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19 May 2005

Clerk to Bills Committee
Legislative Council
Legislative Council Building
8 Jackson Road, Central
Hong Kong

(Attn: Ms Mary SO)

Dear Ms So,

At the Bills Committee meeting on 24 February 2005, the
Administration was asked to inform the Bills Committee of its thinking on the
proposed amendments to the Bill, having regard to views expressed so far and further
feedback to be received from the relevant stakeholder groups from the trade. The
Administration’s current thinking is summarized at Appendix.

At the same meeting, the Administration was also asked on whether it
was within the scope of the Bill to include the regulation of body immune system, the

promotion of detoxification and the promotion of slimming/fat reduction in the Bill.
We would like to confirm that it is within the scope.

Yours sincerely,

(Jeff LEUNG)
for Secretary for Health, Welfare and Food
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Appendix

A. On ‘allowable claims’ and “disclaimer’

We received the submissions from the Hong Kong Association of
Pharmaceutical Industry (HKAPI) on 26 April (Annex A) and <<Tfﬁ§%%%f, ESEp;
E 4 F#F—JEE?%%EFJ on 13 May (Annex B) through the Hon. Vincent Fang and the Hon.
Wong Ting-kwong.

2. The HKAPI suggested that in relation to the allowable claims in
respect of items 4, 5 and 6 (blood sugar, blood pressure and blood lipids) in the
proposed Schedule 4, the following claim should be allowed —

P i S SRR G 08 3 T AR f P
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We consider that ‘treatment’ (J¢;’#) can only apply to a disease or illness (but not
‘blood sugar’, or ‘blood pressure’), and a doctor’s instructions would not have been
evaluated and supported by evidence. We therefore have difficulty in accepting the
proposal put forward by API.

3. Nonetheless, we can appreciate the industry’s desire to acknowledge, in the
allowable claim, the following three elements — registration, evaluation and doctor’s
instructions. In this connection, we propose to extend the type of allowable claims to
items 4, 5 and 6 in the proposed Schedule 4 to cover-

“This product is intended for people concerned about [blood
pressure...etc]”

WEERLE [ . .. ... F] BN LBHE

"This product is for the consumption of people concerned about
[blood pressure...etc].”

“ULEEAA PR [ . ... F] BN

Apart from these two additional allowable claims, we have also considered whether
the law should provide the option for all registered drug to state their registered status
outright. We have considered something along the lines of the following -

“This is a registered drug. It has been “‘evaluated’ by
However, there are legal difficulties in doing so. According to the legal advice, Hong
Kong is not a place where everything is forbidden except what is expressly permitted.

It is a place where everything is permitted except what is expressedly forbidden. If as
a matter of fact the drug is a registered drug and has been evaluated, the
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pharmaceutical companies concerned are not prohibited from making such a claim in
the advertisement. It is therefore unnecessary to provide in the Bill a right that the
industry is already enjoying. To do so may give rise to a suggestion that Government
is changing the fundamental principle of common law legal system to require
everything to be forbidden except what is expressly permitted.

4. Taking into account the concerns of the API and the above legal advice, we
suggest that the Secretary of Health Welfare and Food reaffirm in the speech to be
given at the resumption of second reading debate that there is nothing in the UMAO
that prohibits the industry in stating in the advertisement in respect of a specific drug
its registration status and the fact that it has been evaluated. The Department of Health
will also reiterate this in the guidelines that they would issue in future. A registered
drug would of course need to comply with the registration conditions, if any, imposed
by the Pharmacy and Poisons Board.

5. For products which are not registered drugs (including health food), again on
top of the two allowable claims at present, we would provide the two additional
allowable claims mentioned above. However, the allowable claims would need to be
used together with the mandatory disclaimer. We propose something along the lines of
"This is not a registered drug. Any claim made for it has not been subject to
evaluation. It is not intended to diagnose, prevent or treat any disease.” The exact
wording would need to be refined.

B. On the definition of ‘orally consumed product’

6. In our previous replies, we undertook to review the definition of this term to
provide it with more clarity. We consider that revisions similar to those as shown
below (as underlined) may be made, subject to legal clearance:-

“ (i) any medicine, or

(if) a product for human consumption which is intended to be
taken orally, and is in the form of pills, tablets, capsules, powders,
granules, liquids, or forms similar to any of the forms mentioned
herein; but does not include a product which is customarily
consumed only as food or drink (that is to say, to provide energy,
nourishment or hydration) or to satisfy a desire for taste, texture
or flavour.”

C. On the exemption power of D of Health under section 3, and its relation with
section 3B

7. Regarding Clause 5 of the Bill, there has been a concern by the Assistant
Legal Adviser of LegCo that a product which has been approved by the relevant
authority under section 3(2) of the Ordinance to make certain claim (e.g. treatment of
diabetes) may not be allowed to make a claim prohibited under Schedule 4 (e.g.
suitable for diabetic patients) because the Director has no authority to approve such
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claim under the proposed section 3B and Schedule 4.

8. Our intention is for the exemption power as provided for under section 3(2)
to remain intact. A committee-stage amendment will therefore be proposed.

D. Other improvements to the enforcement of UMAO

9. In view of the concerns of the Bills Committee about the clarity of messages
contained in the warning letter the Department of Health has been issuing in the past
to parties which might have contravened UMAO, we have made some improvements
to the letter, in which we have provided more information to those being warned
against on the offence they have potentially made. The remit of the UMAO is also
set out in the new letter. We have also provided in the letter a contact telephone
number of DH for enquiry purpose;

10. In response to public expectation of better enforcement of the law,
preparation of a guideline which set out the criteria DH will look at when screening
problematic advertisements is underway. It is expected to be completed by this
summer.

Health, Welfare and Food Bureau
May 2005
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