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Registration of proprietary Chinese medicines

Purpose

This paper gives an account of the past discussions by Members and the
Panel on Health Services ("the Panel") on the registration of proprietary Chinese
medicines ("pCm").

Background

2. The Chinese Medicine Ordinance (Cap. 549) (“the Ordinance") was
enacted by the Legidative Council in July 1999 to provide a statutory
framework for the regulation of the practice, use, trading and manufacture of
Chinese medicines in Hong Kong. The Chinese Medicine Council of Hong
Kong ("CMC") was established in September 1999 under the Ordinance to,
amongst others, develop and implement these regulatory measures.

3. The Ordinance stipulates, anongst others, that all pCm must be registered
by the Chinese Medicines Board ("CMB") under CMC before they can be
imported, manufactured or sold in Hong Kong. To beregistered, al pCm must
meet the registration requirements prescribed by CMB regarding their safety,
quality and efficacy.

4, The Chinese Medicines Regulation (Cap. 549F), enacted in December
2002, sets out, amongst others, the registration system for pCm. By the Chinese
Medicines Regulation (Commencement) (No. 2) Notice 2003, the then Secretary
for Health, Food and Welfare appointed 19 December 2003 as the day on which
the requirements for registration and the certificate of sale of pCm should come
into operation.

5. To minimize disruption to the Chinese medicine trade, the Ordinance
provides a transitional registration system for pCm manufactured or sold in Hong
Kong on 1 March 1999. Manufacturers, importers or local
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agentsrepresentatives of manufacturers outside Hong Kong may apply for
transitional registration of such pCm within the specified period of 19 December
2003 to 30 June 2004. Subject to CMB's vetting and approval, a "Notice of
confirmation of transitional registration of pCm" will be issued for applications
meeting the digibility criteria for transtional registration. Such pCm shall then
be deemed to have registered in accordance with the Ordinance. The transitional
registration will remain valid until the pCm concerned is formally registered, or
until the application for its registration is refused, or until such date to be
promulgated by the Secretary for Food and Health ("SFH") in the Gazette,
whichever date isthe earliest.

6. CMB has also issued the "Notice of confirmation of (non-transitional)
registration application of pCm" to pCm which has submitted the application for
registration and basic information for safeguarding public health on or before
31 March 2010. Such pCm would be alowed to continue to be sold in Hong
Kong until it is formally registered, or until the application for its registration is
refused.

7. By the Commencement Notices made under the Ordinance and the
Chinese Medicines Regulation gazetted on 8 October 2010, SFH appointed
3 December 2010 as the commencement date of the mandatory registration of
pCm for the sale, import or possession of unregistered pCm in Hong Kong to
become an offence, liable on conviction to a maximum fine of $100,000 and
two years imprisonment.

Past discussions

Commencement of the registration of pCm in December 2003

8. A subcommittee was formed by the House Committee on 31 October
2003 to study the Chinese Medicines Regulation (Commencement) (No. 2)
Notice 2003 and two other Commencement Notices made under the Ordinance
and the Chinese Medicine (Fees) Regulation gazetted on 24 October 2003 ("the
Subcommittee"). During the scrutiny by the Subcommittee, concern was
raised about the transparency and objectivity of the assessment criteria and
assessment procedure for the registration of pCm.

9. The Administration advised that objective assessment criteria and
procedures for registration of pCm would be detailed in the guidelines to be
issued to the trade. The applicant had to produce proof to the satisfaction of
CMB that the pCm under application for registration met the requirements on
safety, quality and efficacy. In assessing an application, CMB would consider
the professional opinion of an independent expert group on Chinese medicines.
If an application was rejected, the applicant would be informed in writing of the
reason for rglection. To further enhance the transparency of the assessment
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criteria, the Administration undertook to make available the curriculum vitae of
members of CMC and its Boards/committees, as well as the application criteria
and technical guidelines for the Chinese medicine trade, on the website of
CMC. The Administration also undertook to maintain close liaison with the
trade to ensure that their views were fully reflected to CMC and its
Boards/committees.

10. Some members indicated support for the commencement of the
registration of pCm on 19 December 2003, whilst others considered that, in
view of the problems in the licensing of Chinese medicine practitioners, all
three Commencement Notices should be repealed. The motion to repeal the
three Commencement Notices was negatived at the Council meeting of
17 December 2003. CMB has started to accept applications for registration of
pCm since 19 December 2003.

Commencement of the mandatory registration of pCm in December 2010

11.  On 12 July 2010, the Administration consulted the Panel on its plan to
commence the provisions in the Ordinance and the Regulation related to the
mandatory registration of pCm and the requirements of label and package
inserts in December 2010 and December 2011 respectively. Members were
advised that pCm which had been issued with the "Notice of confirmation of
transitional registration of pCm" or "Notice of confirmation of (non-transitional)
registration application of pCm" would be alowed to continue to be sold in
Hong Kong after the mandatory registration of pCm came into force in
December 2010, until the pCm was formally registered, or until the application
for its registration was refused, or until such date to be promulgated by SFH in
the Gazette (applicable to "Notices of confirmation of transitional registration of
pCm" only), whichever date was the earliest.

