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To : All Members of the Legidative Council

Council meeting of 20 January 2010

Proposed resolution under
the Phar macy and Poisons Ordinance

| forward for Members consideration a proposed resolution which
the Secretary for Food and Health will move at the Council meeting of
20 January 2010 under the Pharmacy and Poisons Ordinance relating to:

(8 the Pharmacy and Poisons (Amendment) (No. 5) Regulation
2009; and

(b) the Poisons List (Amendment) (No. 5) Regulation 2009.

The President has directed that “it be printed in the terms in which it was
handed in” on the Agenda of the Council.

2. The speech, in both English and Chinese versions, which the

Secretary will deliver when moving the proposed resolution and the
supplementary information provided by the Secretary are also attached.

(MrsJdustinaLAM )
for Clerk to the Legislative Council

Encl.



PHARMACY AND POISONS ORDINANCE

RESOLUTION

(Under section 29 of the Pharmacy and Poisons Ordinance (Cap. 138))

RESOLVED that the following Regulations, made by the Pharmacy and
Poisons Board on 28 December 2009, be approved —
@ the Pharmacy and Poisons (Amendment) (No. 5)
Regulation 2009; and
(b) the Poisons List (Amendment) (No. 5) Regulation 2009.



PHARMACY AND POISONS (AMENDMENT) (NO. 5)
REGULATION 2009

(Made by the Pharmacy and Poisons Board under section 29 of the
Pharmacy and Poisons Ordinance (Cap. 138) subject to the
approval of the Legidative Council)

1. First Scheduleamended
The First Schedule to the Pharmacy and Poisons Regulations (Cap. 138 sub.
leg. A) isamended, in Division A —

€)] by adding “Lenalidomide; its salts’;

(b) by adding “Melatonin; its sats, when contained in
pharmaceutical products intended to be used for the
treatment of insomnia’;

(©) by adding “Tocilizumab”;

(d) by adding “Ustekinumab”.

2. Third Schedule amended
The Third Schedule is amended, in Division A —

@ by adding “Lenalidomide; its salts’;

(b) by adding “Melatonin; its sats, when contained in
pharmaceutical products intended to be used for the
treatment of insomnia’;

(c) by adding “Tocilizumab”;

(d) by adding “Ustekinumab”.

Chairman,
Pharmacy and Poisons Board

28 December 2009



Explanatory Note

This Regulation adds 4 substances to the Divisions A of the First and Third
Schedules to the Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A)
(“principal Regulations’) respectively so that the sale, supply, labelling and
storage of those substances are subject to the restrictions imposed under the

Pharmacy and Poisons Ordinance (Cap. 138) and the principal Regulations.



POISONSLIST (AMENDMENT) (NO. 5)
REGULATION 2009

(Made by the Pharmacy and Poisons Board under section 29 of the
Pharmacy and Poisons Ordinance (Cap. 138) subject to the
approval of the Legidative Council)

1. ThePoisonsList
The Schedule to the Poisons List Regulations (Cap. 138 sub. leg. B) is
amended, in Part |, in Division A —

€)] by adding “Lenalidomide; its salts’;

(b) by adding “Melatonin; its sats, when contained in
pharmaceutical products intended to be used for the
treatment of insomnia’;

(c) by adding “Tocilizumab”;

(d) by adding “Ustekinumab”.

Chairman,
Pharmacy and Poisons Board

28 December 2009

Explanatory Note

This Regulation adds 4 substances to Division A of Part | of the Poisons
List set out in the Schedule to the Poisons List Regulations (Cap. 138 sub. leg. B)
so that, among other applicable requirements, poisons containing those

substances can only be sold on registered premises of an authorized seller of



poisons by a registered pharmacist or in the pharmacist’s presence and under the

pharmacist’s supervision.



SPEECH BY
THE SECRETARY FOR FOOD AND HEALTH
AT THE LEGISLATIVE COUNCIL
ON 20 JANUARY 2010

Pharmacy and Poisons Ordinance (Cap. 138)

Phar macy and Poisons (Amendment) (No. 5) Regulation 2009
Poisons List (Amendment) (No. 5) Regulation 2009

Mr President,

| move that the motion under my name, as printed on the
Agenda, be passed.

2. Currently, we regulate the sae and supply of
pharmaceutical products through aregistration and monitoring system
set up in accordance with the Pharmacy and Poisons Ordinance. The
Ordinance maintains a Poisons List under the Poisons List
Regulations and several Schedules under the Pharmacy and Poisons
Regulations. Pharmaceutical products put under different parts of the
Poisons List and different Schedules are subject to different levels of
control in regard to the conditions of sale and keeping of records.

3. For the protection of public health, some pharmaceutical
products can only be sold in pharmacies under the supervision of
registered pharmacists and in their presence. For certan
pharmaceutical products, proper records of the particulars of the sale
must be kept, including the date of sale, the name and address of the
purchaser, the name and quantity of the medicine and the purpose for
which it isrequired. The sale of some pharmaceutical products must
be authorized by prescription from a registered medical practitioner,
dentist or veterinary surgeon.

