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NOTE 

The views expressed in this report are those of the participants in the meeting and do not 
necessarily reflect the policy of the World Health Organization. 
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Summary 

. A Regional Workshop on Improving Medicines Surveillance and Regulatory 
FunctlOns was held in Manila, Philippines, from 19 to 21 November 2007. 

The objectives of the workshop were: 

(1) to address difficulties that hamper the functions of national drug regulatory 
authorities and surveillance systems such as adverse drug reactions (ADR) 
monitoring, post-marketing surveillance on quality and safety, and the regional 
rapid alert system (RAS) for combating counterfeit drugs; and 

(2) to identify initiatives and activities to strengthen safer usage of medicines 
based on integrated national drug regulatory authorities and surveillance systems. 

There were 26 participants from 11 countries in the WHO Western Pacific 
Region, namely Cambodia, China, Fiji, Japan, the Republic of Korea, the Lao People's 
Democratic Republic, Malaysia, Mongolia, Papua New Guinea, the Philippines and 
Viet Nam; six temporary advisers; two observers; and seven secretariat members from 
the WHO Regional Office and WHO Headquarters. 

The programme consisted of plenary presentations and discussions on the 
following: medicines surveillance and regulatory functions, safety surveillance, post
marketing quality surveillance, post-market surveillance involving consumers, and 
combating counterfeit drugs. 

The participants were divided into three groups to discuss (1) safety surveillance, 
(2) quality surveillance and counterfeit drugs, and (3) medicines surveillance integrating 
consumer reports, mainly discussing three perspectives each such as barriers for effective 
implementation, possible causes and options for improvement. 

Participants were also grouped by country to discuss possible plans of action. 
Participants suggested a number of activities for safety surveillance, post-marketing 
quality surveillance, post-marketing surveillance involving consumers, and combating 
counterfeit drugs. 

The workshop concluded that many types of medicines surveillance, in 
particular post-marketing safety surveillances and post-marketing quality assurance, are 
integral parts of medicines regulatory functions in ensuring that safety, efficacy and 
quality of medicines. Therefore, they should not be taken in isolation. One of the 
important goals of safety surveillance is to promote safe and rational use of medicines by 
providers and consumers. Involving consumers in medicines surveillance has proven to 
be feasible and effective in countries with functioning regulatory authorities, and it 
should be part of the existing regulatory function. 



The participants reached several recommendations that were addressed to the 
participants, member countries and WHO: 

Participants: 

(1) Participants need to officially report to their respective authorities and undertake 
necessary follow-up as agreed during the workshop on several issues, especially on safety 
monitoring, quality monitoring, combating counterfeit medicines, and involving 
consumers in medicines surveillance. 

Member countries: 

(1) Member countries should further strengthen their medicine surveillance system as 
an integral part of medicines regulatory functions to ensure the safety, efficacy and 
quality of medicines and their appropriate usage. 

(2) Safety monitoring should encompass not only the detection and reporting of new 
adverse drugs reactions, but also the promotion of safe and rational use of medicines by 
providers and consumers. The objective of safety monitoring should be geared from 
documenting product safety profiles to ensuring patient safety with risk management 
approach. Knowledge and awareness about safety monitoring, as well as safe and rational 
use of medicines, should be shared with providers and consumers. Prescribers should 
receive timely, relevant feedback in order to minimize the future occurrence of adverse 
events due to misuse. 

(3) Post-marketing quality surveillance should be part of the medicines quality 
assurance mechanism. Necessary regulatory follow-up should be done along with the 
enforcement of medicines regulation and the removal of substandard and unregistered 
products from the market. 

(4) For combating counterfeit medicines, medicines surveillance should target high
risk products in high-risk areas, such as remote places, borders area and unlicensed 
establishments, where counterfeiting will have a deadly health impact. 

(5) Collaboration with law enforcement agencies and customs should be established 
and/or strengthened to facilitate timely detection of suspicious counterfeit drugs and to 
possibly arrest the criminals involved in the illegal trade. 

(6) Member countries should take full advantage of the Rapid Alert System to 
exchange information among regulatory authorities and to stop the distribution of 
counterfeit drugs in other countries. 

(7) Countries with well-functioning regulatory systems should develop mechanisms to 
incorporate consumer reporting into their existing medicines surveillance. 



WHO: 

(1) When needed, WHO should provide technical support for strengthening medicines 
surveillance, including safety surveillance, quality surveillance and combating counterfeit 
medicines, and involving consumers in medicines surveillance, 

(2) WHO should facilitate intercountry collaboration and exchange of experiences 
through various means, such as networking. The existing regional Rapid Alert System 
should be improved and expanded. 



CONTENTS 

SUMMARY 

1. INTRODUCTION ..................................................................................... 1 

1.1 Background .................................................................................... 1 
1.2 Objectives ...................................................................................... 1 
1.3 Participants ..................................................................................... 1 
1.4 Organization and Contents of Workshop ................................................... 2 
1.5 Opening remarks .............................................................................. 2 
1.6 Appointment of Chairperson, Vice-chairperson and Rapporteurs ...................... 3 

2. PROCEEDINGS ....................................................................................... 3 

2.1 Introduction: Meeting objectives, Expectations and Methodology ................... 3 
2.2 Medicines Surveillance and Regulatory Functions ....................................... 3 

2.2.1 Assessment of Medicines Regulatory Authority ................................ .4 
2.2.2 Medicines Safety Monitoring ...................................................... 5 

2.3 Safety Surveillance ........................................................................... 5 
2.3.1 Challenges in Developing Pharmacovigilance Systems ........................ 5 

2.4 Country Presentations ........................................................................ 6 
2.4.1 Japan ................................................................................... 6 
2.4.2 China ................................................................................... 7 
2.4.3 Viet Nanl. .............................................................................. 7 
2.4.4 Republic of Korea .................................................................... 7 

2.5 Plenary Discussion ............................................................................. 8 
2.6 Post Marketing Quality Surveillance ........................................................ 8 

2.6.1 Post Marketing Quality Surveillance: Australian Perspective .................. 8 
2.7 Country Presentations ......................................................................... 9 

2.7.1 Malaysia ............................................................................... 9 
2.7.2 Cambodia ............................................................................ 10 
2.7.3 Viet Nam ............................................................................. 11 

2.8 Plenary Discussion ............................................................................ 12 
2.9 Post Market Surveillance Involving Consumers .......................................... 12 

2.9.1 Significance of Consumer Involvement in Media Surveillance .............. .12 
2.9.2 Status of Pilot Implementation of Medicines Surveillance Systems 

Integrating Consumer Reporting in the Philippins .............................. 13 
2.9.3 Involving Consumers in Medicines Surveillance: Malaysia ................... 13 
2.9.4 Relevant Experiences of Consumer Surveillance ............................... 14 

2.10 Combating Counterfeit Drugs ................................................................ 15 
2.10.1 IMPACT - Global Update .......................................................... 15 
2.10.2 Rapid Alert System Update ........................................................ 15 
2.10.3 Country Presentations ............................................................... 15 

2.11 Intensified Surveillance Methodology for Combating Counterfeit Drugs ............. 18 
2.12 Group Work: Measures to Improve Monitoring and Surveillance ..................... 18 
2.13 Group Work: Measures to Improve Combating Counterfeit Drugs ..................... 18 



2.13.1 
2.13.2 
2.13.3 
2.13.4 
2.13.5 
2.13.6 
2.13.7 
2.13.8 
2.13.9 
2.13.10 

Cambodia .......................................................................... 18 
China ............................................................................... 19 
Fiji .................................................................................. 19 
Japan ............................................................................... 20 
Lao People's Democratic Republic ............................................. 20 
Malaysia ........... " ............................................................... 20 
Mongolia ........................................................................... 21 
Papua New Guinea ................................................................ 21 
Philippines ......................................................................... 21 
VietNam ........................................................................... 22 

2.14 Presentation of Group Output .............................................................. 22 
2.14.1 Group A ........................................................................... 22 
2.14.2 Group B ............. , ............................ , .................. , ............ .23 
2.14.3 Group C ........................................................................... 24 

3. CONCLUSIONS AND RECOMMENDATIONS ............................................. .25 

3.1 Conc1usions .................................................................................. 25 
3.2 Recommendations ........................................................................... 25 

3.2.1 Participants ......................................................................... 25 
3.2.2 Member Countries ................................................................. 25 
3.2.3 WHO ................................................................................ 26 

ANNEXES 

ANNEX 1 - LIST OF PARTICIPANTS, TEMPORARY ADVISERS, 
OBSERVERS AND SECRETARIAT 

ANNEX 2 - AGENDA 

ANNEX 3 - PROGRAMME OF ACTIVITIES 

Keywords: 

Drug and narcotic control/Product surveillance, Postmarketing 



1. INTRODUCTION 

1.1 Background 

Essen~al medicines save lives and improve health, but only if they are of good quality, 
safe, efficacIOus, and rationally used. The sale of substandard and counterfeit medicines 
remains a serious public health problem in many developing countries and areas in the 
Western Pacific Region. Many developing countries either have no regulatory authority or 
have a regulatory authority with limited capacity to regulate the medicines market. Over the 
years, WHO has advocated and provided support for Member States to undertake medicines 
surveillance to identify problems with the quality and safety of products on the market. 

