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20 Decemibier 2013

Dr KO Wing-manm, BES, JP Dy Ion LEUNG Ka-lau,

Secratary for Food and Health Chulremon, & the niembers of

Fux: 25413352 Panal on Health Services,

Erail; anguity®fb guvhik Legislatiya Counell
Fux: 3020 0205 / Fraaih loungil@leungklorg
{pr Leltag’s gffice) -

Fax: 2537 1851 / Emuli: pid@leyrogov.hik
{Laghstative Council Secretary)

Petition Lottet ﬂ@gLLegismhLEJﬁ‘gnﬁal_stleﬂmmﬂ@
reguiation of pharmaceutical products i Hopg Kong

Pharmaists i Hong Kong sbould have the right as any other individual ta have a thir
and ressonable enviroament to wark in.

According to tho current law Chapler 1184 Phamaey and Poisony Rogulations,
Reguistion 19 - Btorage of poisons:

R19(2) No person shall stare aay substance tucluded in the First Schizdile In any
ratail Shop or premises used i conneilion thergwlth wuless the s thstanca It stored-
(a) tn a recopiucle reserved solely for the storage of polsens, ywhicl raceptacle shall
e lacked with aye adequate lock the key for which shall be rétalned by the

registered plarmiacisiy afd . .
(6) mapartofthe premises to whiclh customers ¢re uol permitied io hiv'e' access and” -
which i partitioned off or vtherwise separated,  fromt the remaitider of Hie premises.

10 the Jaw is changed to require that the phaceclst shoutd bave the ONLY key to the
tocked revopincles of the pharmucy, (hen it is not ressonable to expect for the
enployce phuanaoist to ensurg that the key giveis 10 hinher by the owner of the
phanvacy (s the one ond only key withaut eny duplicate key kept by 1hc owitcr or suy
other persons. .- . .

Thurefore, we abject to lhe Recommendation no.31 o the Logislative proposals to
enhance the regulation of pharmaceuticul products: “Al Pari [ Poisons be stored In
locked receptacle in th premises of an ASP and that only tha pharmacist should hold
the key to the fucked receptucle.” '

Tlnk you for your kind attention,

Yours truly,

Nawe:’
Sign:

Contact: -
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Annex 3

LC Paper No. CB(2)1649/13-14(02)

23" May 2014

Prof The Hon Lee Kok Long, Joseph
Chairman, Bills Committee

Pharmacy & Poisons (Amendment) Bill 2014
Legislative Council Complex '

1 Legislative Council Road

Central

Hong Kong

Dear Prof Hon Joseph Lee & Members of the Bills Committee,
Re: Pharmacy and Poisons (Amendment} Bill 2014

Asia Regulatory Professional Association (ARPA) is an organization of Healthcare
Regulatory Affairs professionals in Asia.

ARPA supports the amendment of the Pharmacy and Poisons (Amendment) Bill 2014
(“the Bill”) and has submitted a document to express our views on 12% May 2014.

After the deputation meeting on 20t May 2014, ARPA would like to provide the
following information to further support the Bill.

1. Extend the validity of clinical trial certificate from 2 years to 5 years

At the May 20™ deputation meeting, a pharmacist association has expressed
concerns on extending the validity of clinical trial certificate as this may pose
increased risk of patient safety, This comment is quite misleading. There are
international guidelines, for example, Good Clinical Practices (GCP) which provide
clear guidance to clinical trial sponsors, investigators and trial subjects regarding
their obligations and responsibilities. These guidelines set a very clear
governance framework to ensure patients’ rights and safety are being carefully
looked after whenever they participate in such important and meaningful
scientific research activities. '

Besides, in Hong Kong, all certificate holders of clinical trial are required to report
any serious and unexpected adverse drug reactions to the Drug Office as well as
to submit their study progress report on a yearly basis. If there are any new
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safety signals identified from the investigational products, drug companies have
to inform and to provide an update of such safety signals to their investigators,
ethics committee and the health authority. As such, extending the duration of a
clinical trial certificate should not have any direct impact on patient safety. In
fact, most developed countries do not impose a valid “shelf-life” on their clinical
btrial certificates. Once a clinical trial study is granted, its certificate will be valid
until the study is completed.

. Written Orders

Plenty pharmaceufical literatures have documented that a [ot of drug errors were
resulted due to the problem that some medicines and vaccines have very similar
trade names or generic names as well as they may have very similar presentation

format.

Untoward incident happened from time to time when wrong medicines were
delivered to clinic and subsequently be dispensed to patients because clinic staff
has spoken the wrong name and the receiving staff of wholesaler wrongly
Interpreted the drug name subsequently. On the contrary, written orders are
more reliable and more precise. These also allow a permanent record of
communications between the two parties. Any profession who puts patient
safety first should support the introduction of such good practice in the territory
as It can bring additional measures and checking to reduce unnecessary drug
errors.

Written orders can also reduce unnecessary drug wastage. In Hong Kong, each
day, there are orders that are being wrongly placed to the wholesalers because of
poor verbal communications. Medicines and vaccines have very specific storage
conditions. Once the medications or vaccines have left the warehouse, they
cannot be re-entered into the distribution chain nor be re-used again due to good
distribution practice. Wrong orders will be written off and disposed. It is
therefore important to capture the name of the medicine or vaccine, its strength
and quantity correctly before the delivery. Written orders can allow
pharmaceutical wholesaler staff to get ordering information clearly and directly.
As a result, the proposal to introduce written orders in the code of practice is a
good intention to protect public health and a clear improvement on ordering or
distribution practices. It is difficult to understand why professional bodies or
individuals do not support the prop9§al.



3. Code of Practice

ARPA supports any changes in the existing ordinance or regulations that can bring
benefits to public and/or improve pharmaceutical products’ safety and quality.
Introducing Code of Conduct or Code of Practice to manufacturer, wholesaler,
cetailer and distributor can certainly drive operational excellence and best
practices among these key stakeholders in the pharmaceutical industry.

Thank you for your attention.

sincerely,

On Behalf of Asia Regulatory Professional Association
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May 26, 2014

Professor the Hon. Lee Kok Long, Joseph
Chairman, Bills Committee

Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central

Hong Kong

Re: Support of Pharmacy and Poisons Amendment Bill 2014

Dear Professor the Honorable Lee,

On behalf of the Chinese University of Hong Kong School of Pharmacy, 1 wish to express our
support of the Pharmacy and Poisons Amendment Bill 2014 to implement some of the
recommendations of the Review Committee to enhance the regulation of pharmaceutical products, as
articulated in the 2010 report. We also noted that the Government has taken this opportunity to update
some other provisions of the Pharmacy and Poisons Ordinance to bring these provisions in line with
the prevailing regulatory framework in Hong Kong which we also support. This is an important step
forward in ensuring access of the citizens of Hong Kong to quality and safe medicine that meets
international standards. Timely approval of this Amendment is imperative given the proliferation of
sources as well as distribution channels of pharmaceutical products today.

We must take a holistic view in the subject of the Amendment, which represents the best thinking and
collective wisdom of leaders in the various sectors concerning pharmaceutical products and
representatives in the profession and the pharmaceutical trade for the past three years. This is not the
time to introduce other issues that may also be important, such as the need for a Pharmacy Council
which should be carefully considered and deliberated in separate occasion. For now, it is important to
focus on the substance of the Amendment and act in the best interest of the users of pharmaceutical
products in Hong Kong.

To reiterate, the Chinese University of Hong Kong School of Pharmacy supports the Pharmacy and
Poisons Amendment Bill 2014 with enthusiasm. Legislative approval of this Amendment will be a
major milestone in modernizing the regulatory framework of pharmaceutical products in Hong Kong.

Thank you for your consideration. Please do not hesitate to contact me if additional information or
clarification is needed.

