change may appeal to the
Pharmacy and Poisons Appeal Tribunal.

Department of Health
December 2003
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