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LEGISLATIVE COUNCIL BRIEF 

Pharmacy and Poisons Ordinance  
(Chapter 138) 

PH ARMACY AND POISONS (AMENDMENT) BILL 2014  

INTRODUCTION 
 At the meeting of the Executive Council on 11 March 2014, the 
Council ADVISED and the Chief Executive ORDERED that the 
proposed Pharmacy and Poisons (Amendment) Bill 2014 (the Bill), at 
Annex A, should be introduced into the Legislative Council (LegCo).     
 
 
JUSTIFICATIONS 

2. In the light of a number of incidents concerning 
pharmaceutical products in Hong Kong in early 2009, the Review 
Committee on the Regulation of Pharmaceutical Products in Hong Kong 
(Review Committee) 1  was set up in March 2009 to conduct a 
comprehensive review on the existing regime for the regulation of 
pharmaceutical products.  After examining in detail the existing 
regulatory regime, the Review Committee considers that while the 
framework and the rationale behind the existing regime is sound and 
should continue to be adopted, the coverage and depth of the regulatory 
measures should be enhanced.  In December 2009, the Review 
Committee issued a report and made a total of 75 recommendations on 
improvement measures (as summarized in Annex B). 
 
 
3. The recommendations of the Review Committee have been 
accepted by the Administration and are being implemented 
progressively.  Among the 75 recommendations, 16 recommendations 
require amendments to be made to the existing PPO and its subsidiary 
legislation (see Annex C).  To assess the impacts of the proposed 

                                                 
1  The Review Committee is chaired by the Permanent Secretary for Food 

and Health (Health) of the Food and Health Bureau and comprises 
members from the pharmaceutical sectors, medical profession, academia, 
patient groups and consumer representatives. 
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legislative amendments to pharmaceutical dealers, the Administration 
commissioned a consultant to conduct a Regulatory Impact 
Assessment (RIA).  Having considered the RIA result concluded in 
January 2013 and views expressed by the relevant stakeholders, the 
Administration has decided to propose legislative amendments to PPO 
and its subsidiary legislation to implement most of the 
recommendations in Annex C which are conducive to enhancing the 
regulatory regime without causing significant impact to the relevant 
parties.  For the remaining recommendations in Annex C, the 
Administration would monitor the situation and formulate appropriate 
implementing measures in due course.  Apart from implementing 
certain recommendations of the Review Committee, as certain 
provisions of the PPO and its subsidiary legislation have become 
outdated, the Administration has taken this opportunity to propose 
certain legislative amendments to bring these provisions into line with 
the prevailing regulatory framework for pharmaceutical products in 
Hong Kong.  Details of the proposed legislative amendments are set 
out in the ensuing paragraphs.   
 
 
Proposed legislative amendments 
 
(A) General provisions 

4. To align with the international practice, we propose to revise 
the definition of “pharmaceutical product” in the PPO in accordance 
with the definition adopted by the European Union in order to cover 
also a substance or combination of substances presented as having 
properties for treating or preventing disease in human beings or 
animals.   
 
 
5. As recommended by the Review Committee, we propose to 
empower the Pharmacy and Poisons Board (the Board) to promulgate 
corresponding codes of conduct and codes of practice 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).  We have also taken this opportunity to 
update and clarify the provisions governing the issuance, suspension 
and revocation of various licences issued under or registrations 
maintained by the PPO and the Pharmacy and Poisons Regulations 
(Cap. 138A) (PPR) so as to ensure that the Board and its executive 
committees are empowered to impose licensing or registration 
conditions and vary such conditions, issue directions to revoke or 
suspend a licence or registration, suspend such directions, or issue 
warning letters to the relevant licence or registration holders on 
non-compliance with the codes of conduct or codes of practice or 
licensing or registration conditions or on conviction of the relevant 
offences.  
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6. In response to the Review Committee’s recommendation to set 
up a dedicated team to oversee and uphold the regulatory regime for 
pharmaceutical products in Hong Kong, the Department of Health (DH) 
has set up a Drug Office headed by an Assistant Director (Drug) who is 
a registered pharmacist.  Since the drug regulatory agency in Hong 
Kong has been headed by the Assistant Director (Drug) instead of the 
Chief Pharmacist of the DH, the membership of the Board as stipulated 
in the PPO2 will be revised accordingly.   
 
 
(B) Regulation of manufacturers 

7. To avoid drug incidents caused by wrong labelling or wrong 
content of carton boxes arising in the secondary packaging3 process, 
the Review Committee has recommended that secondary packaging 
should only be carried out by a licensed manufacturer.  For avoidance 
of doubt on whether secondary packaging forms part of a 
manufacturing process, we propose to revise the definition of 
“manufacture” 4 in the PPO to explicitly include secondary packaging.  
In other words, packaging activities should only be carried out by a 
licensed manufacturer5 who complies with the Good Manufacturing 
Practice6 (GMP) requirements.  To minimize the impact on the trade, 
certain secondary packaging activities which do not affect the safety, 
efficacy and quality of the products will be exempted from the licensing 
control for manufacturers. 
 
 
8. To further tighten up the manufacturing of pharmaceutical 
products, we propose to introduce new provisions in the PPR to require 

                                                 
2  In order to ensure the continuity of the work of the Board and its committees, the 

Assistant Director (Drug) will serve as a member of the Board and its Examination 
Committee. 

3  “Primary packaging” refers to product packaging that is in direct contact with the 
product (e.g. blister packaging), and “secondary packaging” refers to packaging 
activities which do not expose the pharmaceutical product to air such as putting 
bottles of pharmaceutical products into carton boxes, putting strip-packed 
tablets into carton boxes, labelling of bottles or carton boxes, etc. 

