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SUMMARY 

Counterfeit medicines pose a serious threat to public health, the problem being well 
documented in many parts of the world, including countries in the Western Pacific Region. It 
often involves medicines like antimalarials and antibiotics, which are used to treat diseases with 
high mortality rateo. Over the year:J, WHO, in collaboration with partner organizations, hns been 
providing technical support for Member States in combating counterfeit medicines, among 
others, through: surveillance and alert mechanisms; training for drug inspectors; and advocacy 
for health care providers and consumers. 

A recent external expert review of programme activities in combating counterfeit 
medicines in the Western Pacific Region concluded that, although much has been done by the 
WHO Regional Office for the Western Pacific and its Member States to deal with the problem, it 
has not subsided, and more needs to be done to improve the situation, especially in the area of 
surveillance and alert mechanisms. There was thus felt to be an urgent need to undertake a 
consultation to discuss specifically current surveillance, the methods used and the Rapid Alert 
System. 

Nine temporary advisers from nine countries attended the Expert Consultation on the 
Surveillance and Alert System for Counterfeit Medicines to discuss issues and experiences in 
combating counterfeit medicines and to provide recommendations for future action and 
collaboration, including representatives from the US Pharmacopeia (USP) and the International 
Criminal Police Organization (INTERPOL). 

The objectives of the Consultation were: 

(1) to review current methodologies for quality surveillance and fmd ways for 
improvement; 

(2) to review/revise the current Rapid Alert System to make it more efficient and 
enable it to reach a larger audience; and 

(3) to update the situation, identify barriers, and defme the roles of different 
stakeholders in combating counterfeit medicines. 

Issues addressed included: global and regional perspectives on the problems of counterfeit 
medicines; criminal investigation and law enforcement in combating counterfeit medicines; pro
active quality and safety surveillance; the Rapid Alert System (RAS) for combating counterfeit 
medicines; issues and challenges as regards the methodologies used in surveillance of counterfeit 
and substandard medicines; and medicine quality monitoring. · 

Recommendations included: enhancing cooperation between medicine regulatory 
authorities (MRAs ), the police and customs, disease control programmes and other relevant 
stakeholders; updating the RAS protocols and the terms of reference of the moderators and focal 
persons; encouraging the development of national web-based regulatory systems in which alerts 
would be linked to the RAS; and developing a_ framework that would guide countrie,s in 
appropriate medicine quality surveillance. · 
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1. INTRODUCTION 

1.1 Background 

Counterfeit medicines pose a serious threat to public health, the problem being well 
documented in many parts of the world, including countries in the Western Pacific Region. It 
often involves medicines like antimalarials and antibiotics, which are used to treat diseases with 
high mortality rates. For example, a study undertaken in Mekong countries indicated that more 
than half of the antimalarial artesunate in the marketplace in Cambodia, the Lao People's 
Democratic Republic, Myanmar, Thailand and VietNam were counterfeit, with no active 

1 
ingredients. 

Over the years, WHO, in collaboration with partner organizations, has been providing 
technical support for Member States in combating counterfeit medicines, among others, through: 
surveillance and alert mechanisms; training for drug inspectors; and advocacy for health care 
providers and consumers. Intensified surveys focusing on high-risk areas, conducted in 
Cambodia, the Lao People's Democratic Republic, Mongolia and the Philippines, have 
demonstrated the existence of counterfeit and substandard medicines in the marketplace in those 
countries. 

In 2006, WHO and the International Criminal Police Organization (INTERPOL), in 
collaboration with other partners, undertook Operation JUPITER to collect evidence and conduct 
a laboratory forensic investigation. In 2008 and 2009, Operation STORM collected evidence and 
conducted further criminal investigations and law enforcement activities against counterfeit 
antimalarials in Mekong countries. Collaboration between medicine regulatory authorities 
(MRAs) and law enforcement agencies is critical in combating medicine counterfeiting. · 

In collaboration with WHO, the US Pharmacopeia (USP) Drug Quality and Infonnati"n 
{DQirProgramme, L:ollects and· tests diugs, Tn6Iudillg ·an:tiillalanals, to estatiiisli drug -quality 
baselines; identifies sentinel surveillance sites; and helps establish drug-quality monitoring at 
sentinel sites throughout Mekong countries. The test results are shared on a regular basis among 
stakeholders, allowing corrective actions to be taken, as necessary. Quality surveillance is 
critical in monitoring the distribution of counterfeit and substandard products in the marketplace. 
It is extremely important that surveillance of counterfeit medicines employs a standardized 
methodology. Currently, a few different methodologies are being used. 

