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For supplementary information 
on 10 December 2013 
 
 
 

Legislative Council Panel on Health Services 
 

The Regulation of Pharmaceutical Products in Hong Kong  
Supplementary Information on Written Orders of Drugs  

 
 
 
Purpose 
 
  At the meeting held on 18 November 2013, the Administration tabled 
a paper (LC Paper No. CB(2)254/13-14(03)) on the legislative proposals to 
enhance the regulation of pharmaceutical products in Hong Kong.  In 
response to the enquiries on the proposed requirement of written orders of 
drugs raised by Members at the meeting, this paper serves to provide 
Members with further information on the background, objective and proposed 
modus operandi of the aforementioned requirement.   
 
 
Background and Objective of the Requirement   
         
2.     In 2005, a private doctor attributed the serious and fatal 
consequences caused by inappropriate medications prescribed to 153 patients 
over a period of five months to the delivery of incorrect drugs by the supplier 
who had erroneously taken the drug order placed verbally.  The private 
doctor was later found guilty of misconduct by the Hong Kong Medical 
Council for failing to take adequate steps to verify that the drugs received 
from the supplier corresponded to the order.  
 
3.     We mentioned in the LC Paper No. CB(2)254/13-14(03) that in 
December 2009 the Review Committee on the Regulation of Pharmaceutical 
Products in Hong Kong (“the Review Committee”) put forth a total of 75 
recommendations to enhance the regulation of pharmaceutical products.  
One of these recommendations is to require that all orders for drugs should 
have written records.  The aim of this requirement is to build up a complete 
set of drug movement records, thus facilitating the tracing of source of drugs, 
minimizing errors in the delivery and receipt of drugs and combating illegal 
sale of drugs.  
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4. The Administration supports that drugs should be ordered in writing.  
This is because many drug names are similar and misunderstanding or 
confusion may easily arise, especially when the orders for drugs are placed 
verbally.  Ordering drugs in written form can effectively reduce the risk of 
miscommunication.  Moreover, there is always a time gap between the 
ordering and delivery of drugs, and the person who receives the drugs may be 
different from the one who places the order.  Placing orders of drugs in 
written form would facilitate the staff receiving the drugs to verify the 
accuracy of the drugs delivered against the information in the written orders.  
Placing orders of drugs in writing would also ensure smooth and accurate 
transactions between sellers and buyers.  
 
5. In addition, written orders are normally not used in illegal trading of 
drugs so as to avoid being traced.  In this regard, we believe that the 
recommendation of the Review Committee, which would enhance existing 
records in the supply chain of drugs, would facilitate tracing of the source of 
illegal drugs as well as curbing sale of unregistered drugs and purchase of 
drugs from unknown traders.  
 
6.  Indeed, to avoid recurrence of incident described in paragraph 2 
above, the Hong Kong Medical Association (“HKMA”) reviewed the Good 
Dispensing Practice Manual (“GDP Manual”) in 2007 and recommended that 
the ordering of drugs from suppliers should be made in writing and the 
written orders should be kept for verification upon delivery of the drugs and 
for future reference.  A sample drug ordering form has also been provided in 
the “GDP Manual” to serve as a reference for practising doctors.  As 
recommended by the HKMA, all practising doctors should comply with the 
“GDP Manual”. 
 