4  Under the existing PPO “manufacture” means “the preparation of pharmaceutical 
products for sale or distribution but shall not include the individual dispensing 
on a prescription or otherwise of any pharmaceutical product”. 

5  As stipulated in Regulation 29 of the PPR, all pharmaceutical manufacturers 
must first obtain the required licence from the Pharmacy and Poisons 
(Manufacturers Licensing) Committee of the Board.  As of 31 December 2013, 
there were 24 licensed GMP pharmaceutical manufacturers. 

6  GMP is a quality assurance approach used by the drug manufacturing industry 
worldwide to ensure that products are consistently produced and controlled 
according to quality standards appropriate to the products’ intended use. 
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manufacturers to ensure that the registrable particulars of the finished 
products correspond exactly with the registered particulars of the 
products and to label the container of each pharmaceutical product 
with batch number and expiry date.  Moreover, all the relevant 
manufacturing records should be completed at the time when the 
manufacturing process is being carried out.  
 
 
9. According to the GMP requirements, the release of 
pharmaceutical products with intended quality should be the 
responsibility of the Authorized Person (AP) of a licensed manufacturer.  
To tighten up the regulation of AP and to implement the Review 
Committee’s recommendation to enhance the quality of pharmaceutical 
products manufactured by licensed manufacturers, we propose to: 
require each licensed manufacturer to employ at least one AP who is to 
be responsible for the quality of pharmaceutical products; introduce 
new provisions into the PPR to set out the qualification requirements of 
AP; require the Board to maintain a register of AP; and require the 
Board to remove any AP from the register should the AP be found 
incompetent to perform the role of an AP. 
 
 
(C) Regulation of importers, exporters and wholesalers 

10. The Review Committee considers that pharmaceutical 
products classified as non-poisons, though less dangerous, could also 
endanger patient health if they are not stored and handled properly.  It 
is therefore essential to monitor their quality and maintain a complete 
record to facilitate recall, if necessary.  Moreover, as wholesalers of 
non-poisons usually handle pharmaceutical products in large quantity 
and are therefore an important link in the supply chain and an 
important player in quality maintenance of pharmaceutical products, 
we propose to impose licensing control on wholesalers of non-poisons.  
We have also taken this opportunity to streamline the licensing 
arrangements and by taking reference from the Chinese Medicine 
Ordinance (Cap. 549), we propose to merge the proposed licensing of 
wholesalers of non-poisons, the registration of importers or exporters of 
pharmaceutical products7 with the licensing of wholesalers of poisons8 
and subject these traders to the same set of licensing control and 
inspection.  Furthermore, to enhance traceability and facilitate recall 
of pharmaceutical products if necessary, we have adopted the Review 
                                                 
7  For companies involved in the import or export of pharmaceutical products not 

classified as poisons under the PPO, a Certificate of Registration as an Importer 
and Exporter (IE Certificate) is required.  As of 31 December 2013, 94 IE 
Certificates were issued.   

8  For companies involved in the import, export or wholesale of substances or 
articles consisting of or containing any poison regulated by the PPO, a Wholesale 
Poisons Licence (WPL) is required.  As of 31 December 2013, 714 WPLs were 
issued. 
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Committee’s recommendation to introduce new provisions to require 
wholesalers to keep transaction records for all pharmaceutical products 
(including both poisons and non-poisons).  The records should also 
include additional details such as registered pack size and batch 
number of products. 
 
 
(D) Regulation of retailers 

11. According to the recommendation of the Review Committee, 
we propose to amend the relevant provision to the effect that, apart 
from the poisons listed in the First Schedule to the PPR, all poisons 
listed in Part I of the Poisons List Regulations (Cap. 138B) (PLR) (which 
will be merged into the PPR under our proposal) will also be required to 
be stored in locked receptacles at the registered premises of the 
authorized sellers of poisons (ASP)9 with the key kept by the registered 
pharmacist. 
 
12. To adopt the Review Committee’s recommendation to heighten 
control, we also propose to tighten up the regulation of the ASP by 
providing for the direction of Disciplinary Committee to, at the 
conclusion of a disciplinary inquiry of an ASP convicted of offence under 
the relevant provisions, disqualify the ASP and remove its premises 
from the register of premises to take effect immediately if it is in the 
public interest to do so.  We have also taken the opportunity to revise 
the definition of ASP to reflect the usage in the legislation as an entity 
that carries on the retail sales of poisons.   
 
 
(E)  Pre-market control of drugs 

13. At present, the PPR only authorizes local licensed 
manufacturers to register a pharmaceutical product with the Board if 
the pharmaceutical product is manufactured in Hong Kong.  In other 
words, a licensed manufacturer (which is also a licensed wholesaler) 
who has already contracted out the manufacturing activities to other 
local licensed manufacturers would still have to retain its 
manufacturer’s licence solely for the purpose of registering the 
pharmaceutical products so produced.  To remove such unnecessary 
restriction and facilitate the trade, we propose to allow licensed 
wholesalers who have contracted out the manufacturing to other local 
licensed manufacturers to apply for registration of pharmaceutical 
products.  