A recent external expert review of programme activities in combating counterfeit 
medicines in the Western Pacific Region concluded that, although much has been done by the 
WHO Regional Office for the Western Pacific and its Member States to deal with the problem, it 
has not subsided, and more needs to be done to improve the situation, especially in the area of 
surveillance and alert mechanisms. There was thus felt to be an urgent need to undertake a 
consultation to discuss specifically current surveillance, the methods used and the Rapid Alert 
System. 

I 
Dondorp AM et al. Fake antimalarials in Southeast Asia are a major impediment to malaria control : multinational 

cross-sectional swvey on the prevalence of fake antimalarials. Tropical Medicines and International Health, 9 (12): 
1241- 1246 (2004). 
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1.2 Objectives 

The objectives of the Expert Consultation on the Surveillance and Alert System for 
Counterfeit Medicines were: 

(1) to review current methodologies for quality suJvellla.w.:t: a.ut.l fmt.l ways fur 
improvement; 

(2) to review/revise the current Rapid Alert System to make it more efficient and 
enable it to reach a larger audience; and 

(3) to update the situation, identify barriers, and defme the roles of different 
stakeholders in combating counterfeit medicines. 

1.3 Participants 

Nine temporary advisers from nine countries attended the consultation to discuss issues 
and experiences in combating counterfeit medicines and to provide recommendations for future 
action and collaboration, including representatives from USP and INTERPOL. Dr Clive Ondari 
and Dr Sabine Kopp, Department of Essential Medicines and Pharmaceutical Policies, 
represented WHO Headquarters. The list of participants is attached as an Annex 1. 

1.4 Organization of the workshop 

The Expert Consultation on the Surveillance and Alert System for Counterfeit Medicines 
was held on 9-10 February, 2010 in the conference room of the WHO Regional Office for the 
Western Pacific, Manila, the Philippines. The meeting included presentations and discussions on 
various topics related to counterfeit medicines. The agenda is attached as Annex 2. 

1.5 Opening remarks 

Dr Shin Y oung-soo, WHO Regional Director for the Western Pacific, delivered the 
opening remarks, welcoming experts and appreciating their participation in the important 
meeting. The Regional Director stated that counterfeiting of medicines is a serious criminal 
activity that has serious public health implications. Over the years, the WHO Regional Office 
for the Western Pacific has been working with Member States and partners in combating the 
production, distribution and sale of counterfeit medicines. Intercountry workshops and training 
sessions, advocacy activities for health care providers and consumers and national training 
sessions for inspectors have been organized. Surveys on counterfeit medicines have been 
conducted and a Rapid Alert System established. Collaboration with INTERPOL has yielded 
significant results in terms of law enforcement. However, despite these activities, the problem of 
counterfeit medicines continues, endangering public safety. Deadly catastrophes have resulted 
from the distribution and sale of medicinal products contaminated with toxic ingredients. 
Experience shows that the existing surveillance systems too often fail to detect trouble at an early 
stage. To counter this, a far more proactive approach to surveillance is needed. 

The Regional Director further pointed out that the production, distribution and sale of 
counterfeit medicines involve transnational criminal organizations capable of moving the fake 
medicinal products across national borders. Combating these criminals requires efficient 
collaboration among countries, including the exchange of relevant information and tighter border 
controls, particularly as they relate to the movement of medicines. In addition, greater 
enforcement of existing regulations is needed, along with better collaboration among MRAs, 
customs agencies and law enforcement agencies. 
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He invited participants to discuss in detail and recommend answers to the following 
questions: 

What barriers are we encountering in combating counterfeit medicines and what further 
measures can we take? 

How can we strengthen surveillance of counterfeit and substandard products? 

How can we improve the Rapid Alert System for counterfeit medicines? 

1.6 Appointment of Chairperson, Vice-Chairperson and Rapporteur 

Ms Nazarita Tacandong, acting Director of Food and Drug Administration (FDA) of the 
Philippiries was appointed Chairperson, Dr Philip Passmore, an Independent Consultant on 
Quality Assurance in Health Care System from Australia was appointed Vice-Chairperson and 
Dr Paul Newton, Reader in Tropical Medicine, University of Oxford, was appointed Rapporteur 
for the meeting. · 

2. PROCEEDINGS 

2.1 Introduction 

Dr Henk Bekedam, Director of Health Sector Development, WHO Regional Office for the 
Western Pacific, pointed out that the issue of counterfeit medicines is not getting enough 
attention. Despite the considerable amount of good work being done, the amount of counterfeit 
medicine available is still unacceptably high, especially in developing countries. Counterfeiters 
should be actively sought out and punished. The answer lies in the systems used, and in 
certifying all parts of the supply chain: manufacturers, distributers and dispensers, which some 
countries are still unable to do. He encouraged experts to look for other ways to fight 
counterfeiters and to come up with stronger ideas to revitalize the fight. He also encouraged 
participants to explore the possibility of utilizing the International Health Regulations (lliR) 
(2005) in combating counterfeit medicines. 