 
Proposed Modus Operandi 
 
7.  We understand the concerns of the industry towards the requirement 
of written orders of drugs, such as increase in administrative costs and the 
possibility of delay in the ordering for pharmaceutical products at retail level.  
However, we consider that the requirement would help enhance the 
monitoring of the drug supply system and minimise the potential risk in every 
step of the drug supply chain.  All these serve to provide the best protection 
for the public.  
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8.  Having considered the regulation of the drug supply system and the 
concerns of the industry, we propose to implement the requirement of placing 
drug orders in written form by administrative means whereby the Pharmacy 
and Poisons Board (“PPB”) would incorporate the requirement in the Codes 
of Practice (“COP”) for the relevant licenced drug traders (including 
manufacturers, wholesalers and retailers of pharmaceutical products).  The 
PPB has set up working groups to formulate the COPs for various licenced 
drug traders.  To help the industry adapt to the requirement, the PPB 
preliminarily considers that placing drug orders by electronic means (e.g. 
e-mails), fax and mail etc. could be accepted as written orders.  In addition, 
the PPB is considering implementing the requirement of written orders by 
phases.  For instance, in the initial stage of implementation, the requirement 
would only apply to dangerous drugs, drugs in Part I of the Poisons List of the 
Poisons list Regulations (Cap. 138B), and antibiotics.  The PPB will later 
consider extending the requirement to drugs with lower risk, such as drugs in 
Part II of the Poisons List and drugs not included in the Poisons List.  The 
PPB has commenced consultations to collate views from the licenced drug 
traders, other stakeholders (such as registered pharmacists, doctors, dentists 
and various associations of the pharmaceutical industry etc.) and consumers.  
The PPB will take into account views so collated in adjusting / formulating 
the COPs. 
 
9.  As clearly pointed out above, the requirement of written orders of 
drugs will be implemented through administrative measures, i.e. the 
requirement will be incorporated into the relevant COPs for which the 
relevant parties will be required to comply with, instead of regulating by the 
law.  Therefore, our legislative proposals as suggested in the LC Paper No. 
CB(2)254/13-14(03) do not cover the requirement of written orders of drugs.  
 
10.  Regarding the concerns of the Panel about the impact of the 
requirement of written orders of drugs on practising doctors, as pointed out in 
paragraph 6 above, the HKMA has already recommended in its “GDP 
Manual” that practising doctors should order drugs in writing.  Therefore, 
our requirement is in line with that of the HKMA.  We understand that 
practising doctors have been complying with such requirement since 2007.  
We therefore believe that this requirement will not impose additional burden 
on practising doctors.  
 
 
 
Food and Health Bureau 
December 2013 



Chronology of Drug Incidents from March to September 2009
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Summary on the Progress of the Implementation of the 
Recommendations by the Review Committee  

on the Regulation of Pharmaceutical Products in Hong Kong 
(“Review Committee”) 

 
 

 The Department of Health (“DH”) has been actively 
implementing the 75 recommendations of the Review Committee to raise 
the standards of the pharmaceutical industry and enhance the regulation of 
pharmaceutical products.  Accordingly, the DH established the Steering 
Committee on the Regulation of Therapeutic Products, chaired by the 
Deputy Director of Health of the DH, on 20 January 2010 to oversee the 
implementation of the recommendations of the Review Committee.  
Besides, the DH also set up seven working groups to oversee the 
implementation progress.   
 
2. Among the 75 recommendations put forward by the Review 
Committee, 16 recommendations require amendments to the existing 
Pharmacy and Poisons Ordinance (Cap. 138) and its subsidiary legislation.  
 
3. For the rest of the recommendations, 35 recommendations have 
already been implemented, including: 
 setting up a Drug Office in the DH and headed by Assistant Director 

(Drug) in September 2011;  
 raising the requirements of microbiological monitoring in the 

manufacturing process of local drug manufacturers;  
 raising the experience requirement of authorized persons of local drug 

manufacturers; 
 stepping up inspection on drug manufacturers and licensed/ listed drug 

traders;  
 shortening the processing time for application for drug registration;  
 enhancing the tracking of import and export of unregistered drugs;  
 requiring the drug suppliers of the DH and Hospital Authority to 

provide more information when delivering drugs (such as the pack 
size and registration number in order to facilitate effective checking of 
the actual products) and to facilitate the verification to see if the drugs 
received are legally conforming;  

 improving pharmacovigilance measures (including regular publication 
of pharmacovigilance bulletin) and adopting a risk-based approach in 
drug recall and public communication; and 
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 providing more information on drug safety on the website of the Drug 
Office. 