                                                 
9  ASP, commonly known as pharmacy, is authorized under the PPO to sell 

pharmaceutical products including those classified as poisons listed either in 
Part I or Part II of the PLR.  The Board will issue a certificate of registration of 
premises to an ASP if it is satisfied that the applicant is a fit and proper person, 
and that the premises are suitable to conduct the retail sale of poisons.  As of 31 
December 2013, there were 597 ASPs. 
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14. To follow up on the Review Committee’s recommendation to 
expedite the registration process of pharmaceutical products, we 
propose – 

 
(a) to repeal the PLR and migrate its contents to the PPR so as to 

consolidate the classification and control of the 
pharmaceutical products under the PPR, thereby 
streamlining the legislative procedures required for 
registration of pharmaceutical products; and 

 
(b) that further amendments to the relevant Schedules to the 

PPR (i.e. the First, Second and Third Schedules) and the 
Poisons List to be migrated from PLR to the PPR under the 
proposal in (a) above, should be made by means of negative 
vetting, as opposed to positive vetting as required under the 
existing provisions, by the LegCo in order to expedite the 
imposition of suitable control on pharmaceutical products 
and poisons. 

 
 

15. We propose to empower the Board to require holders of 
certificate of drug registration to submit updated information for 
renewal of drug registration.  In considering an application for 
registration of an imported pharmaceutical product, if the applicant or 
importer is unable to provide evidence of compliance with the GMP 
standard adopted by the Board and hence requests the Board to 
conduct inspection of the manufacturing site of the overseas 
manufacturer, the Board will also be empowered to recover from the 
applicant or importer the cost incurred for the GMP inspection 
conducted at the overseas manufacturing site to ensure its GMP 
compliance.  

 
 

16. To be in line with the international practice, we propose to 
exempt the possession or use of pharmaceutical products for the 
purpose of administration in clinical trial in accordance with the 
clinical trial certificate from the registration requirement for 
pharmaceutical products.  Furthermore, to address the Review 
Committee’s concern that the current two-year validity of the clinical 
trial certificate is often too short for the completion of a clinical trial, we 
propose to extend the validity of clinical trial certificate to not more than 
five years, so that the applicant does not need to apply for a certificate 
again if a trial lasts more than two years.  In addition, it is proposed 
that any person who conducts a clinical trial without a clinical trial 
certificate will be subject to penalty upon conviction. 
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17. As regards the labelling of pharmaceutical products classified 
as Part I poisons by the PPO, we have accepted the recommendation of 
the Review Committee to replace the text “Poison 毒藥” by “Prescription 
drug 處方藥物” or “Drug under supervised sale 監督售賣藥物” depending 
on the sale restriction so as to avoid confusion that the pharmaceutical 
products might be harmful and unsuitable for use or consumption. 

 
 

(F) Special provisions with respect to institutions 

18. Taking into account the requests and practical operation of 
the Hospital Authority, we propose that pharmaceutical products 
supplied by institutions (as defined in the PPO) to out-patients will be 
labelled with instructions for use in either English or Chinese, instead 
of both languages.  Besides, we propose that poisons on the First 
Schedule of the PPR will no longer be required to be stored in locked 
receptacle solely reserved for the storage of such poisons.                          
 
 
(G) Recovery of conviction-related expenses 

19. To increase the deterrent effect, we propose to empower the 
Court to order recovery 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 from the defendant.  In line with the concept on recovery of 
costs, the amount to be granted should be compensatory in nature.  
 
 
OTHER OPTIONS 

20. We must amend the PPO and its subsidiary legislation in order 
to bring the above proposals into effect.  There are no other options. 
 
 
THE BILL  

21. The key provisions of the Bill are set out as follows – 
 
 General  
 

(a) Clause 4(3) expands the definitions of “pharmaceutical 
product” and “medicine” to cover also a substance or 
combination of substances presented as having properties for 
treating or preventing disease in human beings or animals. 
 

(b) Clause 6 adds a new section 4B to the PPO to empower the 
Board to issue codes of conduct or codes of practice for 
providing practical guidance in respect of the conduct of 
activities relating to poisons and pharmaceutical products.  
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Non-compliance with such codes may lead to disciplinary 
actions under the PPO or PPR. 
 

(c) Clauses 13, 14, 15, 20, 46 and 50 amend the relevant 
provisions of the PPO and PPR to update and clarify the 
provisions governing the registration maintained and the 
issuance, suspension and revocation of various licences 
issued under the PPO and the PPR respectively.  
 

Regulation of manufacturers 
 

(d) Clause 4(2) revises the definition of “manufacture” in section 
2(1) of the PPO to expressly cover the packaging and 
repackaging of pharmaceutical products so that such 
activities must, subject to the exception provided for in 
regulation 29(1A) of the PPR (clause 50), be carried out by 
licensed manufacturers. 
 

(e) Clause 53 amends regulation 31 of the PPR to require 
licensed manufacturers to label the containers of 
pharmaceutical products with two additional particulars, 
namely the batch number and the expiry date of the products. 

 
(f) Clause 57 amends regulation 35 of the PPR to state more 

clearly the time by which licensed manufacturers must 
complete the records relating to the manufacture, testing and 
sale or supply, etc. of pharmaceutical products. 
 

(g) Clause 52 adds the new regulations 30A to 30F to the PPR. 
The new regulation 30A requires a licensed manufacturer to 
employ at least one AP to ensure and certify that 
pharmaceutical products are manufactured in accordance 
with the GMP Guide.  The new regulation 30B requires a 
register of APs to be kept for the purposes of the PPR and 
specifies the particulars to be entered in the register.  The 
new regulations 30C, 30D and 30E respectively provide for 
the application for registration as APs, the determination of 
such applications and the renewal of registration of APs.  The 
qualifications required for registration as an AP are listed in 
new regulation 30C. 