2.2 Problems of counterfeit medicines 

2.2.1 WHO global perspective 

Dr Kopp presented the WHO global perspective on counterfeit medicines. She stated that 
counterfeiting is a global problem and a major public health concern. Counterfeiting medicines 
is a lucrative "business", affecting both developing and developed countries. The real magnitude 
of the problem is unknown; existing data are not comprehensive and some parties concerned are 
reluctant to make data available or to report. In addition, different countries use different 
definitions. 



- 6 -

Dr Kopp presented three WHO strategies in combating counterfeit: 

(1) Providing tools and international norms, standards and guidelines to assist in 
ascertaining that medicines circulating in national and international commerce are 
safe, efficacious and of good quality; 

(2) providing support to Member States to build national regulatory capacity; and 

(3) developing global activities to combat counterfeit medicines. 

She also provided a brief history of the work of WHO in combating counterfeiting, which 
started in the early 1980s, culminating in the formation of the International Medical Product 
Anti-Counterfeiting Task Force (IMP ACT) in 2006. IMP ACT is a voluntary coalition of 
partners, formed with the purpose of coordinating international activities aimed at combating 
counterfeit medical products. IMP ACT partners reflect the fact that combating counterfeiting of 
medical products cannot be successfully achieved by the health sector alone, but requires 
coordinated efforts and effective collaboration among the health sector and law enforcement, 
border control and justice agencies, as well as health professionals, manufacturers, importers, 
distributors, the media and patients/consumers. 

The main issues arising during the past 12 months in combating counterfeit medicines 
include: 

• concerns that the fight against counterfeit medicines may have a negative impact 
on generics; 

• use of the counterfeit argument for limiting free trade/competition/parallel trade; 

• use of the term "counterfeit medicinal product" in patent disputes; and 

• concerns from some parties that technical measures would be too costly, e.g. for 
over-the-counter drugs and generics. 

Dr Kopp concluded that working together with all parties concerned, both nationally and 
internationally, is the key to success in fighting counterfeit medicines. 

2.2.2 WHO regional perspectives 

Discussing the WHO regional perspective, Dr Budiono Santoso, Regional Adviser in 
Pharmaceuticals, emphasized that medicine counterfeiting is a long-standing criminal activity 
endangering human life. Existing medicine regulatory systems are still unable to respond 
systematically and decisively, letting counterfeit medicine become a silent killer. In South-East 
Asia, 38% of antimalarials were found to contain no active ingredient in 2001, and 53% in 2004. 
Despite these findings, there remain questions concerning whether proper law enforcement steps 
have been taken and the production and distribution of these counterfeit antimalarials interrupted 
and the perpetrators brought to justice. 

Examples of recurring catastrophic events, such as the di-ethylene glycol (DEG) 
poisonings in Panama, show that lessons have not yet been learnt; distribution of genuine 
glycerine is easily intercepted by counterfeiters. Exportation and importation of chemicals is 
loosely regulated and existing surveillance systems often fail in detection at an early stage. 

There is fertile ground for medicine counterfeiters: 
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- Unregulated private markets and unlicensed outlets, although counterfeiters are also 
penetrating regulated markets. 

Weak enforcement of regulations in the production, distribution and sale of 
pharmaceuticals. 

Weak penalties for counterfeiters. 

Conflicts of interest. 

Doubtful commitment by authorities to combating medicines counterfeiting. 

The Regional Strategy for Improving Access in the Western Pacific Region (2005-2010) 
calls for specific actions in combating counterfeits, based on which numerous activities have 
taken place in the Region including: intercountry workshops/training sessions, national training 
sessions, intensified surveys, development of advocacy materials, and collaborative projects with 
other agencies (the Australian International Development Agency [AusAJD] and joint operations 
led by 1NTERPOL). 

The 2002 WHO-AusAID collaborative project to combat counterfeit medicines focused on 
improving health outcomes in Mekong countries by improving access to good quality essential 
medicines. It led to the development of national action plans on: surveillance, advocacy, 
training, collaboration with law enforcement agencies, review of legislation, establishment of 
intersectoral committees, etc. In addition, the regional Rapid Alert System (RAS) for counterfeit 
medicines was established and technical assistance to countries was provided through this 
collaboration. As a result of these projects, detection capacity and awareness, as well as political 
commitment, has improved regulatory actions against illegal markets (China and the Lao 
People's Democratic Republic) and improved collaboration with other agencies: (1NTERPOL, 
United States Pharmacopeia (USP), Therapeutic Goods Administration (TGA), etc.). 