The WHO Programme for International Drug Monitoring provides a forum for Member 
States to collaborate in the monitoring of drug safety. As part of the quality assurance of 
medicines, there is ongoing post-marketing quality surveillance, where the regulatory 
authority will take follow-up action if problems in quality are identified. A global voluntary 
reporting system for counterfeit drugs has also been established by WHO to compile reports 
on cases of counterfeit products. In the Western Pacific Region, a regional Rapid Alert 
System (RAS) for combating counterfeit drugs has been launched to alert Member States 
when counterfeit drugs are detected. As most medicines surveillance systems focus mainly 
on health providers and lacks consumer involvement, a pilot project for consumer-based 
surveillance has been initiated in Malaysia and the Philippines. 

This regional workshop was organized to address issues related to medicines 
surveillance, to identify gaps and to find feasible solutions to improve the surveillance system 
and medicines regulatory functions. 

1.2 Objectives 

(1) To address difficulties that hamper the functions of national drug regulatory 
authorities and surveillance systems such as adverse drug reactions (ADR) monitoring, 
post-marketing surveillance of quality and safety, and the regional RAS for combating 
counterfeit drugs. 

(2) To identify initiatives and activities to strengthen safer usage of medicines based 
on integrated national drug regulatory authorities and surveillance systems. 

1.3 Participants 

The 26 participants came from Cambodia, China, Fiji, Japan, the Republic of Korea, 
the Lao People's Democratic Republic, Malaysia, Mongolia, Papua New Guinea, the 
Philippines, and Viet Nam. There were also six temporary advisers, two observers, and seven 
secretariat members from the WHO Regional Office for the Western Pacific, WHO 
Representative Office in the Philippines and WHO Headquarters. 
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1.4 Organization and contents of workshop 

The workshop's programme was divided into seven main sessions: (~) m~icines 
surveillance and regulatory functions, (2) safety surveillance, (3) plenary dIscussIOn, (4) post
marketing quality surveillance, (5) post-marketing surveillance involving consumers, (6) 
combating counterfeit drugs, and 7) presentation of group work. 

There were two group work sessions: (1) measures to improve monitoring and 
surveillance, and (2) measures to improve combating counterfeit drugs. 

1.5 Opening remarks 

Dr Shigeru Omi, Regional Director, WHO Western Pacific Regional Office, welcomed 
all participants to the workshop. 

He thanked the participants for taking the time to attend the workshop and for showing 
interest in and appreciation of the importance of the subject. He said that essential medicines 
save lives and improve health - but only if they are of good quality and are properly used. 
This is what makes medicines surveillance such a vital task. ·He said that the role of 
surveillance is broad, but basically it is to monitor the safety, quality and use of medicines 
after they are on the market. He further mentioned that regulatory or educational measures 
can be taken once problems are identified. Surveillance should not take place in isolation and 
should not be confined to case reporting. The WHO Programme for International Drug 
Monitoring provides a forum for WHO Member States to collaborate in the monitoring of 
drug safety. Currently, 82 Member States, including 11 in the Western Pacific Region, are 
participating in the programme; 17 others are associate members. 

Dr Omi mentioned that some regulatory functions are already carrying out post
marketing quality surveillance, with the regulatory authorities taking follow-up action if 
problems are identified. Similarly, WHO has established a global voluntary reporting system 
to collect reports on cases of counterfeit drugs .. 

He reminded participants that a regional rapid alert system (RAS) for combating 
counterfeit drugs was launched three years ago to provide real-time information for member 
countries when counterfeit drugs are detected. The aim is to remove the products from the 
market and to inform consumers, thus minimizing adverse impacts. He added that one of the 
problems we face in surveillance is the low level of consumer involvement. He was pleased 
to learn that pilot projects of consumer-based surveillance had been initiated in Malaysia and 
Philippines. By involving consumers, it is hoped that the sensitivity of the surveillance 
system can be improved. 

Dr Omi also emphasized that sharing experiences will help identify the problems in 
medicines surveillance and then draw up realistic solutions to help safeguard the health of 
members of the public. 

1.6 Appointment of Chairperson, Vice-Chairperson and Rapporteurs 

The workshop elected Dr Chhieng Phana from Cambodia as Chairperson and 
Ms Mazuwin Zainal Abidin of Malaysia as Vice-Chairperson. Mr Joon Su Shin of the 
Republic of Korea was elected as the Rapporteur. 
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2. PROCEEDINGS 

2.1 Introduction: meeting objectives, expectations and methodology 

Dr Budiono Santoso, Regional Adviser in Pharmaceuticals, WHO Western Pacific Region, 
presented the objectives, scope of activities, expectations and methodology. He stressed that 
surveillance is not an isolated function but is related to the fields of safety, quality and regulation. He 
challenged the participants to come up with a work plan for improving medicines regulatory functions 
and surveillance system. 

2.2 Medicines surveillance and regulatory functions 

Dr Budiono Santoso started his presentation by stating the goal of medicines 
regulations, which is, to safeguard public health by ensuring the safety, efficacy and quality 
of medicines through accuracy and appropriateness of information. 

He recommended the following as the main medicines regulatory functions: (1) 
licensing: manufacture, import, export and distribution; (2) assessment of safety, efficacy and 
quality and issuing market authorization; (3) inspection of manufacturers, importers, 
wholesalers and dispensers; (4) controlling and monitoring of quality of medicines; (5) 
controlling promotion and advertising of medicines; (6) monitoring of adverse reactions; and 
(7) independent medicines information. 

Dr Santoso defined "medicines surveillance" as the regular or continuous monitoring of 
events related to medicines in the population. Two forms of medicines surveillance are 
"safety surveillance" and "quality surveillance". 

Safety surveillance aims to: (1) improve patient care and safety in relation to the use of 
medicines and all medical and paramedical interventions; (2) improve public health and 
safety in relation to the use of medicines; (3) contribute to the assessment benefits and risk of 
medicine and encourage safe, rational and more effective use of medicines; and (4) promote 
understanding, education and clinical training in ADR monitoring and its effective 
communication to the general public. 

The scope of activities in safety monitoring are: (1) early detection of unknown ADR, 
(2) detection of increasing frequency of known ADR, (3) identification of risk factors, and (4) 
dissemination of information to improve regulation and prescribing. 

A major activity is the collection of ADR reports, which leads to the detection of new 
ADRs. However, ADR reports may not be effective in improving awareness and changing 
unsafe prescribing practices as few activities are directed to influence unsafe prescribing and 
use. The ADR centres are remote from users and clinical facilities and have little direct 
contact with the prescribers. 

Dr Santoso recommended ways to improve safety monitoring, i.e. through reorientation 
from reporting to proactive intervention for safety and use of medicines. There should be 
appropriate reactive interventions. Information feedback to prescribers on individual ADR 
cases is necessary. Dr Santoso gave examples of ADR related to misuse, namely: (1) 
deafuess due to overuse of amino-glycoside antibiotics, (2) renal impairment due to amino-
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glycoside antibiotics, (3) muscle fibrosis in children due to injections of substandard quality, 
and (4) anaphylaxis related to indiscriminate use of penicillin injections. 

Quality surveillance aims: (1) to monitor and ensure the quality of medicinal products 
in the market, (2) to detect and improve substandard products, and (3) to detect and remove 
fake products from the distribution channel and market. Quality surveillance is an integral 
part of the quality assurance mechanism and is a medicines regulatory function. 

Dr Santoso mentioned that substandard drugs are common; over half are antibiotics, 
antimalarials and other anti-invectives. Fewer than one in three developing countries have 
well-functioning drug regulation. He explained the challenges in quality surveillance. While 
samples are collected only from licensed outlets, counterfeit products are distributed more 
widely in unregulated and unlicensed outlets. Appropriate follow-up regulatory actions are 
taken, and removal of substandard or counterfeit products from the distribution channel is not 
done. Drug usage monitoring aims to monitor the way medicines are used by providers and 
to encourage the appropriate use of medicines. It is difficult to monitor usage on routine 
basis. It needs specially designed drug utilization assessment. Irrational use of drugs is a 
widespread hazard to health and there is an urgent need for intervention. Challenges and 
opportunities in drug use monitoring include promoting appropriate usage by providers and 
consumers through appropriate intervention and monitoring of appropriate information on 
labelling, information and advertisement. 

The consumers may report: (1) how they feel, which may be an ADR event; (2) what 
they see, e.g. products defects, product misinformation and misleading advertisements, 
suspected fake drugs; and (3) what they know or suspect, e.g. illegal distribution and 
manufacturing sites. Involving consumers may enhance the sensitivity of surveillance on 
safety, quality, fake products and misleading information. 

Dr Santoso stressed that the goal of medicines surveillance and regulation is to ensure 
that medicines are of good quality, assured safety and efficacy, and with correct product 
information. Efforts should be maximized to effectively use the existing medicines 
surveillance and to improve medicines regulatory functions. It is not enough to undertake 
surveillance to make reports and to get statistics. Consumers potentially contribute to 
medicines surveillance: safety, quality and counterfeit dugs, rational use. 

2.2.1 Assessment of medicines regulatory authority - basis for improvement 

Dr Valerio Reggie, Coordinator, Technical Cooperation for Essential Drugs and 
Traditional Medicine, WHO Headquarters, presented the results of an assessment of national 
regulatory authorities. The objectives of the assessment, all of which were met, were: (1) to 
identify strengths and weaknesses in the system structures and processes and to identify 
causes for any observed weakness; (2) to design new approaches; (3) to use assessment 
results as a tool for convincing decision-makers to gain more support; and (4) to find out if 
activities are going as planned and objectives have been met. 