 
Regulation of importers, exporters and wholesalers 

 
(h) Clause 22 substitutes section 28A of the PPO to replace the 

existing registration system for importers and exporters of 
pharmaceutical products with a licensing system for 
wholesale dealers.  A person who was registered under the 
existing registration system is, for the remainder of the term 
of the registration, to be regarded as a licensed wholesale 
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dealer. 
 

(i) Clauses 45 and 46 amend respectively regulations 25 and 26 
of the PPR to expand the licensing control on sale or supply of 
poisons by way of wholesale dealing to cover pharmaceutical 
products.  A new wholesale dealer licence (covering both 
poisons and pharmaceutical products) is to replace the 
existing wholesale poisons licence. 

 
(j) Clause 48 amends regulation 28 of the PPR to require records 

regarding transactions of not only Part I poisons but also 
pharmaceutical products to be kept by licensed wholesale 
dealers or licensed manufacturers.  It also specifies the 
additional particulars (such as the batch number and pack 
size of pharmaceutical products) to be contained in such 
records. 
 

Regulation of retailers 
 
(k) Clause 38 amends regulation 19 of the PPR to change the 

scope of control over the storage of poisons from substances 
included in the First Schedule to the PPR to all poisons 
included in Part I of the Poisons List.   
 

Pre-market control of drugs 
 

(l) Clause 30 adds a new section 34A to the PPO to provide for 
the recovery from any person convicted of an offence under 
the PPO of the costs and expenses incurred by the 
Government in collecting, analyzing or examination any 
poison, pharmaceutical product or other substance for the 
purpose of the criminal proceedings. 

 
(m) Clause 33 adds a new regulation 2A to the PPR to introduce 

the new Schedule 10 containing the Poisons List which was 
originally set out in the Schedule to the PLR.  Clause 23(20) 
creates a new section 29(1B) to the PPO such that further 
amendments to the relevant Schedules to the PPR should be 
made by means of negative vetting by the LegCo. 

 
(n) The existing regulation 15 of the PPR requires “Poison 毒藥” 

or other prescribed text to be displayed on a separate label or 
in red lettering, etc. on the container of any poison.  Clause 
37 amends that regulation to dispense with the requirements. 

 
(o) Clause 59 amends regulation 36B of the PPR to extend the 

maximum validity period of any clinical trial certificate from 2 
years to 5 years.   
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LEGISLATIVE TIMETABLE 

22. The legislative timetable will be as follows – 
 

 
Publication in the Gazette 
 

  
21 March 2014 
 

First Reading and commencement of 
Second Reading Debate 
 

 26 March 2014 

Resumption of Second Reading Debate, 
Committee Stage and Third Reading 

 To be notified 

 
 
IMPLICATIONS OF THE PROPOSAL 

23. The proposal is in conformity with the Basic Law, including 
the provisions concerning human rights.  It has no productivity, 
environmental or family implications.  The amendments proposed in 
the Bill will not affect the binding effect of the existing provisions of the 
PPO and its subsidiary legislation.  The financial, civil service, 
economic and sustainability implications of the Bill are set out at Annex 
D. 
 
 
PUBLIC CONSULTATION  

24. The Review Committee has a broad representation of members 
(please refer to footnote 1) and it has thoroughly considered and duly 
taken into account its members’ views in the course of finalizing its 
recommendations.  The recommendations of Review Committee’s 
report were discussed at a plenary session in the Hong Kong Pharmacy 
Conference on 24 January 2010.  During the RIA mentioned in 
paragraph 5 above, the consultant concerned conducted a series of 
stakeholder consultations.  Also, a public opinion survey was 
conducted by the University of Hong Kong to gauge the sentiments of 
the general public towards the proposed changes.  In general, the 
public and the relevant stakeholders support the proposals to enhance 
the regulatory regime on pharmaceutical products, although some 
dealers expressed concerns about the likely impact of the proposed 
changes on their operations.   
 
 
25. We briefed LegCo Panel on Health Services (the Panel) on the 
above proposed legislative amendments to the PPO and its subsidiary 
legislation at its meeting held on 18 November 2013.  The Panel also 
held two special meetings respectively on 10 December 2013 and 10 
February 2014 to collect deputations’ views towards and further 
discuss the proposed legislative amendments.  Members of the Panel 
and the deputations attending the special meetings were generally 

  D   
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supportive of the proposed legislative amendments.  Noting that some 
Members and deputations have grave concern about the proposal to 
require the registered premises of an ASP to be under the personal 
control of a registered pharmacist whenever the registered premises are 
open for business (which is longer than the current requirement of not 
less than two-thirds of the daily business hours of the ASP) and 
considering that the manpower supply of registered pharmacists in the 
coming few years will unlikely be sufficient to meet the manpower 
demand of the above proposal, we have removed the relevant proposed 
provision from the Bill.   We would maintain the status quo that the 
registered premises of an ASP are still required to be under the personal 
control of a registered pharmacist for not less than two-thirds of the 
opening hours.  As such, the ASP concerned will not be allowed to sell 
Part I poisons whenever the registered pharmacist is not present at the 
premises. 
 
 
PUBLICITY 

26. We shall issue a press release on 21 March 2014 (i.e. the same 
day when the Bill will be published in the Gazette).  A spokesperson 
will be available to answer media and public enquiries.  
 
 
BACKGROUND 

27. Regulation of pharmaceutical products is essentially governed 
by the PPO and PPR and implemented through a multi-pronged 
approach with the dual targets of (a) control of the trade; and (b) control 
of the pharmaceutical products.  The enforcement of the PPO and PPR 
is carried out by the Board, established under Section 3 of the PPO.  
Section 4A of the PPO further allows the Board to establish executive 
committees to register pharmaceutical products and license various 
pharmaceutical dealers. 
 