Sincerely,

Vincent H.L. Lee, PhD, D.Sc.
Professor and Director

School of Pharmacy

Faculty of Medicine

The Chinese University of Hong Kong

EEPTKRKEEZER
Faculty of Medicine

The Chinese University of Hong Kong Transforming our Passion into Perfection

HONG KONG 4
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Hong Kong Pharmaceutical Manufacturers Association

1/F., GMP Centre, 12 Dai Fu St., Tai Po Industrial Estate, Tai Po, New Territories, Hong Kong
BRI TN TN REH 28 GMP i —1&

Tel:- (852) 2407 3271 Fax: (852) 2407 5707

27 May 2014

Prof. the Hon. Lee Kok Long, Joseph
Chairman, Bills Committee
Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex
1 Legislative Council Road
Central
Hong Kong
Via Email
Dear Prof Lee,

Ref:- Pharmacy and Poisons (Amendment) Bill 2014

On behalf of the Hong Kong Pharmaceutical Manufacturer Association (HKPMA), a body
corporate representing a vast majority of the local Pharmaceutical Manufacturers, we write
to express our support towards the legislative amendment on the Pharmacy and Poisons
Ordinance and related Regulations as proposed by the Hong Kong Special Administrative
Region Government (HKSAR). These amendments aim to enhance the existing regulation
of pharmaceutical products in Hong Kong, and to ensure the quality and safety of
pharmaceutical products in Hong Kong with the ultimate goal of safeguarding the
integrity of public health. In addition, there is a need to amend the existing Pharmacy
and Poisons Ordinances and Regulations, some of which are not updated and do not fully

align with the changed dynamics in the pharmaceutical administration system.

Since the emergence of drug incidents dated back to March 2009, the local pharmaceutical
industry has been committed in vigorously upholding the standard of pharmaceutical
manufacturing in Hong Kong with an underlying goal of achieving the highly acclaimed
PIC/S standard in collaboration with the Department of Health of HKSAR. As one of the
key stake-holders in the delivery of healthcare service in Hong Kong, all HKPMA
manufacturer members are committed to providing the quality and safe standard of
pharmaceutical products and we have no reservation to support the amendment bills in

particular of the following :-

1. GMP Upgrade:- the current Hong Kong GMP practice will be upgraded to
widely-acclaimed international standard, ie PIC/S. Our manufacturing industry has

Page 1 of 3
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taken initiatives to pursue the PIC/S roadmap and is working hard to achieve this goal.
Clause 52 (PPR, Reg. 30A-F):- imposing a register of AP and revising the
qualification required for registration as AP are to align with GMP upgrade to
international standard ie. PIC/S. For example, the legal basis for the Qualified
Person (similar status as AP) is defined in the DIRECTIVE 2001/83/EC. We suggest

that a set of qualification requirements, including but not limited to registered

pharmacists, of Authorized Persons (APs) and the course structure that would render
qualified status to those personnel to be AP should be defined.

Clause 50(3) (PPR, Reg. 29(2)):- Manufacturing of pharmaceutical products must be
carried out by licensed manufacturer. Manufacturing of pharmaceutical products other
than extemporaneous preparations should be conducted by licensed manufacturer that
complies with GMP for quality assurance to safeguard public health.

Clause 6 (PPO, Section 4B):- To empower the Board to promulgate corresponding
Code of Practices (COPs) in order to provide practical guidance and enhance
monitoring for the conduct of the activities of registered pharmacists, different
licensed traders and traders subject to registration requirement (including
manufacturers, wholesalers and retailers). This aims to ensure that all sectors and
professionals from different pharmaceutical sectors operate in a responsible, ethical
and professional manner for public health benefits.

Clause 21(PPO, Section 27):- To replace the text “Poison #i#%” by “Prescription
Drug J&/5%2¥)” or “Drug under Supervised Sales EZEMEEZEY” depending on the
sale restriction so as to avoid confusion that the pharmaceutical products might be
harmful and unsuitable for use or consumption. This aims to align with international
practices and to provide better understanding on the different levels of control of
sales/supply of pharmaceutical products.

Control of pharmaceutical products:- the proposal to extend the validity of clinical trial
certificate for new pharmaceutical products from two years to not more than five years
will allow sufficient time to complete and to minimize interruptions to trials especially

for those which provide life-saving treatment to patients.

Whilst supporting the amendment bill, we also have the following suggestion:-

1.

Clause 30 (PPO, Section 34A):- regarding to Recovery of conviction-related expenses,
we suggest to maintain the fixed “fine” with a higher penalty if required as it is not
appropriate to empower the Court to order recovery from the defendant of all expenses
incidental to the taking, examination and analyses of any sample of pharmaceutical

products incurred by the Administration in respect of which the conviction is based
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1/F., GMP Centre, 12 Dai Fu St., Tai Po Industrial Estate, Tai Po, New Territories, Hong Kong
T ROOE TER RS H 25 GMP o —1E

Tel:- (852) 2407 3271 Fax: (852) 2407 5707

and that the convicted trade will bear the “civil debt” which is something not required

of in other criminal evictions in the HKSAR.

The pharmaceutical industry in Hong Kong has been committed to serving the public of
Hong Kong and as such, the industry should be encouraged to operate in a professional,
ethical and well-regulated manner to ensure the appropriate use of medicines and to
support the provision of high quality healthcare. This commitment should apply to ALL
sectors in the pharmaceutical industry. HKPMA therefore strongly support the
above-mentioned amendment bills whilst hoping that the proposed suggestions per above

be duly considered and adopted thereof.

Thank you for your attention.

Yours sincerely,

For and on behalf of
Hong Kong Pharmaceutical Manufacturers Association

Celine H.K. Cheng P/
BPharm, MRPharmS, PhD, MBA
President
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7 July 2014

Prof. the Hon. Lee Kok Long, Joseph
Chairman, Bills Committee

Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central

Hong Kong

Via Email
Dear Prof Lee,

Ref:- Pharmacy and Poisons (Amendment) Bill 2014 — Written Order

On behalf of the Hong Kong Pharmaceutical Manufacturer Association (HKPMA), a body
corporate representing a vast majority of the local Pharmaceutical Manufacturers, we write
to express our support towards incorporating the requirement of Written Order of Drugs
into the Code of Practice for licensed manufacturers as proposed by the government of
HKSAR. The written order requirement aims to reduce errors throughout the supply
chain to ensure the right drugs are delivered to their recipients.

As one of the major stake-holders in the delivery of healthcare service in Hong Kong, we

can see the following benefits on imposing of written orders of drugs:-

1. Eliminating errors due to miscommunication of verbally orders;

2. Allowing cross-checking by both parties concerned in placing and receiving orders to
ensure the accuracy of the orders;

3. Allowing traceability in the case of any complaints or errors;

4. Improving work efficiency as orders are placed and delivered right on first time.

We would like to stress that from the perspective of local manufacturers, as compared with
phone order, placing orders by way of written order will only improve the efficiency in the
supply chain by reducing error in delivery and it will not cause any undue delay in the
whole logistics and supply chain including the delivery of drugs.

Thank you for your attention.
Yours sincerely,

For and on behalf of
Hong Kong Pharmaceutical Manufacturers Association

(e A,

Celine H.K. Cheng
BPharm, MRPharmS, PhD, MB
President
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Shatin, New Territories, Hong Kong Tel EEA : (852) 2632 1339
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Professor Francis K.L. Chan, JP PR SR kvt
MBChB(Hons), MD, DSc, FRCP(Lond), FRCP(Edin), FRCP{Irel), FACG, FHKCP, FHKAM(Med)

Dean, Faculty of Medicine BBk

Choh-Ming Li Professor of Medicine & Therapeutics DAL B A R T BRI

29th May 2014

Prof Hon Joseph LEE Kok-long

Chairman

Bills Committee on Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central, Hong Kong

Dear Prof Lee,

RE: Support Pharmacy and Poisons (Amendment) Bill 2014 on Extension of the
Validity of Clinical Trial Certificate/Medicinal Test Certificate

The Faculty of Medicine of The Chinese University of Hong Kong, being highly active in
conducting clinical research, supports the Pharmacy and Poisons (Amendment) Bill 2014
on extending the validity of clinical trial certificate/medicinal test certificate from “not
more than 2 years” to “not more than 5 years”.

For most clinical trials, the current two-year validity of the clinical trial certificate/
medicinal test certificate is often too short for completion of a clinical trial. The
proposed amendment will reduce the administration workload as the applicant does not
need to apply for a certificate again if a clinical trial lasts for more than two years.

Professor Francis K L Chan
Dean, Faculty of Medicine
Choh-Ming Li Professor of Medicine & Therapeutics
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Department of Pharmacology & Pharmacy 2K % #| 2 &
2/F Laboratory Block Telephone: (852) 2819 9441
21 Sassoon Road Fax: (852) 2817 0859
Hong Kong Email: wongick@hku.hk
4™ June 2014

Prof. the Hon. LEE Kok Long, Joseph
Chairman, Bills Committee

Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central

Hong Kong

Dear Chairman of Bills Committee and Legislative Council members,
Re: Support for Pharmacy and Poisons Amendment Bill 2014.