There are two assessment approaches: (1) self-assessment, and (2) external assessment. 
It is a good opportunity for local specific harmonization network and helps to understand 
other's work including huge amount oftechnical terms (interpretation); showed different 
level of assessment from grade zero to grade four. While there is no ideal approach, it must 
be attuned to available resources. The problems in establishing regulatory control have too 
often resulted from the introduction of provisions successful elsewhere but too complex to be 
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effectively im~l~ent~ in the country of adoption, WHO has concluded that same approach 
can.n0t be appl,led In ~lff~rent places; instead, adopt to the country's individual approach and 
revle~ ~e natIOnal sItu,ahon The outcome of an assessment gives national regulatory 
authonttes an o~po.rtunIty ~o ~~ok at their situation; to document the highlights, strengths and 
weaknesses; to mdIcate pnontles for action; and to direct technical support and trainit}.g. The 
document can be used to seek additional support from other sources. 

2.2.2 Medicines safety monitoring 

Dr Kenneth Hartigan Go, temporary adviser, made a presentation on the need for 
pharmacovigilance (PV) on behalf ofMs Mary Couper, Quality Assurance and Safety of 
Medicines, WHO Headquarters. 

WHO defines pharmacovigilance as the science and activities relating to the detection, 
assessment, understanding and prevention of adverse effects or any other drug-related 
problem. 

Pharmacovigilance improves patients' care and safety in relation to the use of 
medicines, and all medical and paramedical interventions; improve public health and safety 
in relation to the use of medicines; contribute to the assessment of benefit, harm, 
effectiveness and risk of medicines, encouraging their safe, rational and more effective 
(including cost-effective) use; and promote understanding, education and clinical training in 
pharmacovigilance and its effective communication to the public. The ultimate aim of 
pharmacovigilance is rational use of medicines. He discussed the WHO Programme on 
International Drug Monitoring, which has more 100 Member States participating, including 
83 full members and 10 associate members. He discussed also the different activities 
undertaken. He said that pharmacovigilance is good system to detect fake drugs and can 
improve health. Drug safety is a global responsibility. WHO cannot work alone. Withjust 
over 100 countries in the programme, much work remains. 

2.3 Safety surveillance 

2.3.1 Challenges in developing pharmacovigilance systems 

Dr Kenneth Hartigan Go, WHO temporary adviser, introduced everyone in the room as 
country experts with different perspectives, backgrounds, experiences and skills. He stressed 
that they were all resources for each other during and after this meeting. 

Pharmacovigilance should be integrated into rational drug use and be a part of national 
formulary systems. The affiliation of pharmacovigilance is among drug regulatory authority, 
university institution, hospital department, poison information or drug information centre and 
independent foundation. 

He mentioned the concept of "social marketing", which is a tool for changing public 
behaviour. Social marketing requires a "change agent" to persuade "target adopters" of a 
message. National centres must determine what strategic role they want to play along the 
lines of social marketing. Pharmacovigilance education helps rational drug use and current 
efforts. 

Dr Go mentioned that pharmacovigilance and the people working in this specialized 
field are not fully appreciated. Health investments in this area have been traditionally low. 
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Phannacovigilance has to be brought to the attention of businesses, gove~en~s and 
households. Failure in drug safety can mean loss of confidenc~ and c:edlbll~ty In gov~~nt 
and undennine citizens' trust in bureaucracy. It pays to strategtc~ly Invest In ~~unlcatlOn 
and social marketing, using patients as the common centre stage In phannacovl~~ance . 
programmes and making drug safety a househol~ word. He ~hallenged the partiCIpants ~~th 
the question: "What are our rewards for saving hves by making drugs and drug use safer . 

2.4 Country presentations 

2.4.1 Japan 

Mr Satoru Nakamura and Yutaka Ota discussed the status of safety surveillance in 
Japan. Mr Nakamura explained the organizational structure of.the Mini~try ofH~alth, Labor 
and Welfare, including the different bureaux, divisions and theIr respectIve functIons. He 
said that gathering and use of drug safety infonnation for phannacovigilance is undertaken by 
the Planning and Management Division (PMDA). 

The priority initiatives of PMDA are the following: (l) enhancement of review 
operations, (2) consolidation of post-marketing safety operations and improvement of adverse 
health effect relief services. Three post-market surveillance operations such as network of 
sentinel medical institutions, data mining techniques and infonnation are on-going. The 
network of Sentinel Medical Institutions cooperates with the Ministry of Health Labor and 
Wei fare, (MHL W), academic societies and industry. They collect drug infonnation which is 
essential but difficult. Currently, there is a pilot phase for surveillance of oncology 
combination therapy and paediatric use surveillance. The pilot on surveillance of oncology 
combination therapy operated since June 2005 involving hospitals. This is a paper-based 
surveillance which registers patients and ADR reports. So far, about 2900 patients have been 
registered with 456 ADR reports. Analysis and evaluation of data will be finalized by March 
2008. On the paediatric use surveillance there was a study group created by the MHLW. A 
retrospective survey was undertaken to investigate hyponatremia related to maintenance field 
administration in children from October 2006 to March 2007 In addition there is an on-going 
study on system for collection and evaluation of infonnation and reports on medical device 
malfunction and adverse drug events. 

2.4.2 China: drug surveillance 

Ms Ye Gouging, section chief, State Food and Drug Administration (SFDA) discussed 
the current situation of ADR monitoring in China. She made her presentation in three parts: 
organization and function; laws and regulations and the development in the monitoring of 
drug safety. The ADR monitoring system in China was established in 1989. There are two 
modules in the system: the administrative system composed of the SFDA and 31 provincial 
food and drug administrations. Currently, there is one National Center for ADR monitoring, 
31 regional centres and one military centre. SFDA is responsible for administration of 
nationwide drug safety surveillance. SFDA and Ministry of Health closely work together to 
set up policies and guidelines on drug safety use. In March 1998 China joined the WHO 
International Programme for Drug Monitoring. As a full member, China began to submit 
ADR reports regularly. About 300 ADR were submitted to WHO database quarterly. The 
national centre for ADR monitoring is responsible for technical work of post-marketing 
surveillance. The centre is responsible to organize drug monitoring at nationalleve1, 
including collection and analysis of ADR reports; guide the regional centres; operate and 
maintain the national pharmacovigilance infonnation net and to organize the communication, 

, I 
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education, training and publication on ADR monitoring. The regional centres collect, 
evaluate, manage ADR report in local area. 

In China, relevant laws, rules and regulations are in place since 1999 and amended in 
2004 ~hi~h urge that all ADR cases must be reported. All ADR cases on imported 
authonzatlOn must be reported too. She also illustrated the reporting procedure of ADR 
cases. Reports must be submitted within 15 days. 

. She stressed t.hat after 20 years of hard work, much progress in ADR monitoring in 
Chma has been achieved. ADR reports have increased significantly. The National Center for 
ADR monitoring has received about 147000 ADR cases from 1988 to 2004. She said there 
were about 284 case reports out of every million people in 2006. Infonnation is disseminated 
through newsletters, websites and ADR infonnation bulletins regularly. There have been 13 
issues from 2001 todate and 41 kinds of drugs were reported. ADR monitoring system plays 
a vital role in ensuring public health. 

2.4.3 Viet Nam 

The ADR monitoring system in Viet Nam was established in 1990, and in 1999, Viet 
Nam became the 55th participating country of the International ADR Monitoring Centre. 
Relevant laws and regulations on ADR reporting and monitoring were issued on 
14 June 2005. The Pharmacy Law mandates health workers, manufacturers and distributors 
to monitor and report to the heads of medicines authority on the adverse effects of drugs. The 
Ministry of Health was responsible to build up Drug Infonnation on ADR monitoring system 
to ensure rational drug use for the community to set out the regulations on drug infonnation 
activities at health facilities. Decree 79 guides and implements Pharmacy Laws. The 
Ministry of Health responsibilities are to set out the regulation in prescription activities, 
guidelines for sensitive and effective use of drugs and to present occurrence of ADR. The 
ADR centres are responsible for collecting, analyzing and assessing ADR reports. The centre 
disseminates infonnation on undesirable effects and newly-detected reactions, conducting 
training courses to raise awareness of the healthcare professionals on drug use. From 2003 to 
June 2006,2833 reports were collected. Of these reports, 2767 reports have been evaluated 
and sent to WHO-UMC. The hospital therapeutic committees collect ADR reports, submit 
reports to ADR centres and discuss with experts to come up with recommendation/actions to 
be taken on drugs which have been reported to have caused ADR. 

The ADR centres in Vietnam encounter difficulties in ADR monitoring. These include 
the lack of comprehensive monitoring system at all levels, limited funds for monitoring 
activities, poor working conditions, personnel's lack of knowledge and there are few experts 
who can appraise the reports. Vietnam proposed possibilities for cooperation namely: 
enhance capacity of health staff on drug infonnation and ADRs; training of health staff at 
primary health level; training of health staff working in ADR centres to evaluate ADR 
reports. Currently, the Ministry of Health plans to establish the National Drug Infonnation 
adverse drug reaction monitoring center from 2008 to 2012. 

2.4.4 Republic of Korea 

Mr Kang Hee Lee, Deputy Director, Pharmaceutical Management Team, Korea Food 
and Drug Administration (KFDA), explained the goals of the pharmacovigilance ofKFDA. 
He identified the key partners of KFDA in pharmacovigilance, namely WHO-UMC, health 
professionals, pharmaceutical industry, national health authorities, academia and patients. He 
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explained the flow of ADR reports and the time limit to submit an ADR report, which is 

within 15 days. 

The Phannaceutical Affairs Law prohibits the production and distribution of counterfeit 
drugs. KFDA conducts surveillance to detect counterfeit drugs. It also plans and identifies 
strategies to prevent the proliferation of counterfeit drugs. From 2003 to 2~06, several. 
counterfeit drugs were withdrawn from the market, including antihypertenslon and anttfungal 
drugs. KFDA has reinforced online surveillance, blocks the domestic distribut~o~ of 
suspected counterfeit drugs, gathers information from manufacturers and asSOCIatIons, and . 
cooperates with the local government. A drug imprint code system is in place in the Repubhc 

of Korea. 