 
ENQUIRY 

28. Any enquiry on this brief can be addressed to Ms Ophelia Lui, 
Assistant Secretary for Food and Health (Health), at 3509 8956. 
 
 
 
 
Food and Health Bureau 
19 March 2014 



Annex A















































































































































































































Summary of the 75 Recommendations put forth by  
the Review Committee on the Regulation of Pharmaceutical 

Products in Hong Kong (Review Committee) 
 

The Review Committee has made a total of 75 recommendations as 
follows. Recommendations which can be implemented with existing 
resources are marked with an “＊” while recommendations which 
will be implemented when new resources are available are marked 
with an “＃”.  

 
 

Regulation of Drug Manufacturers  

Recommendation 1# – to upgrade Hong Kong’s current Good 
Manufacturing Practice (GMP) licensing standards by a phased 
approach to the Pharmaceutical Inspection Convention and 
Pharmaceutical Inspection Co-operation Scheme (PIC/S) 
standards over a period of four years.  

Recommendation 2# – to require imported drugs to comply with 
the same standards once local drugs attained the PIC/S standards.  

Recommendation 3# – to strengthen the control of the use of Active 
Pharmaceutical Ingredients (APIs) and contract laboratories by 
local manufacturers.  

Recommendation 4* – to strengthen the experience requirement 
for existing APs from at least one year of relevant working 
experience to at least three years; and for the heads of production 
and quality control from at least one year to at least two years for 
pharmacy degree holders and from at least two years to at 
least three years for holders of higher diploma in 
pharmacy-related subjects.  

Recommendation 5# – to draw up a set of qualification 
requirements of Authorized Persons (APs), to establish a licensing 
or listing scheme and to liaise with the universities for offering a 
structured training programme for APs.  

Annex B 



Recommendation 6# – to empower the Pharmacy and Poisons 
Board to maintain an AP register and remove any AP from the 
register should he be found incompetent to perform the AP role.  

Recommendation 7* – to increase the number of inspections to 
local manufacturers. While most of the inspections to 
manufacturing premises should remain announced, some 
unannounced inspections should be introduced. Further, one of 
the two inspectors in the inspection team should be retained for 
subsequent inspections to facilitate effective follow-up on 
irregularities identified.  

Recommendation 8# – to set up a multi-disciplinary GMP 
inspection team with professionals of other related disciplines like 
biochemists, chemists, engineers, microbiologists, etc. for effective 
auditing of manufacturers with diversified production 
environment.  

Recommendation 9# – to develop structured, practical and 
continuous training programmes for all levels of players in the 
GMP system including DH inspectors, APs, production and 
quality control heads, and other workers.  

Recommendation 10* – to state in the licensing conditions that 
local manufacturers should either (a) appoint the AP as a board 
member; or (b) invite the AP to attend board meetings and allow 
the AP to speak and have his remarks put on record where safety, 
efficacy and quality issues of products are concerned. This 
recommendation should be put on trial for two years and then 
reviewed.  

Recommendation 11# – to introduce a code of practice to govern 
the conducts of the manufacturers and the APs.  

Recommendation 12* – to require all local manufacturers to adopt 
the enhanced microbiological monitoring model covering raw 
materials, granules, finished products and stability studies.  

 



Pre-market Control of Drugs  

Recommendation 13# – to require Bioavailability and 
Bioequivalence (BABE) studies as registration requirement for 
pharmaceutical products to enhance quality of generic drugs. The 
implementation should be by phases starting in April 2010. It will 
begin with antiepileptic drugs, which have a narrow therapeutic 
index where a comparatively small difference in the absorption of 
the drug by the human body may lead to undesirable 
consequences.  
 
Recommendation 14* – to replace the term “Poison毒藥”, as 
required to be labelled on pharmaceutical products classified as 
poisons, with other terms to alleviate the unnecessary concern of 
consumers that the products might be harmful and unsuitable for 
use or consumption.  
 
Recommendation 15* – to delete the phrase “to be marketed for 
use within Hong Kong” on the certificate of registration of 
pharmaceutical products.  

Recommendation 16* – to extend the validity of clinical trial 
certificate from not more than two years to not more than five 
years.  

Recommendation 17# – to shorten the time-frame for processing 
applications for registration of pharmaceutical products, change of 
particulars of registered products and clinical trials by 40% - 50%.  

Regulation of Importers/Exporters and Wholesalers  

Recommendation 18# – to require all wholesalers of non-poisons to 
be subject to inspection and licensing control.  

Recommendation 19# – to require all wholesalers to keep 
transactions records of all pharmaceutical products, including Part 
II poisons and non-poisons in the same manner as for Part I 
poisons, and to require wholesalers to keep samples of each batch 
of drugs handled to facilitate investigation when needed.  



Recommendation 20* – to require both primary and secondary 
packaging be carried out by a licensed manufacturer.  

Recommendation 21* – to introduce a code of practice for 
importers/exporters and wholesalers detailing their roles and 
responsibilities, including the requirement of batch release 
certificate, the reporting of adverse drug reactions, proper storage 
and transportation of drugs, etc.  

Recommendation 22# – to strengthen the monitoring of 
importers/exporters and wholesalers by means of more frequent 
and more detailed inspections, especially after the introduction of 
a code of practice.  
 
Recommendation 23# – to set up a dedicated team of pharmacist 
inspectors to advise the Customs and Excise Department (C&ED) 
staff on pharmaceutical imports at various ports of entry.  
 