On behalf of the Department of Pharmacology & Pharmacy of the University of Hong
Kong, I am writing in strong support for the Pharmacy and Poisons Amendment Bill 2014
(PPAB) which sets out to implement recommendations put forward by the Review
Committee on the Regulation of Pharmaceutical Products in Hong Kong in December 2009.

The PPAB has suitably addressed the urgent need for enhancing and updating the
regulation of pharmaceutical products in Hong Kong by strengthening the regulation of the
pharmaceutical trade, including manufacturers, wholesalers and retailers. The promulgation
of the code of practice for the trade as well as pharmacists would also upgrade the standards
of the pharmaceutical profession. This will certainly offer better protection to the public. I
also fully support other amendments such as modifying the definition of pharmaceutical
product, enhancing the regulation of clinical trials, revising the procedures to entering new
entities under the Poisons List. These measures are not only in line with international
practice, but also streamline the overall regulatory process.

I understand that the Food and Health Bureau is currently conducting a Strategic
Review on Healthcare Manpower Planning and Professional Development. I fully trust that
the matter regarding the formation of the Pharmacy Council will be managed appropriately in
the not too distant future. Hence, there should be no delay in the approval and amendment of
the PPAB.

In summary, the Department of Pharmacology & Pharmacy of the University of Hong
Kong offers its full support for the PPAB.

Yours sincerely,

e )

Tan Chi Kei Wong

Professor and Head of Department of Pharmacology and Pharmacy
University of Hong Kong
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4 June 2014

Prof. the Hon. LEE Kok Long, Joseph
Chairman, Bills Committee

Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central Hong Kong

Dear Chairman of Bills Committee and Legislative Council members
Re: Support for the Pharmacy and Poisons Amendment Bill 2014

On behalf of the Department of Pharmacology and Pharmacy of the University of Hong Kong,
the School of Pharmacy of the Chinese University of Hong Kong, the Pharmaceutical Society
of Hong Kong, the Society of Hospital Pharmacists, the Hong Kong Association of the
Pharmaceutical Industry, the College of Pharmacy Practice and Hong Kong Pharmaceutical
Manufacturers Association, we wish to express our strong support for the Pharmacy and
Poisons Amendment Bill 2014 (PPAB) which sets out to implement recommendations put
forward by the Review Committee on the Regulation of Pharmaceutical Products in Hong
Kong in December 2009.

The PPAB appropriately strengthens the regulations that govern the pharmaceutical trade
including manufacturers, wholesalers and retailers. In our opinion, the PPAB has a definite and
important role in safeguarding the health of the general public.

There are a few minor amendments required in the PPAB which we have stated at the
consultation on 20 May 2014 and also subsequently communicated to the Drug Office by
individual organization. We believe these minor amendments can be sorted out and should not
impede the passage of the PPAB.

The pharmacy profession always acts in the best interest of the public by adhering to best
practice, which is mandatory to ensure patient drug safety. Therefore, we offer our strongest
support for the PPAB.



Yours sincerely

el

Prof lan C K Wong

Head of Dept of Pharmacology and Pharmacy

The University of Hong Kong

(Pt —

Ms Mary C Cheng
President
Pharmaceutical Society of Hong Kong

Mrs. Rachel Frizberg
President

Hong Kong Association of
the Pharmaceutical Industry

le &

7 L/’/

Dr Celine Cheng
President

J,_,//““”W

Professor Vincent Lee
Director of School of Pharmacy
The Chinese University of Hong Kong

Mr William Chui
President
Society of Hospital Pharmacists

Dr Benjamin Lee
Chairman of Council
College of Pharmacy Practice

Hong Kong Pharmaceutical Manufacturers Association
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HKAPI The Hong Kong Association of The Pharmaceutical Industry
F AR TR ISH T UNIT A, 20/F., TIMES MEDIA CENTRE, 133 WANCHAI ROAD, WANCHAI, HONG KONG.
TEL: (852) 2528 3061/2 FAX: (852) 2865 6283 WEBSITE: www.hkapi.hk

Position Paper on the Pharmacy and Poisons (Amendment) Bill 2014

Formed in 1968, the Hong Kong Association of the Pharmaceutical Industry(HKAPI),
represents 40 international companies engaged in the research and development of
pharmaceuticals including the world's top 20 (appendix 1). Our member companies,
including regional distributors, provide over 70% of the prescription medicines and

distributing over 80% of imported pharmaceutical products in Hong Kong.

The principal consideration of the Association when examining the proposed
amendments to the Pharmacy and Poisons Ordinance is, whether these proposed
changes can practically enhance the existing supply chain system and further

protecting patients safety in Hong Kong.

In addition, Pharmaceutical Industry is the second highly regulated industry in the
world as Aviation is number one. There are international practices which were
developed for decades, such as Good Clinical Practice for clinical trial, Good
Manufacturing Practice for drug manufacturing, Good Distribution Practice for
pharmaceutical and medical device distribution. Whether these changes are in line
with international practices and whether the industry can comply with the

regulations to achieve the objectives of the legislation are also considerations.

HKAPI supports the legislative amendments put forward by the Food and Health
Bureau in response to the recommendations made by Review Committee on the
Regulation of Pharmaceutical Products in Hong Kong.

Specifically, we have some comments on the following proposed amendments:

Clinical trial certificate

It is proposed that the maximum validity period of any clinical trial certificate to be
extended from 2 to 5 years. It takes on average 10 to 12 years for a new drug to be
developed, which include three phases of clinical trial.  All approved clinical trials in
Hong Kong are required to follow Good Clinical Practice (GCP) guidelines which

define the standards on how clinical trials should be designed and conducted by the

Member: International Federation of Pharmaceutical Manufacturers Associations (IFPMA)
Associate Member: Federation of Medical Societies of Hong Kong
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investigators. Investigators also need to submit a progress report every year on the
clinical research to the health authority. The application for a renewal of the clinical
trial certificate will interrupt the trial until a renewal is granted and the
administrative approval procedure has to be repeated every two years. Extending
the validity of the clinical trial certificate can reduce unnecessary administrative
burden without reducing the safety monitoring of clinical trials, and more
importantly, can increase Hong Kong’s attractiveness and capacity for medical

research and clinical trial.

Negative vetting for new drug registration

To improve the efficiency of the drug registration system while maintaining
appropriate regulatory control, employing negative vetting procedure could be the
first step for Hong Kong to catch up with international regulatory practice in drug

registration.

It is proposed by World Health Organization (WHO) to evaluate drug registration by
efficacy, safety and quality. The evaluation is a pure scientific evaluation based on
clinical papers that in most countries, the drug registration decisions are made under
the health authorities without any intervention of administrative authorities, not to
mention it has to go through the legislative procedure. Currently in Europe, the US
and some advanced Asian countries such as Korea, Japan, Taiwan and Singapore...etc,

decision of drug registration is designated to the Health Authorities.

In Hong Kong, the applicants of drug registration need to provide two Certificates of
Pharmaceutical Products (CPP) issued by ICH countries® when applying for drug
registration. The application will then be evaluated by the Registration Committee,

Poisons Committee and the Pharmacy and Poisons Board. The scientific evaluation

! None of the legislative bodies in Australia, Korea, Singapore, Taiwan, EU, and the States plays a role
in the drug approving procedure. The classification and approval of NCE falls entirely under the
responsibility of the Health Authority. It is no Legislative procedures during the drug evaluation
process.

? The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH) is a project that brings together the regulatory authorities of
Europe, Japan and the United States and experts from the pharmaceutical industry in the three
regions to discuss scientific and technical aspects of pharmaceutical product registration. ICH
countries refer to countries with their health authorities using the ICH guidelines for pharmaceutical
product registration.
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takes 8-12 months on average. If approved, the whole registration procedure will be
completed with the legislative approval procedure in the Legislative Council (LegCo).

We agree with the negative vetting procedure for new drug registration approval as it
also avoids delaying in registration caused by ad hoc agenda items at LegCo meetings
and increases the efficiency of the new drug registration process as we found that
some new drugs, including those for the treatment of cancer, had taken 3 to 9
months to be tabled in LegCo during 2011-2012, and with recent debates in
important political agenda, the process can be futher delayed.