 
4. Another six recommendations which are related to Hospital 
Authority’s measures to ensure the continuity of supply, safety and quality 
of drugs procured and to improve the storage and inventory monitoring 
system have also been implemented. 
 
5. The remaining 18 recommendations are being implemented, five 
of which are related to the upgrade of the Hong Kong Good 
Manufacturing Practice standard to PIC/S standard1 so as to be on par 
with international best practice.  In this regard, DH has commissioned a 
two-year consultancy starting from August 2012 which would be 
completed in August 2014.  With regards to the recommendation of 
formulating a set of formal qualification requirements for authorized 
persons and liaising with relevant universities for setting up structural 
training programme for authorized persons, the DH and its consultant are 
now drawing up the relevant requirements, including, inter alia, holding 
recognised university qualifications and completion of courses relating to 
pharmaceutical manufacturing.  It is expected that details of the relevant 
approval system will be submitted to the Pharmacy and Poisons Board for 
consideration and announced to the public within this year. 
 
6. The rest of the recommendations are on-going, including the 
preparation of Codes of Practice/ Code of Conduct for various licensed 
and listed drug traders and registered pharmacists; enhancement of the 
central inventory monitoring computer system of the DH and drugs 
database on the DH website; the implementation of BABE studies2 as 
registration requirement for pharmaceutical products by phases; promotion 
of pharmacovigilance activities and review of the effectiveness of the 
improved pharmacovigilance measures etc. 

                                                 
1 PIC/S standard refers to the standard promulgated in the “Guide to Good Manufacturing Practice for 

Medicinal Products” and it annexes (where applicable) published by the Pharmaceutical Inspection 
Cooperation Scheme. 

2 BABE refers to “bioavailability and bioequivalence”, and is the therapeutic equivalence of the same 
pharmaceutical product manufactured by different manufacturers. BABE studies seek to assess 
whether a generic drug produces the same therapeutic effect as the patent drug. 



List of stakeholders participating in Consultation Meetings 
conducted under the Regulatory Impact Assessment 

 

Group of stakeholders Stakeholder interviewed 
1 Pharmaceutical 

manufacturers 
Hong Kong Pharmaceutical Manufacturers 
Association 

2 Pharmaceutical 
importer & 
exporters/ 
wholesalers/ 
distributors 
 

Hong Kong Suppliers Association 
Major distributor – DKSH 
Major distributor – LF Asia 
Major distributor – Zuellig Pharma 
The Hong Kong Association of the 
Pharmaceutical Industry 
The Hong Kong Medicine Dealers Guild * 
The Pharmaceutical Distributors Association of 
Hong Kong 

3  Pharmaceutical 
retailers 

Hong Kong General Chamber of Pharmacy 
Limited 
The Direct Selling Association of Hong Kong 
The Hong Kong Health Food Association 

The Cosmetic and Perfumery Association of Hong 
Kong 
Federation of Beauty Industry Hong Kong 

4 Pharmacists 
 

The Practising Pharmacists Association of Hong 
Kong 
The Society of Hospital Pharmacists of Hong 
Kong 
The Pharmaceutical Society of Hong Kong 

5 Medical / veterinary 
professionals 
 

Hong Kong Academy of Medicine * 
Hong Kong Doctors Union 
Hong Kong Medical Association 
China (Hong Kong) Veterinary Association * 
Hong Kong Veterinary Association * 

6 Hospital groups Hospital Authority 
The Hong Kong Private Hospitals Association 

7 Government 
department 

Customs and Excise Department * 
Government Laboratory 

8 Academics The School of Pharmacy, The Chinese University 
of Hong Kong 
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Group of stakeholders Stakeholder interviewed 

Faculty of Medicine, The Chinese University of 
Hong Kong * 
Li Ka Shing Faculty of Medicine, University of 
Hong Kong * 

9 Patients/ consumers 
 

Alliance for Renal Patients Mutual Help 
Association 
Care of your Heart – Cardiac Patients Mutual 
Support Association 
Consumer Council 

 
* Through written consultation 
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