2.5 Plenary discussion 

The Chairperson asked Japan whether phannacovigilance and medical devices are 
regulated by the Phannaceuticals and Medical Devices Authority (PMDA). Japan confirmed 
that PMDA regulates patients and reports to PMDA through governmental checking and 
approval. The reporter is compensated based on the kind and/or severity of the ADR. This is 
a kind of insurance to donate money for the programme. Dr Chhieng Phana commented that 
ADR should be independent from the industry. 

KFDA has 1500 personnel. He explained the organization system such as re
examination and re-evaluation of new drugs and spontaneous examination. He informed the 
participants that ADR reports and other information may be submitted via telephone or the 
Internet. 

Dr Santoso inquired whether there had been ADR reports other than the report on 
deltoid fibrosis in Viet Nam. He said that conventional reporting may not be sufficient. Dr 
Hartigan spoke about a mission he did with other WHO consultants to investigate cases of 
deltoid fibrosis in Viet Nam. 

Ms Edralin asked how the Republic of Korea conducts surveillance and whether active 
phannaceutical ingredients (APIs) are also tested. The Republic of Korea representative 
replied that online surveillance is in place and that an officer checks the websites daily. It 
was also noted that the Republic of Korea conducts testing of APIs. 

Ms Nazarita Tacandong asked representatives from Japan, the Republic of Korea and 
Viet Nam what actions have been taken and whether ADR reports have been submitted. In 
Viet Nam, doctors and nurses discuss specific actions with clinical phannaceuticals. 

In Japan, the ADR reports have led to changes on packaging and the distribution of 
safety alerts. Also in Japan, according to Professor Kimura, phannaceutical companies 
actively report ADR cases since doctors have good relationships with the industry. 

2.6 Post-marketing quality surveillance 

2.6.1 Post-marketing quality surveillance: Australian perspective 

Mr Robert Prestridge ofthe Therapeutic Goods Administration (TGA) outlined the 
organization's structure, roles and responsibilities. He explained that TGA is part of the 
Government of Australia's Department of Health and Ageing. It works on 100% cost 
recovery basis from the phannaceutical industry. It is responsible for all matters relating to 
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a~pr?val. and manufacture of therapeutic goods (except food). State governments control the 
dIstributIon of therapeutic goods through wholesalers and pharmacies . 

. The TGA post-market quality assurance activities include: (1) monitoring of adverse 
reac:lOn~, as reported ?y medical health practitioners, hospitals and pharmacies; and (2) 
mOnItonng of complamts from consumers and medical practitioners. It audits local and 
overseas manufacturers to ensure ongoing compliance with Good Manufacturing Practice 
(GMP) requirements. The SurveiIIance Unit handles complaints and information from other 
government agencies such as Customs and State Health Departments. The TGA also 
monitors advertisements of therapeutic goods. 

In addition to these activities, laboratory testing is done on samples submitted by 
surveiIIance officers and consumers. The samples come from products that reportedly have 
caused ADRs and from targeted generic products. 

In Australia, the incidence of counterfeit drugs is low for the folIowing reasons: (1) the 
Pharmaceutical Benefits Scheme (PBS), a Government subsidy programme, identifies all 
critical medicines and makes them affordable; and (2) Australia is an island and as such has 
relatively tight border controls. Australia imposes penalties on the importation of 
unapproved medicinal products. The Australian Post, Customs and Quarantine Service 
inspect incoming goods. There is close collaboration and cooperation between the TGA and 
Customs. 

The Effective Complaints Reporting System is the best source ofinformation on 
quality defects reported by consumers and health professionals. Issues may be identified 
before an ADR occurs. For example, a consumer's complaint regarding a crumbling tablet 
may lead to the detection of a counterfeit medicine in the retail market. The Effective 
Complaints Reporting System needs to promote and encourage reporting from all sources. It 
must also ensure that manufacturers take the reports seriously and undertake appropriate 
action. 

On target sample testing, TGA obtains samples from manufacturers, distributors, 
wholesalers and retailers in order to perform packaging and labelling checks. 

Mr Prestridge showed photos of counterfeit and genuine medicines, calling attention to 
the differences. He summarized his presentation by saying that no post-market surveillance 
is perfect. He suggested establishing and promoting reporting systems and encouraging 
consumers to report issues. Furthermore, he suggested using authentic samples to check 
packaging and labels from various places in the distribution chain and to test wisely to get the 
best cost benefit for results 

2.7 Country presentations 

2.7. I Malaysia 

Ms Nurhayati Binti Omar, Principal Assistant Director, National Pharmaceutical 
Control Bureau, Ministry of Health, Malaysia, presented the organizational structure of the 
Centre for Post Registration. She enumerated the objectives of the Centre: (I) to ensure that 
drugs registered in Malaysia comply in terms of quality, efficacy and safety; (2) to ensure that 
product labelling (inserts, labels, indications and claims) of registered products are approved 
by the Drug Control Authority; (3) to monitor the safety profile of marketed drugs in order to 
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take the necessary actions to minimize risks to consumers and re-evaluate the risks-~en~fits 
ratio of marketed products. She also explained the measures required to meet the obJec~lves, 
such as: monitoring of suspected adverse reactions; targeted and random laboratory testmg of 
medicines and ingredients; targeted and random surveillance in the marketplace; and 
effective, responsive and timely recalls. 

Post-market quality surveillance has been in place since 1985. All inform~tion 
submitted during the product registration process is thoroughly evaluated. Contmuous post
market surveillance is carried out on products that are available in the market to ensure that 
the quality, efficacy and safety are the same as when the products were registered. P~st
market quality surveillance involves active, systematic and scientifically valid collectIOn, 
analysis and interpretation of data about a marketed product. The objectives are: (I) to 
ensure the quality of pharmaceuticals including over-the-counter drugs, traditional and 
cosmetic products; (2) to ensure compliance with regulatory requirements; (3) to determine 
the safety, quality and efficacy of a product; and (4) to identify possible health risks. In other 
words, post-market quality surveillance protects the consumer and ensures consumer 
satisfaction. 

Consumer complaints provide companies with valuable information on the quality of 
its processes and products. Companies can analyse this information as the basis for 
continuous improvement of processes and products. Complaint management is the most 
important tool in consumer retention. 

Although the quality of products is evaluated before and after registration, substandard 
products still make their way into the market. Product complaints should be submitted to 
DCA if a problem is encountered. Complaints are very useful sources of information to 
ensure quality of marketed products. 

Ms Omar explained that the Government of Malaysia has issued a directive on the use 
of hologram security devices to stop counterfeit and unregistered products from being 
manufactured or imported and sold. The hologram device is applicable to pharmaceuticals 
including traditional products and health supplements. She also discussed the batch recall 
procedure. 

She concluded that the registration holder will have the ultimate responsibility of 
ensuring that all pharmaceuticals, traditional medicines, health supplements and cosmetic 
products available for use in the market are safe for their intended use and meet the quality 
standards that are expected of it. 

2.7.2 Cambodia 

Dr Chhieng Phana, Deputy Director, Department of Drugs and Food (DDF), Cambodia, 
presented the objectives of the DDF, which are: (I) to ensure the safety, efficacy, purity and 
quality of processed foods, drugs, diagnostic reagents, medical devices and cosmetics, as well 
as the truthfulness of product information, for the protection of consumers; (2) to maintain 
the highest level of competitive and morale and professional integrity; (3) to ensure the 
availability of affordable drugs that meet the requirement on QSE to the whole population; 
and (4) to rationalize the supply and use of a drug throughout the country. 

He then presented the strategies used by the DDF to achieve its goals. The strategies 
include: licensing of establishments; evaluation, testing and registration of products; 
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monito~g quality of products in the market; evaluation and monitoring of sales, distribution, 
promotion and advertisements; and conduct of regular meeting with relevant stakeholders to 
effectively implement laws and regulations. Dr Phana stressed that Cambodia has a National 
Medicines Policy in place to ensure the availability of drugs that are safe, effective, 
affordable and of good quality to the whole population and to rationalize the supply and use 
of the drugs throughout the country. 

Dr Phana discussed the defmition of counterfeit medicines: (1) a product that is 
deliberately produced with the incorrect quantity of active ingredients, or with wrong active 
ingredients; or (2) a medicine that is either without active ingredients or with amounts of 
active ingredients that are deliberately outside the accepted standard as defmed in the 
standard pharmacopoeias; or (3) a medicine that is deliberately and fraudulently mislabelled 
with respect to identity and/or source, or one with fake packaging; or (4) a medicine that is 
repacked or produced by an unauthorized person. He further discussed the penalties imposed 
on the violators. 

Based on the mounting evidence of growing counterfeit medicine problems, the 
Ministry of Health established an interministerial committee (IMC) to address counterfeit 
drugs and illegal health services. Various activities have been undertaken, including: (1) 
public awareness campaigns and dissemination of information via mass media (e.g. TV, radio 
and print); (2) distribution of posters, t-shirts and calendars with anti-counterfeiting 
messages; and (3) cancellation of product registrations for products found to be counterfeit. 

Dr Phana said that the effectiveness of efforts to eliminate counterfeit medicines 
depends on existing legislation and regulation. He stressed that cooperation and good 
coordination among relevant ministries and stakeholders are important. When a counterfeit 
product is found, the product must be recalled, the manufacturer must be disqualified from 
producing the product, and a case must be filed against the violator of the Pharmacy Act. He 
said that more attention should be focused in on smuggled medicines, unregistered medicines 
and mislabelled medicines. 