Written Order

Drug incident in 2009 proved that things can go wrong if we rely too much on a
single procedure and person. Good Distribution Practice (GDP), which has been
developed for more than two decades, with guidelines under WHO and European
Commission, is a quality warranty system that includes requirements for purchase,
receiving, storage and export of drugs, by which order verification and delivery

verification are important parts of it.

Written order is an important and integral part of the supply chain management of
pharmaceutical products under GDP for order verification. The guidelines on GDP
of medicinal products published by the European Commission states that ‘Written
documentation should prevent errors from spoken communication and permits the
tracking of relevant operations during the distribution of medicinal products.’ In
Hong Kong, the Hong Kong Medical Association recommended in their Good
Dispensing Practice Manual that the ordering of drugs from suppliers should be
made in writing, the written orders should be kept for verification and all practising

doctors should comply with the Good Dispensing Practice Manual.

In general, a written order contains the name of the product, dosage, pack size and
quantity. Although the information required for an order is not a lot, wrong orders
happen from time to time, and without written order, there would not be any solid

reference to verify the order during delivery.

For other products, wrong delivery can be returned. However, it is not the case for
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pharmaceutical products as there are stringent requirements on the storage of
pharmaceuticals, including the control on temperature and humidity and the First In
First Out procedure® has to be followed. For example, vials needed to be
refrigerated between 2 to 8 ‘C. In some cases, the returned pharmaceutical products
cannot be re-distributed. Relying on verification at delivery without a written order is
not a comprehensive supply chain management. Written order can certainly reduce

the miscommunication and errors in drug ordering.

We understand that this requirement may require changing ordering practices.
However, this is worth implementing in view of its enhancement to patient safety by
order validation, and reduction of wastage caused by wrong orders, as drugs are
valuable resources for patients. Members of our Association who distribute more
than 80% of drugs in Hong Kong are dedicated to enhance our workflow to cope with

this requirement.

Authorized Person (AP)

In accordance with the WHO guidelines and European Commission’s requirements,
the release of pharmaceutical products should be the responsibility of the AP as a
part of Good Manufacturing Practice. To qualify as an AP, the person needs to have
the knowledge of pharmacy, pharmacology, microbiology, etc and have relevant
training and working experience in quality assurance and drug manufacturing
process. (Please refer to Appendix 2 for the Personnel Requirements provided in the
WHO guidelines on quality assurance of pharmaceuticals) In many countries, the
eligibility of an AP needs to be certified by professional bodies. It is reasonable to

require each licensed manufacturer to employ at least one AP.

Conclusion

The Association supports the proposed legislative amendments which aim to
enhance regulatory monitoring that span across the whole supply chain including the

regulations for manufacturers, wholesalers, retailer of pharmaceutical products and

* First In First Out: An inventory control system where products are retrieved according to the date of
entry into the warehouse, products stored first will be sent out first. When there is discrepancy
between the manufacturing date and the storage entry date, products should be retrieved according
to the manufacturing date.
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pharmacists. We believe that the amendments can bring these provisions in line with

international regulatory practice which is necessary to safeguard public health.

The Association is disappointed with the delay in passing the above legislative
proposals. Despite the fact that the drug incidents happened six years ago, the
necessary legislative amendments still have not been made and there is still no
timetable for the implementation of some of the recommended changes in

regulations and policies.

We reckon that now is a good opportunity to amend the Pharmacy and Poisons
Ordinance and Regulations in order to improve the overall standard of supply chain
management for pharmaceutical products in Hong Kong and further enhance drug

safety for patients in Hong Kong.
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Appendix 1

THE HONG KONG ASSOCIATION OF THE PHARMACEUTICAL INDUSTRY

EULL MEMBERS (40)

A. MENARINI HONG KONG LIMITED
ABBVIE LIMITED

ALCON HONG KONG LIMITED
ALLERGAN HONG KONG LIMITED

ASTELLAS PHARMA HONG KONG COMPANY LIMITED

ASTRAZENECA HONG KONG LIMITED
B. BRAUN MEDICAL (H.K.) LTD

BAUSCH & LOMB (HK) LTD

BAXTER HEALTHCARE LTD

BAYER HEALTHCARE LTD

BOEHRINGER INGELHEIM (HK) LTD
BRISTOL-MYERS SQUIBB PHARMA (HK) LIMITED
CELGENE LIMITED

CSL BEHRING ASIA PACIFIC LIMITED

DAIICHI SANKYO HONG KONG LIMITED

EISAI (HK) CO LTD

ELILILLY ASIA INC

FERRING PHARMACEUTICALS LTD
FRESENIUS-KABI H.K. LIMITED

GALDERMA HONG KONG LIMITED

AFFILIATE MEMBER (1)
AMGEN (ASIA) LIMITED

GILEAD SCIENCES HONG KONG LIMITED
GLAXOSMITHKLINE LTD

IPSEN PHARMA (HONG KONG)

JANSSEN, A DIVISION OF JOHNSON & JOHNSON (HK) LTD
KYOWA HAKKO KIRIN (HONG KONG) CO LTD
LUNDBECK EXPORT A/S

MEDINOVA AG

MERCK PHARMACEUTICAL (HK) LIMITED

MERCK SHARP & DOHME (ASIA) LTD
MUNDIPHARMA (HONG KONG) LIMITED

NOVARTIS PHARMACEUTICALS (HK) LTD

NOVO NORDISK HONG KONG LTD

OTSUKA PHARMACEUTICAL (H.K.) LTD

PFIZER CORPORATION HONG KONG LIMITED
RECKITT BENCKISER HONG KONG LTD

ROCHE HONG KONG LIMITED

SANOFI-AVENTIS HONG KONG LIMITED

SERVIER HONG KONG LTD

TAKEDA PHARMACEUTICALS (HONG KONG) LIMITED
UCB PHARMA (HONG KONG) LTD
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QUALITY ASSURANCE OF PHARMACGCEUTICALS

of each other. In large organizations, it may be necessary to delegate some of
the functions; however, the responsibility cannot be delegated,

9.7 Key personnel responsible for supetvising the manufacture and quality
control of pharmaceutical products should possess the qualifications of a sci-
entific education and practical experience required by national legislation, Their
education should include the study of an appropriate combination of:

(a) chemistry (analytical or organic) or biochemistry;
(b) chemical engineering;
{(c) microbiology;

(d) pharmaceutical sciences and technology;
(e) pharmacology and toxicology;

(f} physiology;

(g) other related sciences,

They should also have adequate practical experience in the manufacture and
quality assurance of pharmaceutical products. In order to gain such experience,
a preparatory period may be required, during which they should exercise their
duties under professional guidance, The scientific education and practical expe-
rience of experts should be such as to enable them to exercise independent
professional judgement, based on the application of scientific principles and
understanding to the practical problems encountered in the manufacture and
quality control of pharmaceutical products.

9.8 The heads of the production and quality control generally have some
shared, or jointly exercised, responsibilities relating to quality. These may
include, depending on national regulations:

(a) authorization of written procedures and other documents, including
amendments;

(b) monitoring and control of the manufacturing environment;

¢) plant hygiene;

d) process validation and calibration of analytical apparatus;

e) training, including the application and principles of quality assurance;

f) approval and monitoring of suppliers of materials;

g) approval and monitoring of contract manufacturers;

h) designation and monitoring of storage conditions for materials and

products;

i} performance and evaluation of in-process controls;

) retention of records;

k) monitoring of compliance with GMP requirements;

1) inspection, investigation and taking of samples in order to monitor factors
that may affect product quality.

9.9 The head of the production generally has the following responsibilities:

26
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9 July 2014

Prof. the Hon. Lee Kok Long, Joseph
Chairman, Bills Committee

Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central

Hong Kong

Dear Prof Lee,

Pharmacy and Poisons (Amendment) Bill 2014 — Written Order

The Hong Kong Association of the Pharmaceutical Industry ('HKAPI), represents 40
international companies engaged in the R&D of pharmaceuticals as well as regional
distributors that provide over 70% of the prescription medicines and distribute over
80% of imported pharmaceutical products in Hong Kong, supports the proposed
amendment to the Code of Practice for Wholesale Poisons Licence holders where

purchasers of pharmaceuticals need to provide a written order.