12.  Noting the concerns raised by some Chinese medicines traders that the
consultation period on the commencement of the relevant legidative provisions
related to mandatory registration of pCm lasted less than one month from
26 May to 23 June 2010 and did not alow sufficient time for them to comply
with the new requirements, some members urged the Administration to extend
the consultation period.

13. The Administration did not see the need for extending the consultation
period. It pointed out that both CMB and the Department of Health ("DH")
had made considerable efforts and carried out a number of consultation
activities to prepare the trade for the full implementation of the mandatory
registration of pCm. The statutory requirements of pCm registration were also
published in the "Chinese Medicine Traders Newsdletter" which was distributed
to all licensed Chinese medicine traders and trader associations. In addition, a
letter was issued by DH on 6 May 2010 to all applicants for pCm registration to
inform them of the Administration's plan for the commencement of the
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provisions in the Ordinance and the Regulation related to the mandatory
registration of pCm, and the requirements of label and package inserts. Seven
briefing sessions had also been held for the magor trade associations from late
May to early July 2010 to collect the feedback of the trade/stakeholders on the
commencement of the legidative provisions. Having regard to the views of
the trade, the consultation with the trade and stakeholders on the
commencement of the legidative provisions through the electronic platform was
extended by two weeksto end on 6 July 2010.

14.  Members noted the concerns raised by some Chinese medicines traders
that given the past practice that some sales pack of pCm might not contain full
and complete information of the master formula to avoid being replicated, they
had difficulties in providing documentary proofs showing that the pCm under
application was, on 1 March 1999, manufactured, sold or supplied for sale in
Hong Kong to support their applications for transitional registration. As such,
they had to opt to apply for non-transitional registration. Concern was raised
as to whether these traders had sufficient time to furnish the required
information to prove the efficacy of their pCm in order to have them registered
before December 2010. The Administration advised that there should be no
guestion of having insufficient time to prepare for the documents, as applicants
could submit by phases the necessary test reports for non-transitional registration.

15. Members were also advised on the assessment of CMB in respect of the
efficacy of a pCm under application for registration. The Administration
advised that for pCm classified under the "Established medicines' category and
was formulated according to an ancient prescription; a modified ancient
prescription or pharmacopoeia prescription; or any other prescriptions
originated from the National Drug Standards of the People's Republic of China,
the applicant had to submit copies of relevant materials from Chinese medicines
bibliography, Pharmacopoeia or any other National Drug Standards of the
People's Republic of China.

16. On the other hand, for "Health-preserving medicines’ under the
"Non-established medicines category”, the clamed functions had to be
supported by research studies, or the functions of which had been described in
the health care literature compiled by Chinese medicines professionals. For
"Single Chinese medicine granules’ under the "Non-established medicines
category", copies of relevant materials from Chinese medicines bibliography or
Pharmacopoeia should be submitted.

17. The Administration further advised that based on the information
submitted by the applicants, the specialists of the Chinese Medicine Division of
DH would assess and recommend to CMB on whether the selected prescription
had clearly defined indications or functions, reasonable formulation, correct
composition and appropriate dosages for the purpose for which the medicine
was proposed to be administered. As regards pCm classified under the "New
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medicines category", the submission of reports on pharmacodynamic studies,
pharmacological studies and clinical trials were necessary as their compositions,
routes of administration, indications or dose forms were different from
traditional use and scientific evidence was essential to ensure their efficacy.

18. Noting that about 4610 out of the some 14 100 applications for
transitional registration of pCm (i.e. 33%) were rejected, question was raised on
the reasons for refusing the applications.

19. The Administration advised that applicants for transitional registration of
pCm were required to submit within one year from the deadline of application,
I.e. by June 2005, the three acceptable basic test reports. About 3 000
applications for transitional registration were rejected by CMB for failing to
furnish the test reports even though the applicants had been reminded several
times of the need to submit the relevant information for CMB's assessment.
The remaining applications were rejected mainly due to the reason of not
fulfilling the definition of a pCm. The Administration further advised that
about 920 of the some 4 610 rejected cases had applied for review and about
360 applications for review were being further processed as the required
information had been furnished.

L atest development

20. According to the lists of pCm posted on the CMB's website, 9 205, 1 370
and 11 applications have been issued with the "Notice of confirmation of
transitional registration of pCm", "Notice of confirmation of (non-transitional)
registration application of pCm" and "Certificate of Registration of a pCm"
respectively as at 10 January 2011.

Relevant papers

21. Members are invited to access the Legidative Council website
(http://www.legco.gov.hk) for details of the report of the Subcommittee and the
relevant paper and minutes of the meeting of the Panel.
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