2.7.3 Viet Nam 

The Drug Administration in Viet Nnam conducts pre-market surveillance and post
market surveillance. Domestic manufacturers are inspected to check compliance with GMP 
for issuance of license. Products are registered prior to distribution in the market. Import and 
export enterprises are also inspected to check compliance with good storage practices. 
Inspections are again conducted on all pharmaceutical establishments to check compliance 
with GMP for manufacturers, GDP for distributors and GSP for importers. 

Ms Bick Van Tuan explained the GMP-compliant manufacturer in Vie Nam. She also 
presented the results of withdrawn, substandard and counterfeit medicines. She highlighted 
the difficulties encountered, including imbalances in human resources and staff capabilities 
between central and provincial laboratories. She suggested strengthening the registration 
documents and actions concerning withdrawal of drugs. She further suggested setting up a 
network and sharing of information about drug quality management and substandard and 
counterfeit drugs among ASEAN member countries. Human resources training was also 
proposed. 
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2.8 Plenary discussion 

Dr Valerio sought clarification from Viet N am regarding the sam~ling strategy used to 
detect counterfeit drugs from 1991 to 2006. Viet Nam explained a spec.lal s~stem was used. 
to collect samples in rural areas. Dr Santoso asked about police power III VIet ~am. He said 
that police power is strong in Australia and Malaysia and that regulatory power IS also good 

in Malaysia. 

Dr Hartigan Go asked if the Philippines' definition of counterfeit drugs was similar to 
other countries. Ms Tacandong said that the law on counterfeit drugs will be amended to 
allow parallel importation. Parallel importation is currently allowed to a government agency 
only, but products are registered at the Bureau of Food and Drugs. 

Dr Phana said that Cambodia has started to use its registration and reporting systems; 
officers have been going to the field to examine products. 

Dr Escalante explained that, in a decentralized system, the quality of inspection at the 
provincial level affects the quality of products in the market, even in the central areas. In 
Cambodia and China, counterfeit drug testing is done, and registration is also in place, but the 
private market is still wanting. Dr Escalante stressed that combating counterfeit drugs is a 
political, technical and security issue. The Philippines has established an interagency task 
force comprising the police, Bureau of Customs and other relevant enforcement agencies. 
She added that it is important to protect the "whistle blowers" to control crime at national and 
international levels. 

2.9 Post-market surveillance involving consumers 

2.9.1 Significance of consumer involvement in medicines surveillance 

Ms Nazarita Tacandong, WHO short-term professional, Western Pacific Region, 
stressed that medicine is not an ordinary consumer product or commodity. Health providers 
and consumers are not in a position to judge the safety, quality and efficacy of products. 
Strict regulations and measures are needed, even when products are already in the market. 

Consumers can playa role in ensuring safety, efficacy and quality of products. She 
shared consumer reports of quality defects that led to the detection of counterfeit drugs and to 
the subsequent withdrawal of products from the market. Some also led to the detection of 
non-compliance to GMP and incorrect dispensing at the retail pharmacy. In theory, drug 
products must be fit for internal use, must comply with marketing authorization requirements, 
and must not expose patients to risk. However, in reality, there is high incidence of 
counterfeit drugs in the market because regulatory authorities do not have adequate capacity 
and funding to inspect suppliers and register medicines. She added that patients are supposed 
to receive medicines appropriate to clinical needs in cases meeting individual requirements 
for an adequate period of time at the lowest cost. In reality, prescribing practices in health 
facilities are not continuously monitored and supervised and adherence to treatment 
guidelines is rarely promoted and monitored. 

She described what consumers should know about a product, how to report quality 
defects, and where to report them. She presented the process flow of a consumer report. The 
expected outcomes of consumer reporting include: (l) detection and removal of the harm 
caused by drugs; (2) improvement of professional health practices; (3) rational drug use; (4) 
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profiling of adverse effects caused by drugs so that potential hanns can be prevented; (5) 
retention of the public's trust and confidence in professional health care practices; and (6) 
empowerment of patients and consumers to be health partners. 

2.9.2 Status of pilot implementation of medicines surveillance systems integrating 
consumer reporting in the Philippines 

Ms Guinevere Pastrana, Food and Drug Regulation Officer, Bureau of Food and Drugs 
(BF AD), Philippines, gave an update on the pilot implementation of medicines surveillance 
systems integrating consumer reporting. The Philippines conducted a one-day national 
conference with the following objectives: (1) to create awareness among stakeholders on the 
significance of consumer reporting on problems encountered with medicines used by 
themselves or their family members; and (2) to introduce the proposed pilot study in Davao 
City. The workshop recommended classifying reports as ADR, counterfeit, quality defects, 
wrong dispensing or malpractice to assist dissemination. It was also recommended that a task 
force or committee be established to receive reports and give feedbacks and analysis, and that 
the reporting form be user friendly and if possible be in Filipino language or Visayan dialect, 
if done in Davao City. A workshop was held in Davao City for relevant partners: the 
Drugstore Association, community and hospital phannacists' association, consumer groups, 
media, academe and Department of Health. At this workshop, a core group was created, 
participating stakeholders were identified, the report form was finalized, and advocacy 
materials and other consumer awareness programmes were conceptualized. The pilot study is 
foreseen to have positive outcomes to ensure products efficacy, safety and quality. However, 
constraints are also anticipated, including the lack of personnel to monitor and conduct 
investigations, and the lack of fmancial resources to mobilize activities such as the tri-media 
campaign. The task force proposed integrating medicines surveillance involving consumers 
into the current medicines surveillance of the BFAD. 

Ms Pastrana highlighted some of the 30 reports submitted by consumers. As a result of 
consumer reporting, regulatory action such as requiring additional information on the labels 
has been recommended. Consumer awareness has also significantly increased. Consumers 
are keen to read and check product labels, to report complaints to BF AD, and to request for 
BF AD to take appropriate action. 

2.9.3 Involving consumers in medicines surveillance: the Malaysian experience 

Ms Tan Lie Sie, Principal Assistant Director, National Phannaceutical Control Bureau, 
presented the results of the pilot study. Malaysia has a relatively good system in place for 
post-market surveillance and drug safety monitoring of registered products, incorporated as 
part of the drug regulatory system. Currently, product complaints and ADR reports are 
submitted mainly by health care professionals on a voluntary basis and thus cover only 
products used in hospitals, clinics and phannacies. 

However, there is a realization that the existing surveillance system needs to be 
expanded. The patients and consumers who are the direct users of medicinal and health care 
products have to playa more central role. The involvement of consumers would allow for 
the reporting not only of quality defects and ADRs, but also of products with fraudulent or 
misleading claims, inappropriate product labelling, and suspected counterfeit/unregistered 
products that are in the market. 
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Consumers may submit reports directly to the National Pharmaceutical Control Bureau 
(NPCB) or through the existing post-market surveillance and drug safety monitoring 
mechanisms that involve the industry and health care professionals. In the case of ADR 
reporting, consumers are encouraged to report through a health care provider to ensure that as 
much relevant information as possible is obtained. Consumer organization groups can also 
facilitate consumer reporting. 

In Malaysia, a one-day seminar was conducted in January 2007 to introduce the "Pilot 
Project on Involving Consumers in Medicines Surveillance" to the various stakeholders. In 
March 2007, the project was started in the targeted project area. The Klang Valley is an 
urban area chosen for the pilot. Self-explanatory posters directed to the consumers were 
distributed to the hospitals and clinics for display in public areas. The reporting forms were 
also given to these hospitals and clinics and made available to consumer associations. The 
consumer surveillance project was also promoted on the NPCB website 
(http://www.bptkgov.my). 

Six reports were received during the three-month pilot study. However, NPCB has 
continued to monitor the project and todate, 33 reports have been received. All reports 
received from consumers have to be verified and assessed to identify and further investigate 
possible product safety/quality problems. Where products pose a danger to consumers, action 
will be taken to cancel marketing authorization or to effect other appropriate regulatory and 
legal actions based on the outcome of investigations conducted. 

In Malaysia, a positive impact has been derived from product complaint reports 
submitted by consumers which have led to the detection of unregistered drugs and unsafe 
marketed products. Consumer awareness is increasing with improving education. In this 
sophisticated technology age, direct involvement of the consumer can be very important and 
useful. The existing system needs to be extended to encourage consumer reporting, 
especially with the increasing use of self medication products. Consumer reporting should be 
made an integral part ofthe post-market surveillance programme to help ensure that products 
marketed are of quality, safe and efficacious. 

In planning for direct consumer reporting, there should be adequate resources; a clearly 
identified workflow with mechanisms for reporting and investigation in place, including 
providing feedback; and a publicity campaign to increase awareness of both the consumers 
and health care providers of this avenue for reporting. There is a need to create opportunities 
to inform and educate the public and health care providers so as to continuously improve and 
encourage further participation. Lack of awareness among the public (and also among health 
care providers) and a lack of support from the professionals remain a major challenge. 