4, Arising from an application for registration of four
pharmaceutical products, the Pharmacy and Poisons Board proposes
to add the following four substances to Part | of the Poisons List and



the First and Third Schedules to the Pharmacy and Poisons
Regulations:

(@) Lenalidomide; its salts

(b) Melatonin; its salts; when contained in pharmaceutical
products intended to be used for the treatment of insomnia

(c) Tocilizumab
(d) Ustekinumab.

5. Pharmaceutical products containing the above substances
must then be sold in pharmacies under the supervision of registered
pharmacists and in their presence, with the support of prescriptions.

6. We propose that these amendment regulations take
immediate effect upon gazettal on 22 January 2010 to allow early
control and sale of the relevant medicine.

7. The two Amendment Regulations are made by the
Pharmacy and Poisons Board, which is a statutory authority
established under the Ordinance to regulate pharmaceutical products.
The Board comprises members engaged in the pharmacy, medical
and academic professions. The Board considers the proposed
amendments necessary in view of the potency, toxicity and potential
side effects of the medicine concerned.

8. With these remarks, Mr President, | move the motion.
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Poisons List (Amendment) (No.5) Regulation 2009

Phar macy and Poisons (Amendment) (No.5) Regulation 2009

Supplementary Information to the L egislative Council
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Drug Name Proposed Reason
1 Classification i
BB

Lenaidomide; |Partl, First and Thisdrug is an anticancer medicine. It is used in combination with
its salts Third Schedules dexamethasone (an anti-inflammatory medicine) to treat adult

poi son patients with multiple myeloma whose disease has been treated at
(B0, £ | 37— ]{Mﬁ% % | least oncein the past. Multiple myelomais a cancer of the plasma
B [t = 2 3k cellsin the bone marrow.

The most common side effects are neutropenia (low neutrophil
counts), fatigue (tiredness), asthenia (weakness), constipation,
muscle cramp, thrombocytopenia (low platelet counts), anaemia (low
red blood cell counts), diarrhoea and rash.

Thisdrug is expected to be harmful to the unborn child. Therefore, it
must not be used in women who are pregnant. It must also not be
used in women who could become pregnant, unless they take all of
the necessary steps to ensure that they are not pregnant before
treatment and that they do not become pregnant during or soon after
treatment. A doctor’s decision isrequired as to whether or not this
medicine should be used, medical monitoring is also required during
administration.
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Drug Name Proposed Reason
E Classification il
e LUl
Melatonin; its Part |, First Thisdrug is used for the short-term treatment of insomniain
salts; when and Third patients aged 55 years or over.
contained in Schedules
pharmaceutical poison This drug should only be used by patients upon a correct medical
products intended Y- ‘f (i} he— diagnosis of insomnia.
tobeused forthe | oz = & 3k
treatment of (Note: Mélatonin is a hormone produced in the pineal gland. Due
Insomnia. to its possible role in influencing circadian rhythm, it is also
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present, in some health food for alleviation of symptoms such as
jet lag and sleep disturbances)
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Drug Name Proposed Reason
7 Classification RUA
s AT

Tocilizumab Part |, Firstand | Thisdrugisused to treat adults with moderate to severe active
Third Schedules | rheumatoid arthritis (an immune system disease causing

(F 2k HiT) poison inflammation of thejoints). Itisused in combination with
37— Sﬁﬁ [fifhe— methotrexate (another medicine used in rheumatoid arthritis) in
W= & 8k patients who have not responded adequately to or who could not

tolerate other treatments, including conventional medicines for
rheumatoid arthritis (such as methotrexate) or tumour necrosis factor
(TNF) blockers. Thisdrug can also be used on its own in patients
who cannot take methotrexate.

Most common side effects: upper respiratory tract infections (colds).
It must not be used in patients who have an active, severe infection.
Doctors should monitor patients carefully for signs of infection
during treatment, and should prescribe this drug with caution in
patients who have had recurring or long-term infections, or diseases
that could increase the risk of infections, such as diverticulitis (a
disease affecting the gut) or diabetes.

Its use should be decided by a doctor based on the patient’s
condition.
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Drug Name Proposed Reason
7 lelssification Sl
e Ll
Ustekinumab | Part |, Firstand | Itisused to treat adults with moderate to severe plagque psoriasis (a
Third Schedules | disease causing red, scaly patches on the skin) who are suitable for
E e ) poi son phototherapy or systemic (whole-body) therapy.
L
K= 28k Side effects include upper respiratory tract infection (colds) and

nasopharyngitis (inflammation of the nose and throat). It must not
be used in patients who have an active infection that the doctor

considersimportant. The doctor may interrupt treatment in patients
who develop a serious infection.

This drug should only be used upon medical judgment.
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