Patient and drug safety is always a prime concern of the pharmaceutical industry, we
strongly believe that the implementation of this requirement will minimize errors
arisen as a result of miscommunication when placing order verbally, enable the track
and trace of pharmaceuticals and thus enhancing patient safety. This practice of
providing a written order is also in line with the Good Distribution Practice developed
under the WHO and European Commission and it has been incorporated in the Good

Dispensing Practice Manual of the Hong Kong Medical Association since 2007.

In view of the benefits written order can bring to patients, members of the HKAPI
who distribute more than 80% of drugs in Hong Kong are dedicated to enhance the
workflow to cope with this requirement. With the wide availability of electronic

means in placing written orders, they can be handled as efficiently as verbal orders

Member: International Federation of Pharmaceutical Manufacturers Associations (IFPMA)
Associate Member: Federation of Medical Societies of Hong Kong
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and we do not foresee any problems that will cause undue delay in drug delivery.
Instead, we believe it is a measure to enhance the efficiency of the ordering system

and reduce the wastage caused by wrong orders as drugs are valuable resources for

patient safety.

Yours sincerely,

AU W
Sabrina Chan

Executive Director
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5 June 2014

Prof. the Hon. Lee Kok Long, Joseph
Chairman, Bills Committee

Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central

Hong Kong

Dear Prof Lee and Legislative Council members,

Ref:- Support of Pharmacy and Poisons (Amendment) Bill 2014

On behalf of a group of Authorized Persons (APs) (pls see list below), we would like to
express our strong support towards the legislative amendment on the Pharmacy and
Poisons Ordinance and related Regulations as proposed by the HKSAR to enhance the
existing regulation of pharmaceutical products in Hong Kong, and to ensure the quality

and safety of pharmaceutical products in Hong Kong with the ultimate goal of

safeguarding the integrity of public health.

We support the amendment bills in particular of the followings:-

1. Clause 52 (PPR, Reg. 30A-F):- imposing a register of Authorized Persons (AP) and
revising the qualification required for registration as AP are to align with GMP
upgrade to international standard ie. PIC/S. It is important that the status of AP is
recognized. The legal basis for the Qualified Person (similar status as AP) is defined
in the DIRECTIVE 2001/83/EC. To avoid misunderstanding, we suggest that a set of

qualification requirements of Authorized Persons (APs), including but not limited to

registered pharmacists, and the outline of the approved course rendering their qualified

status to be AP shall be clearly defined in the guidance notes for AP.

2. Clause 6 (PPO, Section 4B):- To empower the Board to promulgate corresponding
Code of Practices (COPs) in order to provide practical guidance and enhance
monitoring for the conduct of the activities of registered pharmacists, APs, different
licensed traders and traders subject to registration requirement (including
manufacturers, wholesalers and retailers) to ensure that all sectors and professionals

from different pharmaceutical sectors operate in a responsible, ethical and professional

manner for public health benefits.

Page 1 of 2
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As one of the key health care professional in Hong Kong, we are committed to providing
the best and continuous improving quality pharmaceutical care service to the public and
we therefore further emphasize our support to the above bills.

Yours sincerely,

For and on behalf of
A group of Qualified Authorized Persons

é{w [é 7

Celine H.K. Cheng
BPharm, MRPharmS, PhD, MBA, Reg Pharmacist, AP

cc  All APs below:-

CHAN Pui John
CHAN Tai Fu

CHENG Chi Hoi Simon
CHEUNG Yiu Kwong
CHOW Pui Chuen Paul
CHUI Tak Chuen Terry
FOK Siu Kee

HO Pui Shan Lorita

KO Sze Ka Cindy

LAM Norman

LAU Wing Yiu Catherine
LEE King Yaw Joshua
LEE Hon Kwong William
LEE Ming Chi

LEUNG Herman

LI Kit Ching Joanna
LUNG Chi Ho Markus
MUI Chun Fai Duncan
NG Wing Tak Brian
POON Oi Chu Louisa
SHIU Kwok Sang Nelson
WONG Cheong Moon Simon
WONG Chi Ming

WOO Pui Hong Christopher
YIP Yuen Wah

YIU Hing Yuen Peter
YOUNG Wai Cheong

Page 2 of 2
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Room 901, Hang Shing Bldg., 363-373 Nathan Road, Kowloon.
Email: hkdu@hkdu.org Home page: http://www.hkdu.org
Tel. No.: 2388 2728 Fax: 2385 5275 -

Ourref:  HKDU/098/2014(R)

17" June, 2014
By hand

Dear Legislative Council Members,

Re: Expose the Lies of Government Officials

Hong Kong Doctors Union (HKDU) is the unique trade union with doctor members in both public
and private services. Registered with the Trade Union Registry to look after the interests and rights
of doctors in their employer employee relationship, HKDU is committed to upgrade the standard of
medical doctors to cater for the health of the Hong Kong community.

HKDU puts interests and welfare of patients first when considering legislations conceming health
and medical issues. The recent Pharmacy and Poisons (Amendment) Bill 2014 contains some
acceptable recommendations, but those on written orders and lowering the requirement of authorized
person for drug manufacturing endanger patients and are unacceptable.

HKDU obtains the opinions of members before we put in our suggestions on their behalf and the
requirement to use written order as the only method of ordering drugs has been strongly opposed by
a majority of members and their patients. HKDU feels committed to explain how this requirement
affects patients’ health causing unnecessary delay in obtaining drugs. The Government repeatedly
claims that the Hong Kong Medical Association (HKMA) supports written order is not absolutely
true, as it reflects only the opinion of some HKMA council members lacking support from a survey
on her members.

Those who blindly support compulsory written method for ordering drugs cannot show any evidence
that using this method is superior to the conventional and efficient oral method. Instead the written
method causes delay in obtaining the correct medicine for the patients, exactly opposite to the
benefit they claim.

What is more irritating is the statement made by Ms. Janice Tse, Deputy Secretary for Food &
Health (Health) on the Bills Committee Meeting held at Legco Building on 20.5.2014, who dees not

know how the medical world function, that patients can go to the Hospital Authority if there is delay
caused by written orders. [s this the attitude of Food & Health Bureau to flood the overburdened
public medical system? Ms, Tse is totally irresponsible. s

Further Ms. Tse claims, as reported in the news media on 10.6.2014 (Anmex 1), there is doctor
overstocking ORAL Ketamine (K % - 53, a forbidden drug, who when challenged claim
ke did not order them. This show how ignorant Ms. Tsc is. ORAL Ketamine (K {7 - ) is
mot manufactured by any legal drug firm in the world. She is inventing this story to tarnish the
image of the medical profession and insuits doctors turning them into forbidden drug dealers.
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Room 901, Hang Shing Bldg., 363-373 Nathan Road, Kowloon.
Email: hkdu@hkdu.org Home page: http//www.hkdu.org
Tel. No.: 2388 2728 Fax: 2385 5275

Ourref:  HKDU/098/2014(R)

P2

Since Ms. Janice Tse is making up stories, lacking credibility and not possessing the basic trust and
honesty government officials should possess, we ask her to step down from her office for the sake of
patients and citizens of Hong Kong.

In relation to the recent proposed Pharmacy and Poisons Amendment Bill 2014, we would like to
support the proposal made by Legislative Council members to retract the bill so that an effective and
thorough consultation process with all stakeholders involved can be conducted.

Yours truly,

a Jl
B

Dr. Ho Ock Ling Thomas
Hon. Secretary
Hong Kong Doctors Union

Enel.
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Room 901, Hang Shing Bldg., 363-373 Nathan Road, Kowloon.
Email: hkdu@hkdu.org Home page: htip://www.hkdu.org
Tel. No.: 2388 2728 Fax: 2385 5275

Qur Ref.: HKDU/104/2014
27% June 2014

Dr, Ko Wing Man

Secretary for Food & Health

Food and Health Bureau

18/F., East Wing, Central Government Offices
2 Tim Mei Avenue

Tamar, Hong Kong

Dear Dr, Ko,

Re: Hong Kong Doctors Union (HKDU) Ask Ms. Janice Tse to step down from her office

HKDU has discussed the government's attitude on written orders for drug purchase and the changes
to the pharmacists and doctors in the recent Pharmacy and Poison (Amendment) Bill 2014. We are
particularly annoyed with the behavior and statements made by Ms. Janice Tse, the Deputy
Secretary for Food and Health (Health)l who Ymistenﬂy confabulates stories concerning doctors
storing high volume of oral Ketamine using the lack of wnitten orders in pinning them down.