2.9.4 Relevant experiences of consumer surveillance 

Mr Yoshihiko Sano, Technical Officer, WHO Western Pacific Regional Office, stated 
that the public's awareness ofpharmacovigilance as a public health issue is lacking. Timely 
dissemination of vital information to prescribers and patients remains a major challenge. The 
success of any pharmacovigilance system depends on the capacity to communicate safety 
information effectively to the users of medicinal products. Mr Sano shared lessons related to 
food safety from the first case of bovine spongiform encephalopathy in Japan, which 
occurred in September 2001. 
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2.10 Combating counterfeit drugs 

2.10.1 IMPACT - global update 

Dr Valerio Re~,. C?ordinator, Medicine Regulatory Support, WHO Headquarters, 
presented the WHO ImtlatIve to combat counterfeit medical products. He defmed counterfeit 
drugs as per WHO's definition. He said that a counterfeit medical is not a medical product. 
!he man~f~ctur~ evades regulat~ry control and a product is manufactured and sold, hiding 
Its real ongm. It IS meant to deceIve and therefore unsafe. He said that a counterfeit product 
is not primarily a patent issue but mainly a personal and public health problem. He said that 
we do not know the exact size of the problem and we do not need to know it. 

The International Medical Products Anti-Counterfeiting Task Force (IMP ACT) was 
launched by WHO to bring together the most important international actors in the fight 
against counterfeiting. IMP ACT aims at coordinating global actions against the 
counterfeiting of medical products in order to promote and protect public health. IMP ACT 
has five working groups that focus on areas where weaknesses have been identified and 
action needs to be taken at national and international levels: (I) legislative and regulatory 
infrastructure; (2) regulatory implementation; (3) enforcement; (4) technology; and (5) 
communication. WHO acts as the secretariat for IMP ACT. 

Dr Reggi infonned the participants of the strengthened Interpol-WHO collaboration. 
He also shared infonnation on the "ASEAN+China" conference held in December 2007, in 
Jakarta, in which 10 ASEAN Member Countries and China participated. During that 
meeting, the establishment of a SPOC-based network was launched and preparatory work for 
a new coordinated operation was carried out. 

2.10.2 Rapid Alert System update 

The Rapid Alert System (RAS) is a collaborative project of WHO_and the Australian_Agency 
for International Development (AusAID) in combating counterfeit drugs. RAS is a web-based, 
moderated declaration communication network, http://21 8.11 1 .249.28/ras. Its network members 
consist of designated focal points from member countries, partner organizations and WHO. RAS 
provides a discussion forum that stimulates follow-up action by the respective antibiotics. The 
purpose of RAS is to alert member countries and partner organizations through their focal points and 
representative in the network about the detection of counterfeit medicines. RAS advocates intensified 
surveillance of counterfeit medicines in high-risk areas and premises such as markets, rural areas or 
unlicensed outlets. RAS monitors actions taken by countries including investigation and removal of 
counterfeit medicines from distribution channels. RAS also encourages public warnings about 
counterfeit medicines by the authorities. Currently, 30 Member States are participating in this system. 
WHO Headquarters is undertaking to tum RAS into a global programme. 

2.10.3 Country presentations 

Cambodia 

Ms Mam Boravann, Deputy Chief, Essential Drugs, presented the experience of using 
the Rapid Alert System in Cambodia. She discussed the objectives of the RAS programme; 
those being: (1) to provide early warnings to concerned agencies, via e-mail, whenever 
counterfeit and/or substandard medicines are detected, to stimulate rapid follow-up action; (2) 
to advise concerned agencies on the actions they must take after counterfeit medicines have 
been detected on their markets including procedures for investigation; (3) to exchange 
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infonnation and measures taken and outcome achieved; (4) to obtain and document evidence
based data on the quality of selected drugs; and (5) to make suggestions to p~licy-makers on 
developing and implementing appropriate strategies to address the drug quality problems. 

The project was launched in 2005 in two pilot sites, namely: Battambang province and 
Phnom Penh City. In 2006, RAS was expanded to six more provinces: Kandal, KG Cham, 
Banteay Mean Chey, Kratie, Siem Reap and Takeo So far, 250 suspect samples have been 

collected and reported to RAS. 

At the nationallevei, the committee for combating counterfeit drugs provides technical 
and financial support, monitors and supervises the provincial and operational level, analyses 
the report, organizes meetings with all stakeholders to operationalize interventions, reports 
results to the Ministry of Health, conducts educational campaigns to raise public awareness 
and disseminates infonnation through RAS. 

At the provincial level, the committee for combating counterfeit drugs tests the 
collected samples using thin large chromatography, educates consumers and health 
professionals, sends samples to the laboratory for testing and disseminates the infonnation to 
consumers and providers. At the operational level, it conducts regular visits to the drug 
outlets within the region, collects suspect samples, gathers infonnation from consumers and 
drug sellers, disseminates infonnation and educates drug sellers and consumers. 

Ms Mam Boravann mentioned the constraints encountered in the implementation of the 
RAS programme and proposed recommendations and steps to be undertaken. 

China 

Dr Yonghong Xiao from Peking University, China, gave a short presentation on the 
experiences of combating counterfeit drugs in China, which is the role and responsibility of 
the Ministry of Health and State Food and Drug Administration. China has national drug 
administrative legislations and regulations such as Good Manufacturing Practice, Good 
Storage Practice, and National Drug and Food Safety Project in 2007. A national 
interministerial committee was set up to promote food and drug safety in China. The aim is 
not only to fight against counterfeit drugs, but also to sweep off lower quality drugs. 

Lao People's Democratic Republic 

Dr Kongmany Namrnaoongnixay, Agency Head of lEC Division, Food and Drug 
Department, infonned the meeting that several international organizations have been 
supporting drug-related programmes and activities, including some focused on combating 
counterfeit drugs. Activities include meetings with relevant partner organizations and 
ministries, i.e. Ministry of Health, Ministry of Finance, Ministry of Industry and Commerce, 
Ministry of Security and the Food and Drug Department. Posters, newspapers, bulletins and 
a tri-media campaign are used to educate consumers. Counterfeit medicines with 
corresponding lot numbers were shown to the participants. Dr Namrnaoongnixay explained 
that inspections and investigations are conducted everytime counterfeit medicines are 
reported. Medicines proven to be counterfeit are confiscated following the investigation. 
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Mongolia 

Ms Zul~aga Z~aan, officer from Drug Registration, and Dr Choiyoo Amarjargal, 
Officer, MedIcal EqUlpment Department, Ministry of Health, presented the activities 
undertaken to combat counterfeit drugs in Mongolia. Forty percent of products on the black 
market are antibiotics. As a result of intensified surveillance, six counterfeit drugs were 
detected in 2005 and three in 2006. To raise public awareness of the risk of counterfeit 
drugs: a TV commercial entitled "Counterfeit medicines are dangerous dealers, and death" 
was aIred. Pocket calendars and posters were also made available. A WHO poster has been 
translated into the Mongolian language. Ms Zuzaan informed the participants that RAS has 
been developed; intersect oral collaboration on combating counterfeit medicines was 
established in 2005 involving relevant stakeholders. 

Philippines 

Campaign activities to curb the proliferation of counterfeit drugs in the Philippines 
have included: (1) inspection of establishments; (2) post-marketing surveillance; (3) 
monitoring of the proper reconciliation and destruction of empty vials in hospitals; (4) video 
presentations such as: Counterfeit Drugs: A Threat to Public Health, IEC materials and 
posters; and (5) adverse drug reaction monitoring. 

Adverse drug reaction monitoring has involved: (1) strengthening of ties with the 
Bureau of Customs including screening of parcels containing drugs at the postal office and at 
the ports of entries; (2) verification of complaints from consumers and other stakeholders 
either by phone, letters or personal reporting; (3) partnership with local government units; (4) 
membership with the National Law Enforcement Coordinating Committee (NALECC); (5) 
assistance to search and seize operations with law enforcement agencies (I8 search warrants 
has been served for this year); (6) capability enhancement (intense training ofCHD-FDROs 
on the detection of counterfeit drugs; (7) conduct of national workshops with law 
enforcement agencies; (8) information exchange through the Rapid Alert System (RAS); and 
(9) collaboration with WHO on special projects such as: pilot implementation of medicines 
surveillance system, integrating consumer reporting, quality basket / BF AD in a suitcase 
(identification test kits for field inspectors). 

Problems and issues are as follows: (1) inadequate number of inspectors to monitor 
drug products, licensed drug outlets and establishments including port areas due to the 

1 
dramatic growth of the pharmaceutical market; (2) inability oflegitimate distributors to 
regularly deliver drug stocks to remote areas due to difficulties in communication and 
transportation means; (3) high prices of medicines; (4) poor movement of counterfeit cases at 
hand; (5) unregulated sales of pharmaceutical products on the Internet; (6) Filipino 
consumers are less aware of how to detect counterfeit drugs and who to ask for inspection of 
establishments; and (7) weak post-marketing surveillance. 

Recommendations are: (1) strengthen collaboration with law enforcement agencies and 
local government units by conducting workshops and seminars about RA 8203 - Special Law 
on Counterfeit Drugs; (2) promote advocacy and public awareness on the detection of 
counterfeit medicines; (3) encourage reporting of any suspicion of counterfeit drugs by 

1 
The Philippines is an archipelago of thousands of islands with 89 legal ports of entry 

nationwide. 
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consumers, health practitioners, academe and all stakeholders; (4) review ~d strengthe~ 
present laws and regulations governing pharmaceuticals; (5) improve capacI~y of detectlOn 
and advance training for BF AD inspectors; (6) strengthen post-market surveIllance for 
pharmaceuticals; and (7) carry out strict implementation oflaws regulating drug prices. 

2.11 Intensified surveillance methodology for combating counterfeit drugs 

Professor Kazuko Kimura, WHO temporary adviser, shared the results of a literature 
review that she conducted on the Internet. She also spoke of her review of the WHO 
assessment of the scale and problems of counterfeit drugs: report of the informal 
consultation, 11-13 September 1995, Geneva, which is part of the 1999 WHO Guidelines for 
the development of measures to combat counterfeit drugs. She informed the participants of 
the different websites that can be accessed on matters relating to counterfeit drugs. Her 
findings showed that most counterfeit products are in tablet form and are antibiotics. 