Recommendation 24# – to set up a record and tracking system by 
requiring export licence (EL) applicants to produce the import 
licences (ILs) of the imported drugs to be re-exported.  

Recommendation 25# – to prescribe in the licensing conditions for 
ILs for the products for re-export that the importer should not sell 
unregistered imported drugs in Hong Kong and must re-export 
the products within a specified period of time, say one year.  

Recommendation 26# – to conduct a joint review with C&ED to 
determine a new weekly quota for post-shipment consignment 
checks of licences which should be a statistically significant sample 
size of the ILs and ELs population.  

Recommendation 27# – to require exporters who chose to export 
products by mail to clear their products at designated post offices. 
DH should include the requirement in the ELs and discuss with 
C&ED for the introduction of a daily quota on outgoing mail 
parcels of drugs for verification of content and endorsement by 
C&ED.  

Recommendation 28# – to develop an electronic record system 



among DH, C&ED and the Trade and Industry Department to 
facilitate the tracking of imported and exported drugs.  

 

Regulation of Retailers  

Recommendation 29# – to require all retailers of non-poisons to be 
subject to licensing and inspection control.  

Recommendation 30# – in the longer term after taking into account 
the market operating conditions and the availability of sufficient 
pharmacists, to require the presence of a registered pharmacist 
whenever an Authorized Seller of Poisons (ASP) is open for 
business. Heightened enforcement actions should be taken against 
those non-pharmacists who violate and interrupt the pharmacists’ 
performance of their duties at ASPs.  

Recommendation 31* – to require all Part I Poisons be stored in 
locked receptacle in the premises of an ASP and that only the 
pharmacist should hold the key to the locked receptacle.  
 
Recommendation 32* – to add a provision in the Pharmacy and 
Poisons Ordinance for the issuance and revision of the code of 
practice for ASPs in order to give a legal status to the code to 
enhance monitoring on the operation of ASPs; and to introduce a 
code of practice for Listed Sellers of Poisons (LSPs) which should 
enjoy the same legal status as the code for ASPs.  
 
Recommendation 33* – to give the Pharmacy and Poisons Board 
the authority to revoke the licence of an ASP at any time after the 
ASP has been convicted of serious drug offence.  

Recommendation 34* – to tighten the licensing conditions for the 
refusal or renewal of ASP or LSP applications. DH should evaluate 
what type of drug offences should be included based on their 
public health impact.  
 
Recommendation 35# – to strengthen the monitoring of ASPs and 
LSPs by means of more frequent and more detailed inspections.  



Recommendation 36* – to require ASPs and LSPs to purchase 
drugs from licensed traders only.  

Recommendation 37* – to require that all orders for drugs to have 
written records.  

Recommendation 38* – to require ASPs to sell pharmaceutical 
products in their original packing, save in the case of a doctor 
prescription drug which is required by law to be dispensed in 
exact quantity in accordance with the prescription and in the case 
of pharmacist dispensing drugs to patients according to their need 
with proper labelling.  

Recommendation 39* – to require ASPs and LSPs to keep all the 
supporting documents including drug orders and sales invoices 
related to every purchase of all pharmaceutical products, and the 
documents should be kept as long as the expiry date of the 
pharmaceutical product concerned for DH’s inspection if 
necessary.  

Regulation of Drug Procurement  

Recommendation 40# – both DH and Hospital Authority (HA) to 
conduct post-delivery surveillance including microbiological and 
chemical testing to ensure drug quality.  
 
Recommendation 41* – both DH and HA to require the suppliers 
to provide additional information, such as pack size and 
registration number, etc. in the delivery documents to enable more 
effective physical checking and verification if drugs received are 
legally conforming.  
 
Recommendation 42# – both DH and HA to provide additional 
training to staff and monitor the workflow in the repacking 
activities in drug dispensing to minimize errors.  

Recommendation 43* – to impose a new requirement on 
suppliers to keep samples of each batch of drugs that are still 
within the expiration period to facilitate investigation when 
needed.  



Recommendation 44# – to upgrade DH’s central inventory 
monitoring computer system to enhance the traceability of drugs.  

Recommendation 45# – DH to enrich the database of registered 
pharmaceutical products so as to provide more detailed 
information to the public on registration details of products, e.g. 
pack-size, labelling, legal classification, etc.  

Recommendation 46* – HA to require suppliers to provide 
evidence that their products are either registered or are exempted 
from registration under the law.  

Recommendation 47* – HA to require suppliers to provide 
microbiological test results for high risk drug items and batch 
release certificates on all drugs supplied to HA to ensure safety 
and quality.  

Recommendation 48* – HA to use multiple sources for supply of 
high risk products with high usage volume.  

Recommendation 49# – HA to establish a Drug Quality Assurance 
Office to enhance quality monitoring of products, performance 
management of manufacturers and suppliers and quality incident 
management as well as to monitor the implementation of all 
improvement initiatives.  

Recommendation 50# – HA to enhance the current electronic 
system, such as exploring the use of radio-frequency identification 
(RFID), bar coding, wireless data transmission, etc. to enable 
product traceability and effective stores management.  

Recommendation 51* – HA to require suppliers to provide drugs 
in suitable pack sizes as far as possible to reduce the need for 
repacking.  

Recommendation 52* – DH to issue a set of guiding principles on 
drug procurement for the private medical sector and encourage 
private hospitals, managed care organisations and private 
medical practitioners in solo or joint practices to follow this set of 
guiding principles as far as practicable.  