Ms. Tse supported another claim that some doctors overstock prescription drugs and again the lack
of written orders allow these doctors to escape investigation. Further Ms, Tse claimed written orders
cause no delay in doctors getting the correct drugs and even if this happen patients can turn to
Accident & Emergency departments for help.

We feel gravely insulted by her stories tarnishing the image of doctors depicting us as drug peddlers.
As oral Ketamine is not manufactured legally anywhere in the world, we challenge Ms. Tse to

ly evidence and since she cannot, she is inventing this story. Again overstocking of drugs is
difficult to define and not illegal. Why should such doctors need to hide behind verbal orders to
escape responsibility? Another invented story! Ms. Tse brushed aside the dangerous delay of
patients not able to get timely drugs and frankly suggested to send .patients to flood the
overburdened public health care system. This shows how irresponsible she is.

As a senior government official, Ms. Tse demonstrated lack of honesty, integrity and responsibility
expected of someone in her position, As such she is 2 burden to the community, a threat to the
health care system and is unworthy of carrying on her high position in the government. HKDU
strongly ask her to step down from her office.

Yours sigcerely,
#l
v i
Dr. Ho Ling
Hon. Secretary
Hong Kong.Doctors Union
caringorganisation

T pRkeREYENE



LC Paper No. CB(2)1975/13-14(03)

#T none xone

) B

‘W

Room 901, Hang Shing Bldg., 363-373 Nathan Road, Kowloon.
Email: hkdu@hkdu.org Home page: http://www.hkdu.org
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Our Ref: HKDU/105/2014

3™ July 2014
By fax and email

Dear Legislative Council Members,

Re: Pharmacy & Poisons (Amendment) Bill 2014

Hong Kong Doctors Union (HKDU) is the unique trade union with doctor members in both public
and private services. Registered with the Trade Union Registry to look after the interests and rights
of doctors in their employer employee relationship, HKDU is committed to upgrade the standard of
medical doctors to cater for the health of the Hong Kong community.

HKDU wish to make several clarifications regarding what were said by government officials and
some Legislative Council members in the captioned Bills Committee meeting held on 17.6.2014 at
10:45 a.m. at Legislative Council Complex.

i)  When a doctor, on receipt of medicine delivered by the supplier, refuses to accept it, the
courier is expected to contact his firm and the sales agent to clarify if possible. If the doctor
still refuses the drugs, the courier normally will take the goods back and to later sort things out
before bringing back the correct medicine if applicable. It is a fallacy to claim the unaccepted
drugs need to be destroyed. These unaccepted drugs can be redistributed to other purchasers.

i) In the case of Dr. Lee Sai Lai, it is not because written order was not enforced that cause the
mishap but because the nurse changed the container of the drugs. In fact, we usually forbid
any clinic nurse to change the container of the drugs. As such, with or without written order
the mistake would still happen.

iii) When considering the drug delivery time involved in the case of verbal order versus such time
used in written order: Time is wasted with writing out and signing an order. Time is wasted
when the fax is not received for various reasons. Time is wasted when the receiving supplier’s
end is not manned by staff to closely monitor fax. Time is wasted due to errors in writing the
order. Delay happens when there is need to clarify the correct dosage or form of the drug
because of difficulty to decipher what is written. Delay happens in getting back to the doctor
to confirm the overall accuracy of the order. Delay when the doctor needs to ring up
afterwards to find out if the fax order is received.

In these modern days, fax alone is not fast or safe enough because it is one sided and any
adjustment needs feedback and feedback by telephone is still the most efficient.

Furthermore, HKDU and pharmacists are angry with the high handedness which the government has
been using in dealing with these issues and even more annoyed with Ms. Janice Tse, Deputy
Secretary for Food and Health (Health)1, who has been willfully slandering the medical profession
with invented stories of illegal drug peddling and who, when questioned about the delay induced by
written orders, retorted irresponsibly that patients can use the Accident & Emergency Departments.
The medical and pharmaceutical profession demonstrated our fury and frustration by taking part in
the July 1* demonstration and called for the resignation of Ms. Tse and retraction of this bill. (Photos
of our activity enclosed) Please note the excuse of demanding written form of ordering that this
provides a complete set of record is not acceptable because we have already a written record of
orders on receiving the ordered drugs which is always a source to trace what was ordered and to
justify payment. t_ @r@j\}}: 2 ;;1 g
caringorganisat
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Dnt Ling Thomas
Hon. Secretary
Hong Kong Doctors Union
cc:  Ms. Iris Chang, President, The Practising Pharmacists Association of Hong Kong
Mr. Kevin Cheung, Chairman, Hong Kong Pharmacists Union
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Dr. Yeung Chiu Fat Henry

BE BB A

Specialist In Paediatrics
M.B.,B.S.(H.K.) D.C.H.(London) D.C.H.(Glasgow)
F.R.C.P. (Edinburgh) F.R.C.P.(Ireland) FR.C.P.(Glasgow) FH.K.C(Paed) F.H.K A.M.(Paediatrics)

Shop 7 Hong Kwai House Cheung Hong Estate
Tsing Yi
Tel: 2495-6268 Fax: 2433-0221
30" June 2014

Dear LegCo members,

Ref.: Pharmacy & Poison (Amendment) Bill 2014

Hong Kong Medical Association Good Dispensing Practice Manual

1 would like to make a clarification about the position of the Hong Kong Medical Association on the need to
mandatory requirement of drugs to be ordered in writing as referred by the Government officials on the

captioned bill.

In 2005 and 2007, when I was the chairman of the Task Force on drafting the Good Dispensing Practice
‘Manual of the Hong Kong Medical Association, it was purposely mentioned that ordering drugs in writing is
" recornmended " (Please see page 8 of Enclosure 1 and page 6 of Enclosure 2) but is not mandatory for the

following reasons:

1. Drugs that are urgently required may be ordered by telephone and the receipt of the order is verified
by signing of 2 documents, namely, the “order receipt form” and the " poison form";

P Because the drugs can be effectively traced to where they are delivered with the above mentioned 2
documents, there is no need to depend on the written order for tracking and tracing where the drugs

had been sold to by the drug suppliers;

= In all developed countries in the world including USA, UK, Australia, Canada, and others, there is
no mandatory requirement for drugs to be ordered in writing.

As the fact is that the Good Dispensing Practice Manual adopted by the Hong Kong Mcdical Association
and promulgated by the Medical Council of Hong Kong does not mandatorily require drug to be ordered in
writing, it should not be a2 mandatory requirement by the Government.

Yours sincerely,

Dr. Yeung Chiu Fat Henry
Former Chairman of the Task Force on drafting the Good Dispensing Practice Manual of the Hong Kong

Medical Assocation

Encl.



: B Good
za Dispensing
% Practice.
= Manyg
=i

tol Assodiation

=TFRHETLA
ily 2005

GOOD DISSIG PCE MANUAL

4 STORES PROCUREMENT AND STOCK MANAGEMEN

Stores procurement ¥

The Dociors in-charge are responsible for the requisition of pharmaceutical
stores. Orders for drugas are recommended to be made in wrifing vig post or
fax by ihe doctor. All drugs should be checked and receipis signed by the

doctor upon delivery of the drugs. (A sample order form is attached on 2 26
for reference)
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GOOD DISPENSING PRACTICE MAMUAL (2nd Editian)

5 STORES PROCUREMENT AND STOCK MANAGEMENT =

The Doctors in-charge are responsible for the requisition of pharmaceutical
stores. It is recommended that the order?gghof drugs fromn suppliers be made
in writing, #he written order fo_be kept for checking by the docior ag ainst the

drugs delivered and for future reference, (A sample order rorm is aficched on

P16 for reference.)