2.12 Group work: measures to improve monitoring and surveillance 

The aim of the group work was to share experiences and analysis of the challenges 
and/or barriers of the surveillance system and identify possible options for improvement. The 
participants, temporary advisers, observers and secretariat were divided into three groups to 
discuss: (1) safety ADR surveillance; (2) quality surveillance and combating counterfeit 
drugs; and (3) involvement of consumers in medicines surveillance. 

2.13 Group work: improving measures to combat counterfeit drugs 

The participants were grouped by country to work on their plans of action to improve 
measures for combating counterfeit drugs. 

2.13.1 Cambodia 

(1) Enhance training to consumers. 

(2) Strengthen the Intersectoral Committee for Counterfeit Medicines - turn it into a 
high-level interministerial committee for both counterfeit and illegal medical practice. 

(3) The Steering Committee will handle reports of complaints. 

(4) The Food and Drug Department will receive all ADR and counterfeit drug 
reports and then relay the information to the Steering Committee. The Steering 
Committee will evaluate and monitor the situation and provide a report to the 
Intersectoral Committee. Finally, the Intersectoral Committee will take action on the 
reports, when needed. 

(5) Lower levels such as municipal levels submit to higher committees. 

(6) Set up a national pharmacovigilance centre. 

Plan of action: 

(I) Provide rational training to enhance consumer awareness and to enhance 
knowledge and awareness of the intersectoral committees from all levels. 
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(2) Set up a clear system of reporting with WHO guidance. 

(3) Investigate manufacturers. 

(4) Improve awareness campaign and education on counterfeit drugs. 

(5) Improve collaboration and communication lines along and among the 
committees. 

(6) Strengthen communication with the WHO Regional Office for the Western Pacific. 

2.13.2 China 

An ADR system in China has already been established. 

Plan of action: 

(I) Undertake education and awareness programmes - for pharmacists and other 
medical personnel - to improve the identification of ADRs. 

(2) Divide the ADR reporting system into two systems: 

(a) professional reporting system; and 

(b) consumer reporting system - simpler information collection and feedback 
system must be set up. 

2.13.3 Fiji 

(1) Improve surveillance by: 

(a) setting up two systems: (i) ADR reporting and (ii) clinical governance 
programme, ADR reporting unit; 

(b) avoiding duplication; and 

(c) streamlining reporting; 

(2) Coordinate training to put the two systems together. 

(3) Provide training on reporting to the private sector. 

(4) Create awareness in both private and public sector. 

(5) Incorporate medicine-related issues into the current programme. 

(6) Keep track of other quality-related issues, aside from counterfeit medicines, and 
identify who is responsible for such issues and for increasing awareness. 

(7) Coordinate between health and police sectors. 
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2.13.4 Japan 

Plan of action: 

(1) Japan does not have a direct consumer reporting system, but it does have an 
alternative system to report patients' complaints to medical professionals, such as 
physicians and pharmacists. 

(2) Japan continues to strengthen activities on surveillance in terms of risk 
assessment, management and communication. 

2.13.5 Lao People's Democratic Republic 

(I) Improve efforts for combating counterfeit drugs by collaborating more 
effectively with media and enforcement agencies. 

Conclusion and closing ceremony: 

(1) Come out with tools and indicators. 

(2) Provide guidance on legislation. 

(3) Enable national regulatory authorities to establish collaboration mechanisms with 
enforcement agencies to improve investigation. 

(4) Propose SPOC as a basis for creating collaboration: need to nominate one single 
point of contact empowered to take action. 

(5) Start specific initiatives with countries to adopt single point of contact (SPOC) by early 
2008. 

Issue on jurisdiction and cognoscibility of information in local courts: 

(1) No international framework or agreement has been developed yet. 

(2) The WHO Regional Office for the Western Pacific is undertaking coordination 
with international organizations and INTERPOL in high-risk areas. 

(3) The WHO Regional Office is also advancing the engagement on anti-counterfeit 
among countries in the Region. 

(4) Counterfeit drugs are a matter of life and death and therefore cannot wait. 

2.13.6 Malaysia 

Malaysia carries out reporting on its website and has a committee that designs reporting 
and action to be undertaken. 

Problems: 

(1) Under-reporting and poor-quality reports - Improving the capacity of health 
professionals would improve reporting. 
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(2) Surveillance: standard systems for carrying out reporting - Strengthening the 
coordination of Customs would help officers assigned to the entry points to manage all 
inspections. 

(3) Manpower - Additional human resources are needed to deal with legal 
investigations and to coordinate with top management 

(4) Customer reporting - A pilot project was carried out, but the number of reports 
was low. Customer reporting should be expanded to other states. Consumers in other 
states need to be aware that they can report complaints regarding medicinal products. 

2.13.7 Mongolia 

Mongolia has an ADR system that is starting to report. 

Plans: 

(I) Recruit experts in pre-marketing. 

(2) Develop an online ADR system. 

(3) Provide training and information for health workers and customers (lack of 
professional inspectors). 

(4) Improve surveillance of counterfeit medicines: lack of capacity for laboratory 
testing for counterfeits. 

2.13.8 Papua New Guinea 

Papua New Guinea has a quality surveillance system in place but no ADR system. The 
NDP is being reviewed and legislation is being proposed (with the help of WHO). 

Plans: 

(1) Set up policy and put legislation in place. 

(2) Request for consultant to review the NDP. 

2.13.9 Philippines 

Plans: 

(1) Conduct assessment and systems review; identify prioritization gaps and risks. 

(2) Design and adopt systems and structural policy frameworks and link them with 
the existing health system. 

(3) Develop standards. 

(4) Implement a medium-term programme plan: training, sourcing funds and fitting 
plan into existing health system. 

(5) Implement specific activities: 
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(a) respond to issues of access and rational use and link them to safety and 
quality issues; 

(b) come out with specific process flows, feedback of reporting and protocols 
for quality and malpractice or medication errors (reports will be channelled 
di fferen tl y); 

(c) improve public access to information on registered products, e.g. publish 
information on the actual and chemical characteristics of a product on the 
Internet. 

(d) come up with a regionalized system; 

(e) set up medical surveillance systems desk; 

(f) set up an ADR relief plan, and leverage this with GMP compliance; 

(g) partner with manufacturers to identify counterfeit medicines, and provide 
incentives for counterfeit identification (e.g. replacement of counterfeit 
medicine with an authentic one in exchange for information on the source of the 
counterfeit); and 

(h) link social health insurance to the medical surveillance system, use the 
reimbursement systems as leverage, include medicines in the standard/quality 
benchmark (strengthen compliance to strengthen feedback mechanism). 

2.13.10 VietNam 

Plans: 

(1) Strengthen human resources and information. 

(2) Improve collaboration. 

(3) Full attention is given on counterfeit drugs. 

(4) Share information on substandard and counterfeit drugs. 

(5) Increase drug registration fees to provide funds for ADR monitoring. 

(6) Cooperate with WHO in order to receive help in appraising reports and training. 

(7) Seek funds to set up a pharmacovigilance online network. 

2.14 Presentation of grOUP outputs 

2.14.1 Group A 

This working group consisted of Cambodia, China, the Republic of Korea, Papua New 
Guinea, Japan, the Lao People's Democratic Republic, Malaysia, Mongolia, the Philippines 
and Viet Nam. Group A was asked to identify the current status/activities, barriers for 
effective implementation and possible causes, and actions for improvement. 
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The group chose detection of cases through ADR reports as the fIrst activity. The 
group identifIed the following as barriers for effective implementation: (1) law of 
commitment, (2) reluctance to report, (3) under-reporting, (4) lack of consumer participation, 
and (5) too many frivolous ADR reports. The possible causes were identifIed as: (l) lack of 
cooperation - people do not have time to report or feel it burdensome to report; (2) lack of 
awareness and/or education - people do not understand the impact of fake drugs; (3) poor 
doctor-patient relationships - some doctors fear litigation or damaged reputations. The group 
suggested options for improvement: (1) encourage reporting of all suspicious cases; (2) create 
hospital ADR committees with hospital pharmacists as members; (3) involve consumers; (4) 
set up awareness programmes in the fIeld and in hospitals; (5) give incentives and/or 
compensate patients and make ADR forms user-friendly. 

The second activity was collection of samples of products suspected to cause the ADR. 
The group identified the following barriers: (1) problems with indictable; (2) submission of 
reports is not easy; (3) reports from details are too complicated; and (4) sometimes samples 
cannot be obtained. The possible causes were identifIed as: (1) doctor insensitivity when it 
comes to detecting drug conditions; and (2) lack of incentives and funds to purchase the 
samples. The possible options for improvement were: (1) include allergy sheets in patient 
forms; (2) conduct special training on ADR for hospital pharmacists and incorporate 
recognition in clinical management system. 

The third activity was the reporting and analysis of cases. The barriers are: (1) lack of 
skillful human resources to manage analysis; and (2) one national centre is not sufficient. 
The possible systems for improvement are: (1) online ADR reporting; (2) prepaid postage; 
(3) use the retention sample from the industry; (4) consultation with experts; (5) education of 
practitioners on the root causes analysis; (6) identifIcation of regional ADR centres. 