Recommendation 53* – DH to encourage private hospitals to 
develop an automated inventory management system and 
bar-coding system for pharmaceutical products.   

Pharmacovigilance  

Recommendation 54* – to establish a pharmacovigilance 
advisory body to review DH assessments of the adverse drug 
reaction (ADR) reports received, advise DH on action on specific 
cases, serve as an editorial advisory board of the 
pharmacovigilance bulletin and assist DH in the promotion of 
pharmacovigilance activities.   

Recommendation 55# – DH to set up a dedicated team to promote 
pharmacovigilance work among professionals, education 
institutions and the industry; handle ADR reports received; 
disseminate information; and support the pharmacovigilance 
advisory body.  

Recommendation 56* – DH to publish a regular 
pharmacovigilance bulletin for distribution to all doctors, dentists 
and pharmacists, and a user-friendly version of the bulletin for 
reference of the general public.  

Recommendation 57# – DH to include an ADR report form in 
mails to doctors and pharmacists, enhance DH website such that 
doctors and pharmacists could subscribe and receive emails from 
DH on ADR as soon as they become known, encourage the use of 
electronic reporting of ADRs, and develop additional electronic 
interface for dentists and pharmacists to facilitate ADR reporting.  

Recommendation 58# – DH to publish guidelines for the drug 
industry on their responsibilities to report ADRs, to educate and 
encourage them to report ADRs and to develop a culture of 
awareness of pharmacovigilance.  
 
Recommendation 59* – to require the drug industry to report any 
actions taken by overseas drug regulatory authorities on any drugs 
as a consequence of safety issues and require manufacturers to 
inform DH if they have committed to the request of European 



Union (EU) or United States (US) to develop an EU Risk 
Management Plans or US Risk Evaluation and Mitigation 
Strategies as a condition for approving a new drug.  

Recommendation 60* – DH to review ADR reports within three 
working days.  

Recommendation 61* – DH to establish liaison with overseas 
health authorities for exchange of ADR information as well as 
providing training on pharmacovigilance to staff.  

Recommendation 62# – DH to review the progress and 
effectiveness of the development and implementation of the 
improved pharmacovigilance measures in two years’ time.  

Recommendation 63# – DH to continue the heightened 
surveillance against high risk products sold in the market and set 
up a dedicated team of pharmacists to handle increased sampling 
of high risk products.  

Recommendation 64* – to adopt a risk-based approach in drug 
recall and public communication. Specifically DH should revise 
the recall guidelines to include the different stages of recall 
procedures, the classification of the recall, the level of the recall, 
the strategy of the recall including the dissemination of 
information to the public, the responsibilities of the trade 
including refund, and the monitoring of all follow up actions, 
including the effectiveness of the recall.  

Recommendation 65* – DH to inform the Consumer Council on 
every drug recall incident at consumer level to widen the 
dissemination network of the drug recall message.   

Recommendation 66* – DH to add a refund mechanism in the 
recall guidelines requiring manufacturers and wholesalers to 
provide refund details to consumers at retail level in the event of 
drug recall.  

  



Risk Communication  

Recommendation 67# – to set up a dedicated, multi-disciplinary 
team to oversee education and training. The team should 
collaborate with and coordinate efforts of the academia, Consumer 
Council and relevant professional bodies in the provision of 
education and training programmes on drug safety.  

Recommendation 68# – to continue organizing seminars with 
additional focus on quality control for the management at different 
levels of the drug supply chain as well as front-line staff.  

Recommendation 69# – to enhance the content of “Compendium of 
Pharmaceutical Products” on DH website to provide more 
information about each registered drug.  

Recommendation 70# – to set up a designated website on drug 
safety to provide a better platform for information dissemination 
and exchange.  
 
Recommendation 71* – to establish a working group to work out 
the prototype of the enhanced website and its contents.  

Recommendation 72# – to require that more information on drugs 
and patient-oriented advice be provided along with drugs 
dispensed to patients at hospitals or clinics.  

Penalty System  

Recommendation 73* – to include more aggravating factors in the 
facts of the case submitted to the Court to reflect the seriousness of 
the offence concerned for the Court to impose an appropriate 
sentence.  

Recommendation 74* – to amend the Pharmacy and Poisons 
Ordinance to include provision for the Court to order the 
convicted person to pay the analytical costs incurred by the 
Government to increase the deterrent effect.   



Manpower Requirements  

Recommendation 75# – to expand DH’s Pharmaceutical Service 
into a dedicated office on drugs to strengthen DH’s regulatory role 
in enhancing drug safety. In the long run, consideration will be 
given to expanding the office to be a “Centre for Drug Safety”.  
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Summary on the Recommendations of  
the Review Committee on the Regulation of Pharmaceutical Products in Hong Kong (Review Committee) 
which Require Amendments to the Pharmacy and Poisons Ordinance (PPO) and its subsidiary legislation  

 
No.1 Details of recommendation The Administration’s response  

to the recommendation 
6 Empower the Pharmacy and Poisons Board to maintain an 

Authorized Person (AP) register and remove any AP from 
the register should the AP be found incompetent to perform 
the role of an AP. 
 

The Administration will implement the 
recommendation through legislative amendments.  

11 Introduce a code of practice (COP) to govern the conducts of 
the manufacturers and the APs. 
 

The Administration will implement the 
recommendation through legislative amendments. 
 

14 Replace the term “Poison 毒藥”, as required to be labelled 
on pharmaceutical products classified as poisons, with 
other terms to alleviate the unnecessary concern of 
consumers that the products might be harmful and 
unsuitable for use or consumption. 
 

The Administration will implement the 
recommendation through legislative amendments. 