" co e EOB S &«



A

2013-2014

PATRON

The Honourable
LEUNG Chun Ying
GBM, GBS, JP
PRI

PRESIDENT
Dr. LO See Kit, Raymond

1ST VICE-PRESIDENT
Dr. CHAN Sai Kwing
ek

2ND VICE-PRESIDENT
Dr. NG Yin Kwok
Lo

HON. TREASURER
Mr. LEE Cheung Mei, Benjamin
Ry E S

HON. SECRETARY
Dr. CHAK Wai Kwong, Mario
Bt

EXECUTIVE COMMITTEE
MEMBERS

Dr. CHAN Chun Kwong, Jane
RS

Dr. CHAN Hau Ngai, Kingsley
s = %%

Prof. CHEUNG Man Yung, Bernard
TR B

Prof. CHIM Chor Sang, James
B4

Dr. FONG Yuk Fai, Ben
77 E

Dr. HUNG Wai Man

FEER

Ms. KU Wai Yin, Ellen

Dr. MAN Chi Wai

S

Dr. MOK Chun On

BLPH

Dr. NG Chun Kong

SiRIT

Dr. SO Man Kit, Thomas

ik SR

Dr. WONG Sau Yan

E

Ms. YAP Woan Tyng, Tina
IE i 4

Dr. YU Chau Leung, Edwin
REKE

Dr. YUNG Shu Hang, Patrick
5 1AL

THE FEDERATION OF MEDICAL SOCIETIES OF HONG K

i 22

LC Paper No. CB(2)1975/13-14(02)

S =
N S

July 2, 2014

Prof. HON Joseph LEE Kok-long, SBS, JP, PhD, RN
Chairman, Bills Committee

Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central

Hong Kong

Dear Prof. LEE,

Pharmacy and Poisons Amendment Bill 2014

The Federation of Medical Societies of Hong Kong (FMSHK) was established in
1965. The FMSHK is a non-profit making organization and is the umbrella
organization of 134 medical, dental, nursing and allied health professional societies
of Hong Kong representing more than 50,000 individual professionals. We endeavor
to provide leadership and mechanism whereby the activities of her member societies
can be co-ordinated to promote professional interests, achieve fraternity and to
advance our common ideals.

The major consideration of the Federation when examining the Pharmacy & Poisons
Bill Amendments put forward by the Food and Health Bureau, in response to the
recommendations made by the Review Committee on the Regulation of
Pharmaceutical Products in Hong Kong, is whether the amendments could
safeguard the health of patients and safety in medication use.

In principle, we are in favour of the direction of the Bill amendment with two
remarks.

1. With regards to the written orders of pharmaceutical products proposed in the
code of practice for drug wholesalers, we support documentary evidence during
procurement of pharmaceutical products to ensure accurate drugs and their
precise strengths be delivered to the right place. However, to effectively
implement this initiative, workable procedures which are patient-friendly,
convenient and time-saving for all parties concerned should be defined.

Foood R - R P Ak AN

4/F, Duke of Windsor Social Service Building, 15 Hennessy Road, Wanchai, Hong Kong - Tel: (852) 2527 8898 - Fax: (852) 2865 0345
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2. We are also of the view that the “Authorized Person” of drug manufacturers must
have the appropriate training and experience to oversee the drug manufacturing
process. While this person may or may not be a registered pharmacist, to ensure
the quality of the drug manufactured, a registered pharmacist should still be
involved.'

Thank you very much for your kind consideration. If additional information is
needed, please do not hesitate to contact me.

Your sincerely,

Dr. Raymond See-kit LO
President
The Federation of Medical Societies of Hong Kong
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Regulatory Impact Assessment (RIA)
The Regulatory Impact Assessment Report (RIAR) has never disclosed to stakeholder. Upon completion
of discussion of the Review committee on regulation on pharmaceutical products in Hong Kong in 2009,
with their 16 recommendations to be implemented via legislation, the administration commissioned a
consultant (IBM) to conduct a Regulatory Impact Assessment. Many stakeholders provided their options
to the consultant and the Bureau has mentioned the RIA many times. Some of our members were there
and reported not so many neither frontline pharmacists nor medical professionals agreed to the to-be
imposed recommendations because they contrast with the frontline operations which were originally
designed to benefit patient drug safety. However, the administration has never disclosed the RIA and
there is no access for this document for stakeholders. The RIA assesses the positive and negative effects
of proposed and existing regulations and non-regulatory alternative. The report provides important

finding and recommendation. We urge the Bureau to disclose this important document.

1.  Why was the feedback given to the government briefing session on the Bill for Pharmacists on 10
April 2014 about the concerns mentioned above not being responded to?

2. Why is a qualified legal person not able to be provided by the Drug Office to meet with the Legal
Advisor of the HK Pharmacists Union in June 2014 despite complaints had been repeatedly raised that
the representatives of the Drug Office are not able to answer our questions about legal implications of the
law amendments?

3. Why are members of the Government misrepresenting the views of the HK Pharmacists Union and
other stakeholders that our objections to the law amendment is merely an attempt to fight for Separation
of Prescribing and Dispensing without any facts and evidence that the allegation is the truth?

4. Why is the government not placing public interests as first priority and has been pushing forward
the interests of wealthy drug manufacturers?

5. Was there any form of disclosed or undisclosed trade offs between the government and the
commercial entities in the law amendment process?

6.  Why are there so many new amendments above an beyond the original 16 amendments of the 75
recommendations of the Review Committee being out forth to the LegCo for approval and claiming that

the whole Bill is only for the 16 recommendations of the Review Committee?

7.  Why is the government rushing the whole amendment process without having enough time to agree
the contents with key stakeholders?
8. Why is the government claiming to have consulted stakeholders on all the issues when they have

only consulted on some or on entirely different issues.
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Definition of the Authorized Seller of Poisons (ASP)

The definition of ASP is unclear to confuse whether the ASP is a business as in the
original existing law or a person or sometimes both. This lack of clear roles and
responsibility between the owners of the business and employee pharmacists must be

clarified before the law can be changed.

We would suggest to have the Bill withdrawn to start from the beginning to discuss key

issues with stakeholders before the process of law change is put forward.

We request the Government to address there following queries we have on the Bill

Amendments:

1. How can the law enforcement agencies differentiate the first Registered Pharmacist

from the second Registered Pharmacist that appears in the definition?

2.  For what reason the ASP definition being changed to be a person instead of the

Business as in the original intent of the law and in the existing definition?

3. If the ASP already has a specific person called PIC (Person-in-charge) to take full
responsibility of the ASP business then why does the ASP need to be a person?

4. If the law has inconsistency in the role of the ASP, then why can't other parts of the

law be revised for ASP to be a business?
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New Power of the Pharmacy and Poison Board (PPB) in regard to the Codes of

Practice

The new power to be given to the Pharmacy and Poisons Board (PPB) is too powerful
in that it may place the members of the Pharmacy and Poisons Board in a difficult
position and be in conflict of interest situations.

The PPB would become a government-led body, which can single-handedly issue,
revise, and enforce the Codes of Practice without any oversight by others. There is no
mechanism to object to the Board and there is no accountability for being a member of
the Board.

The composition of the Board is in lack of appropriate representation. Many important
stakeholders are not included in the 11 representatives of the Board to speak the voice
of the stakeholders such as the Hong Kong Pharmacist Union, Society of Hospital
Pharmacists and The Practising Pharmacists Association are also not on the Board.

We request the Government to address there following queries we have on the Bill
Amendments:

1.  Why is the Pharmacy and Poisons Board not being re-organized as promised and
agreed by the Regulatory Review Committee at the last meeting before changing law to
give the Board a new power to issue Codes of Practice?

2. How can the Pharmacy and Poisons Board be capable to issue and revise from time to
time the Code of Practice if the minority or no representatives from pharmacy profession is
on the Board?

3. What are the Checks and Balance system for the decisions of the Board?

4. How can the conflict of interests of the regulator be balanced if the government led
Pharmacy and Poisons Board be both the issuer of the Codes and also the law enforcement
at the same time?

5. Why can't the Board adopt and make reference to the Codes of Practice that is issued
by the pharmacy and pharmaceutical profession associations themselves rather than take
over the control of the professional practice, which the government has no practical

experience to do?
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The validity of the clinical trial certificate should not be extended to 5 years from 2 years. As
there is no other mechanism to check that studies are conducted within the context of the

CTC application during the entire course of the study, investigators may change the details
of the study without notifying the Dept of Health within the study period. At this moment, the

investigator will be required to renew the CTC if the study continues for longer than the
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expiry date of the certificate which gives the regulator a chance to review the details of the

study for the interests and safety of patients.

If the expiry period is 5 years, many of the details of the study may be changed without the

knowledge of the regulator.