The fourth activity was following up actions such as verifIcation, investigation, 
regulatory action and information to consumers and providers. On verification, the barriers 
are: (1) difficulty in accessing charts, and (2) limited feedback mechanism; on investigation, 
they are: (1) difficulty in investigating consumption fIgures, and (2) lack of cooperation by 
reporters. The possible causes are: (1) no access to DDD; (2) doctors' fear oflitigation; (3) 
lack of resources; and (4) patients' lack of trust in administration and doctors. The possible 
solutions are: (1) better feedback for health practitioners; (2) WHO to open DDD system and 
conduct consumer education on the responsibility of government and society; (3) 
development of consumer- and patient-rights brochures; (4) community participation; (5) 
improve competency of pharmacovigilance centre; and (6) educate the media. 

2.14.2 Group B - quality surveillance and combating counterfeit drugs. 

This working group was composed of Australia, Cambodia, China, Fiji, Lao People's 
Democratic Republic, Malaysia, Philippines and Viet Nam. Group B was also asked to 
identify current status/activities, the purpose, barriers and possible causes, and options for 
improvement. 

On the current status, the group identifIed detection of cases to protect people and find 
out the situation. The barriers and possible causes were identifIed as follows: (1) low 
awareness in reporting by consumers and proposals; (2) delayed communication; (3) 
insufficient analysis; (4) lack of collaboration within the agencies; and (5) weak border 
control. The following were suggested for improvement: (1) set up a national network; (2) 
conduct risk assessments; and (3) establish collaboration among relevant agencies. 
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The second activity was collection of samples for purposes of documentation. Barriers 
identified were: (1) insufficient funding to purchase samples; (2) laws of intelligence 
infonnation; (3) lack of standard operating procedures (SOPs) in collection of samples; and 
(4) officers may be recognized by owners. The options for improvement are: (1) generate 
funds; (2) improve reporting system by conducting awareness campaign; and (3) develop 
SOPs and conduct training for regulations. 

The third activity was reporting and analysis of reports to check what actions were 
taken. Barriers were: infonnation did not reach the right people; poor relationships with 
other institutions; and lack of willingness of other institutions to provide infonnation. The 
group suggested establishing a network and identifying single point of contact (SPOC) in 
each agency. 

The last activity identified was follow-up actions in order to find the sources, to assess 
the situation and to infonn whether it is necessary to pursue the case. The group noted that 
the government may not be aware of the situation and human resources are lacking. The 
group suggested regularly reporting the situation to the government, raising awareness and 
enhancing collaboration among relevant agencies. 

2.14.3 Group C - involvement of consumers in medicine surveillance 

Group C was composed of Cambodia, China, Japan, the Republic of Korea, the 
Lao People's Democratic Republic, Malaysia, the Philippines and Viet Nam. 

The group identified countries that have adopted a mechanism for involving 
consumers, namely, a reporting system. China, the Republic of Korea, Malaysia, the 
Philippines and Viet Nam have a reporting system; while Cambodia, the Lao People's 
Democratic Republic and Japan do not. The possible reasons for not having this system in 
their countries are (1) lack of trained manpower to educate the masses and to advocate 
reporting of quality defects; and (2) budget constraints. The group recommended: 
(1) establishing a standard training module and pilot system for adoption by different 
countries; (2) conducting advocacy and education campaigns for the masses; and (3) making 
infonnation reading available to local health authorities, professionals and the public. 

The group identified priority sources of infonnation, namely hospital patients, private 
clinics and private market. Lack of political will and budget constraints may be the barriers 
for implementation. The group suggested adopting the system piloted in Malaysia and the 
Philippines. The group taken on the report or what the action taken on the report submitted. 
The DRA should act upon the reports within five days; however, the quality of the reports is 
often poor, the reports lack the necessary infonnation, and the DRA lacks manpower to 
handle the reports. The causes are the lack of trained personnel to address issues and lack of 
support from physicians. The group suggested: (1) developing a standard training module 
with WHO to support; (2) developing a feedback mechanism to be lodged at significant 
points; (3) empowering and deputizing officers in the field to function and address specific 
issues on ADRs and quality defects; (4) strengthening cooperation with legitimate industry to 
address quality issues and educate the local health workers and public; and (5) designating 
the local health personnel and officials as the central hub of reporting and feedback. 
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3. CONCLUSIONS AND RECOMMENDATIONS 

3.1 Conclusions 

The Workshop on Improving Medicines Surveillance and Regulatory Functions, held in 
Manila, Philippines, from 19 to 21 November 2007, discussed relevant issues and countries' 
experiences, covering challenges and opportunities related to medicines surveillance and 
regulatory functions, safety surveillance, quality surveillance, involving consumers in 
medicines surveillance, and combating counterfeit medicines. The workshop concluded that 
various forms of medicines surveillance, in particular post-marketing safety surveillance and 
post-marketing quality surveillance, are integral parts of medicines regulatory functions in 
ensuring the safety, efficacy and quality of medicines. Therefore, they should not be 
undertaken in isolation. One of the important goals of safety surveillance is to promote safe 
and rational use of medicines by providers and consumers. It is not sufficient to focus only 
on detecting and reporting the incidences of new adverse drug reactions. Follow-up with 
appropriate regulatory and educational measures is critical for improving the safety of 
medicines usage. Similarly, post-marketing quality surveillance should be undertaken as an 
integral part of post-marketing quality assurance. In combating substandard and counterfeit 
medicines, enforcing relevant regulatory measures is critically important, and effective 
collaboration with law enforcement agencies should be pursued. Intercountry collaboration 
and exchange of information through various possible means is needed to curb the production 
and distribution of counterfeit medicines across national boundaries. Targeted surveys in 
high-risk areas are needed for assessing the problems of counterfeit medicines. Involving 
consumers in medicines surveillance has proven to be feasible and effective in countries with 
functioning regulatory authorities, and it should be part of the existing regulatory functions. 

3.2 Recommendations 

3.2.1 Participants 

(1) Participants need to officially report to their respective authorities and undertake 
necessary follow-up as agreed during the workshop on several issues, especially on safety 
monitoring, quality monitoring, combating counterfeit medicines, and involving consumers in 
medicines surveillance. 

3.2.2 Member countries 

(l) Member countries should further strengthen their medicine surveillance system as 
an integral part of medicines regulatory functions to ensure the safety, efficacy and quality of 
medicines and their appropriate usage. 

(2) Safety monitoring should encompass not only the detection and reporting of new 
adverse drugs reactions, but also the promotion of safe and rational use of medicines by 
providers and consumers. The objective of safety monitoring should be geared from 
documenting product safety profiles to ensuring patient safety with risk management 
approach. Knowledge and awareness about safety monitoring, as well as safe and rational 
use of medicines, should be shared with providers and consumers. Prescribers should receive 

fimely, relevant feedback in order to minimize the future occurrence of adverse events due to 
misuse. 
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(3) Post-marketing quality surveillance should be part of the medicines quality 
assurance mechanism. Necessary regulatory follow-up should be done along with the 
enforcement of medicines regulation and the removal of substandard and unregistered 
products from the market. 

(4) For combating counterfeit medicines, medicines surveillance should target high
risk products in high-risk areas, such as remote places, borders area and unlicensed 
establishments, where counterfeiting will have a deadly health impact. 

(5) Collaboration with law enforcement agencies and customs should be established 
and/or strengthened to facilitate timely detection of suspicious counterfeit drugs and to 
possibly arrest the criminals involved in the illegal trade. 

(6) Member countries should take full advantage of the Rapid Alert System to 
exchange information among regulatory authorities and to stop the distribution of counterfeit 
drugs in other countries. 

(7) Countries with well-functioning regulatory systems should develop mechanisms 
to incorporate consumer reporting into their existing medicines surveillance. 

3.2.3 WHO 

(1) When needed, WHO should provide technical support for strengthening 
medicines surveillance, including safety surveillance, quality surveillance and combating 
counterfeit medicines, and involving consumers in medicines surveillance, 

(2) WHO should facilitate intercountry collaboration and exchange of experiences 
through various means, such as networking. The existing regional Rapid Alert System 
should be improved and expanded. 

• 
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• Country presentations 

• Cambodia 
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• People's Republic of China 

• Lao People's Democratic Republic 

• Philippines 

• Mongolia 

10. Group work - Measures to improve combating counterfeit drugs 

11. Presentation of group output 

12. Plenary discussions 

13. Conclusions and recommendations 

14. Closing ceremony 



ANNEX 3 

PROGRAMME OF ACTIVITIES 

19 November 2007. Monday 

0800-0830 

0830-0900 

0900-0930 

0930-1230 

1230-1400 

1400-1545 

1545-1630 

1630 

Registration 

Opening Ceremony 

Coffee Break 

Introduction: meeting objectives, expectations and methodology (Dr 
Budiono Santoso) 

Medicines Surveillance and Regulation Functions 

Lunch Break 

Safety Surveillance 

Country Presentations 

• Japan 
• People's Republic of China 
• VietNam 
• Republic of Korea 

Plenary Discussions 

Welcome Reception 

20 November 2007, Tuesday 

0800-0930 Post Marketing Quality Surveillance 

Country Presentations 

• Malaysia 
• Cambodia 
• VietNam 

Plenary Discussion 



Post Market Surveillance Involving Consumers 

0930-1000 Coffee Break 

1000-1230 Group Work 

Presentation of Group Output 

1230-1400 Lunch Break 

1400-1500 Combating Counterfeit Drugs 

Country Presentation 

• Cambodia 
• People's Republic of China 
• Lao PDR 
• Philippines 
• Mongolia 

1500-1530 Coffee Break 

1530 Plenary Discussions 

21 November 2007. Wednesday 

0800-0930 Group Work 

0930-1000 Coffee Break 

1000-1230 Presentation of Group Output 

Plenary Discussions 

1230-1300 Lunch Break 

1300-1330 Conclusions and Recommendations 

1330 Closing Ceremony 