15 Delete the phrase “to be marketed for use within Hong 
Kong” on the certificate of registration of pharmaceutical 
products. 
 
 

The Administration will implement the 
recommendation through legislative amendments. 

16 Extend the validity of clinical trial certificate from “not 
more than two years” to “not more than five years”. 
 

The Administration will implement the 
recommendation through legislative amendments. 

18 & 
29 

All wholesalers and retailers of non-poisons shall be 
subject to inspection and licensing control. 

Due to (i) the significant impact to the large number of 
direct sellers of non-poisons; and (ii) the significant cost 

                                                 
1 Denotes the number of the recommendations put forward by the Review Committee as appeared in its report issued in December 2009. 
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No.1 Details of recommendation The Administration’s response  
to the recommendation 

 to trade due to the wide range of products and huge 
volume involved, the Administration considers it not 
appropriate to impose licensing control on retailers of 
non-poisons. 
 

19 All wholesalers are required to (i) keep transactions records 
of all pharmaceutical products, including Part II poisons 
and non-poisons in the same manner as for Part I poisons; 
and (ii) keep samples of each batch of drugs handled to 
facilitate investigation when needed. 
 

The Administration proposes to implement (i).  For (ii), 
as additional space is required for sample retention and 
keeping samples of expensive drugs is costly, the 
Administration does not consider it necessary to 
implement (ii) if traders can provide samples within 
specified period upon request.  Moreover, 
manufacturers of registered drugs must reach Good 
Manufacturing Practice (GMP) standards and must 
keep drug samples under GMP requirements.  
 

20 Require secondary packaging be carried out by a licensed 
manufacturer. 
 

The Administration will implement the 
recommendation through legislative amendments. 
 

21 Introduce a COP for importers/exporters and wholesalers 
detailing their roles and responsibilities, including the 
requirement of batch release certificate, the reporting of 
adverse drug reactions, proper storage and transportation 
of drugs, etc. 
 

The Administration will implement the 
recommendation through legislative amendments. 

30 Registered pharmacist should be present at authorized 
seller of poisons (ASP) whenever an ASP is open for 
business. 
 

Having regard to the insufficient manpower supply of 
registered pharmacists currently and in the near 
future, the Administration does not consider it an 
appropriate timing to implement this recommendation 
at this stage. 
 

31 All Part I Poisons be stored in locked receptacle in the 
premises of an ASP and that only the pharmacist should 

The Administration will implement the 
recommendation through legislative amendments. 
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No.1 Details of recommendation The Administration’s response  
to the recommendation 

hold the key to the locked receptacle. 
 

32 Add a provision in the PPO for the issuance and revision of 
the COP for ASPs in order to give a legal status to the COP 
to enhance monitoring on the operation of ASPs; and to 
introduce a COP for listed sellers of poisons (LSP) which 
should enjoy the same legal status as the COP for ASPs. 
 

The Administration will implement the 
recommendation through legislative amendments. 

33 Give the Pharmacy and Poisons Board the authority to 
revoke the licence of an ASP at any time after the ASP has 
been convicted of serious drug offence. 
 

The Administration will implement the 
recommendation through legislative amendments. 

34 Tighten the licensing conditions for the refusal or renewal 
of ASP or LSP applications.  Department of Health should 
evaluate which types of drug offences should be included 
based on their public health impact. 
 

The Administration will implement the 
recommendation through legislative amendments. 

74 Amend the PPO to include provision for the Court to order 
the convicted person to pay the analytical costs incurred by 
the Government to increase the deterrent effect. 
 

To increase the deterrent effect, the Administration will 
propose legislative amendment to empower the Court to 
order recovery of all expenses incidental to the taking, 
examination and analyses of any sample of drugs in 
respect of which the conviction is based from the 
defendant. 
 

 



Annex D 
 

Implications of the Proposal 
 

Financial and civil service implications 
 

 The proposal will lead to (i) the creation of two new fee items 
relating to the proposed registration of AP which would generate an 
annual revenue of about $284,000, and (ii) the merging of the 
registration of importers/exporters of pharmaceutical products with 
the licensing of wholesale dealers which would result in decrease of 
annual revenue of about $9,000.   
 
2. The concerned bureaux/departments will endeavor to absorb 
additional workload, if any, within their existing resources.  Where 
necessary, they will justify and seek additional resources in accordance 
with the established mechanism.  As for the additional workload for 
the Judiciary, if any, in line with the existing funding arrangements, the 
Administration will provide the Judiciary with the necessary manpower 
and financial resources should such need arise in future. 
 
 
Economic and sustainability implications 
 
3. As regards the economic and sustainability implications, the 
proposal would strengthen the regulatory regime for the 
pharmaceutical products, thus safeguarding the health of the public.  
Although the tightened control measures may impose additional 
compliance requirements on traders of pharmaceutical products and 
thereby increase their operational cost, the enhanced regulatory regime 
will strengthen public confidence towards pharmaceutical products 
and traders in Hong Kong which shall facilitate the development of the 
pharmaceutical sectors.  The proposal to streamline the registration of 
new pharmaceutical products would enhance the efficiency of the drug 
registration processes and hence expedite the sale and supply of new 
pharmaceutical products in Hong Kong.  As most of the new 
pharmaceutical products are used for treating relatively serious 
diseases, allowing an early sale and control of such products to fill an 
unmet medical need will eventually benefit the patients in Hong Kong.  
We expect the benefits brought to the community as a whole by our 
legislative proposal will outweigh the increased administrative and 
operational costs of traders of pharmaceutical products. 
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