For example, the AVIHA ( Avastin in HA ) clinical trial was issued a CTC clinical trial
certificate last year by the Department of Health but the trial never commenced. All the
important elements of the study is know to have changed including the study design and
principle investigator but the trial is able to started with the CTC that was issued until the
expiry of the certificate next year. Only upon the need for the investigator to renew the CTC
for the AVIHA trial would the regulator have the opportunity to conduct a review and may
find out many important details have been changed. If the period of expiry is extended to 5
years, the regulator would never know that the details of the trial had been changed as the

study is likely to be completed on half a decade time.
Question Require Govt to respond:

1 FHB please provide the number of clinical trials that have not been able to complete
the trial by end of 2 years expiration date provided by the CTC (Clinical Trial Certificate)
2 How many of those trials that needed the renewal of CTC because of late

commencement of trial?

3 How does the DH monitor that all details of study are the same within the period of
CTC validity?
4- If not monitored, how does the DH ensure that the patients are provided with the

highest levels of safety within the course of the 2 years?
5- In regards to the AVIHA ( Avastin in HA ) trial, please provide the original application
details and the current details of the AVIHA trial for reference of legco mbers ( eg: study
protocol, names of principle investigator, drug quality assurance etc) ?
6- How can the DH ensure that the trial details are not changed during the duration of
the trial of 2 years?
7 If the period is extended to 5 years, how can the HA ensure that the study details
have not been changed within the valid period of CTC?
8- Is there any penalty for not updating or reporting to the DH about changes of the
details of the study if there are changes from the original application which was approved by
the DH for the CTC?
9- Why is the law not adding the penalty for not reporting changes?
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‘ KPS Professor Bernarfl Chc'ur_lg
c/o Department of Medicine

The University of Hong Kong

3 July 2014

Professor the Honorable Joseph Lee Kok-long, SBS, JP, PhD, RN
Chairman

Bills Committee on Pharmacy and Poisons (Amendment) Bill 2014
Legislative Council Complex

1 Legislative Council Road

Central, Hong Kong

Dear Professor Lee

Pharmacy and Poisons (Amendment) Bill 2014

On behalf of the Hong Kong Pharmacology Society, [ am writing in support of the bill.

Our Society believes that it is essential to maintain good records, which may be written or
electronic, of orders of drugs. This would reduce errors in the requisition of drugs and facilitate
the tracing of drugs.

We also believe that the Authorized Person overseeing the manufacture of pharmaceutical
products in Hong Kong should be a person who has the appropriate training and experience.
While this person may or may not be a pharmacist, to ensure the quality of the manufactured drug,
the input of a pharmacist is essential.

Although we understand the practical difficulties of having a registered pharmacist on the
premises at all times when the store is open, we believe that the presence of a pharmacist is

desirable when Part [ Poisons are dispensed.

Lastly, we support extending the validity of clinical trial certificates to a maximum of five years,
because many trials nowadays are of this duration.

Yours sincerely

AR
Professor Bernard M Y Cheung

President
Hong Kong Pharmacology Society

HKPS Executive Committee (2014 and 2015)

President Prof. Bernard Cheung (Tel: 2255 4347) Members:
Hon. Secretary  Prof. Alaster Lau (Tel.: 3943 6846) Prof. Yu Huang (Tel.: 3943 6787) Prof. John Rudd (Tel: 3943 6789)
Hon. Treasurer  Prof. Ge Lin (Tel.: 3943 6824) Prof. Joshua Ko (Tel: 3411 2907) Prof. Paul Vanhuotte (Tel: 2819 9251)

Prof. Susan Leung (Tel: 2819 9252) Prof Helen Wise (Tel: 3943 6849)



Bf{E26
Annex 26

LC Paper No. CB(2)2042/13-14(01)

From:
To: bc_54_13@legco.gov.hk

Date: Friday, July 11, 2014 02:04PM
Subject: F ALY ST REE B TREE

Dear Honorary Legco Bills Comm Members,

Drug Safety Consortium is a patient group jointly founded by Patients, Drs and Pharmacists straightly
after drug incidents happened in 2009.

Patients do have lots of concerns towards the Bill, take brief example,

B  EORTEER T - BRSNS B - BRI AR
BEETMAT N  BRE 2 7"

"S3h BRI R TR - ERBECR RIS - TP R © (1
AR ARE TR -

U B (RSB A IR DR e
Below letter is written by Mr Kin Ping TSANG, a well known international patient group leader.

Thanks a lot for your kindest consideration and help. If you would like to meet up with Mr TSANG,
please do not hesitate to contact us at

Cordially,
Drug Safety Consortium

11 July 2014
Dear Legco Members,

Re: Concerns of Patients, Doctors, and Pharmacists in the Drug Safety Consortium - Patients at Risk
from Inappropriate Changes in Pharmacy Law

On behalf of the Drug Safety Consortium, a non-profit organization established in 2009 by patients,
doctors, and pharmacists, to address the issues pertaining to medication safety, we would like' to
express our concerns on the recently proposals in the Pharmacy and Poisons Amendment Bill 2014.

As human health and safety is of the highest importance in every society, proposals to change the
pharmacy laws in'Hong Kong should be evaluated in a thorough and comprehensive manner. During
the course of the past few Bills Committee Meeting, we have observed that the government has only
been trying to rush through the process to get the Bill passed without thorough understanding of the
issues and concerns raised by a huge number of professionals and patients. The public is at risk of
having laws that does not enhance safety but lower the standards of safety in the current healthcare

system.

The numerous letters from organizations with wide representation which raised concerns have been
ignored and not tabled for discussion at the Bills Committee. It is inappropriate to continue to mislead
Legco members with the opinions of the few individuals which blindly support the government and
which may not comprehend the full implications of the Bill on medication safety.




Patients and healthcare professionals from USA |, Malaysia, and around the world have attended to
observe the Bills Committee recently and have found this unfair way to discuss the Bill proposals to be
very unprofessional. ‘

Please find the key points of our concerns attached for your reference and hope you can ensure that a
fair process is provided to discuss the issues with the current Bill and in any case, the Bill should not
be rushed to be approved if issues are not resolved. You will find that better and more thorough
understanding of the implications of the Bill will result in best results to protect the public in the long

term.

Tsang Kin-ping
Patient Group Leader
Drug Safety Consortium
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DYear Legislative Conncil Members,

Res Retifion Letter for the Government fo Withdraw the Pharinaey and Poisons
{Amendment) Bill 2614 (the DIl

We would lilc to support the motion made by leg[slalive Cowneil uembers (at the
meeting on 20 May at 2:30pm {n Conference Room 1 of Bills Cominittee on Phamacy
snd Polsons Amendment Bill 2014) that this Amendment Bill should be refeacted so that
a falt, effective, and thorough consultation process with all stakeholders jnvolved can be

properly conducted.

We would Jike to raise the cowplaint that many of the details of the Phapmacy and
Poisons Amendment Bill 2014 were drafterd without any consultation with key
stakeholders and many of the details of  the Bill “ had been kept confidential until being

* gazzetted for public viewing on 21 March 2014, Then, only afier 3 working days, * the

Bilt” was presented to the Legislative Couneil for the process of fixst read and second
read on 26 March 2014, It is impossible and unreagonable for the government to expect
atakeholders to be able to give due consideration to *the Bill * of such importance and
gravily to public health and safety and provide quality feedback to the goveriment in
such short space of tmie. In all faimess, we beliove the government should not continue

* {o oltempt to pags “ a Bifl © that all stalccholders bad not-been glven sufficient time fo

understand, review, and comment,

We ars of the strong view that all imporiant stakeholders jncfuding doctors, pharmacists,
pharmaceutica] traders, consumets, and patients have not been afforded with a fair and
propek copsultation process by the government to understapd the implications of the

proposed Bill and have mot been provided with the necessary information to make
informed denisions about the proposed amendments of the Bill,

Therefore, we beliove we have the right to be respected by the govemment as an
important stakeliolder and have the right to.be provided with a fair and proper process

in the bill amendment pracess from the very boginning of the bill amendment process..

We look forward to the governmient to initiate a new counsultation for amending the
Phormacy and Poisons Ordinance together with the subsequent development of the
draftiug of a “Whltc Bill” for discussion by alt stakeholders,

Thauk you for your aitention to this important mattor and yowr follow-up support is most
appreciated,

ce: Honorable CY Leung, Chiaf Executive, HKSAR

Yours truly,

Narmae:
Signature:

Date:
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