The innovative joint collaboration between WHO and 1NTERPOL resulted in Operation 
Jupiter (2006) on forensic investigation, involving several institutions and laboratories, and 
Operation Storm (2008) and Storm ll (2009), which led in actual enforcement of law against 
medicine counterfeiters. Generally, there is a lack of collaboration between MRAs and law 
enforcement agencies/police in handling cases/evidence and a lack of follow-up actions when 
counterfeit medicines are detected. 

To effectively combat medicine counterfeiting, effective roles need to be determined for 
different agencies in: 

• prevention (regulation and enforcement, deterrent legislation and customs/border 
control); 

• surveillance (effective quality and safety surveillance); 

• enforcement (police and justice system); and 

• advocacy and awareness (nongovernmental and private organizations) . 

. The WHO Regional Office for the Western Pacific will focus on the following activities to 
combat counterfeit medicines in the Region: 
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• regulatory support for prevention; 

• development of national action plans; 

• advocacy and public awareness; 

• improvement of detection capaoitie:J und product recall mechanisms; 

• regular assessments; 

• redesign and reactivation of the RAS; 

• interagency collaboration; and 

• regular consultations. 

2.2.3 Discussion 

The IMP ACT secretariat (WHO) continues to face a shortage of resources, both human 
and financial. However, it is recognized that stronger, continuous support is needed. Participants 
suggested that the consultation should also focus on reviewing whether current actions are on 
track, what is it that we want to achieve, and how to do it better and become more effective in 
combating counterfeit medicines. 

Past experience in the Western Pacific Region shows that counterfeiters are able to 
penetrate regulated pharmaceutical systems. In such cases there is usually a conflict of interest 
and real enforcement is lacking. Most MRAs do not collaborate with law enforcement agencies, 
hence most detected cases of counterfeiting remain unsolved and within the MRA. Operation 
Jupiter was a very good learnii:J.g exercise that proved that collaboration with law enforcement is 
necessary in combating counterfeit medicines. INTERPOL acknowledges the vital role that the 
WHO Regional Office for the Western Pacific has played in initiating and maintaining 
collaboration between the two organizations on joining forces between regulatory and law 
enforcement authorities against counterfeit medicines. 

2.3 Criminal investigation and law enforcement in combating counterfeit medicines 

Ms Aline Plan<;:on from INTERPOL gave a presentation on the innovative cooperation 
between WHO and INTERPOL and its success. It frrst started in 2005 as an initiative of the 
WHO Regional Office for the Western Pacific, which led to the frrstjoint operation, Operation 
JUPITER, in Mekong countries. Within INTERPOL, pharmaceutical crime was under the 
Intellectual Property Rights (IPR) unit. WHO helped INTERPOL to adopt a public health 
perspective, which led to the creation of a new unit, the Medical Product Counterfeiting and 
Pharmaceutical Crime (MPCPC) unit, separating public health from intellectual property rights. 
The unit is located in WHO Headquarters as a part of the IMP ACT partnership. Capacity to 
exchange intelligence has increased progressively. 

Police officers are not educated on counterfeit medicines but, when they are teamed up 
with customs officers and regulators, the collaboration yields results. Organizing an action is a 
difficult task and takes at least 10 months to prepare. It is important to follow up on cases, raise 
awareness and provide evidence and information to open criminal cases. Ms Plan<;:on described 
operational developments in 2009 that were undertaken in three operations: Mamba II (East 
Africa), Storm ll (South-East Asia) and Pangea II (International Internet Week of Action). 

Operation Mamba II: Collaboration between police/customs/MRA; training organized in 
Kenya and Tanzania; searched of over 270 premises; hundreds of fake, unregistered and banned 



-9-

products seized; 83 police cases open; several arrests; prosecution of several individuals and 
three convictions (already four sentences). 

Operation Storm II: Eight participating countries; training organized in Indonesia and 
Thailand; closure of more than 100 pharmacies and illegal drug outlets; 33 arrests; over 12 
million pills of counterfeit medicines seized; nearly 8 million pills of other illegal medicines 
seized. 

Lao People's Democratic Republic: 2250 samples were collected to identify their quality 
via minilab, national laboratory and some overseas quality testing. In August 4665 kg (7 .4 
million tablets) of pseudoephedrine were seized and one foreigner arrested. Customs officers 
seized JPR goods and illegal drugs amounting to 170 kg and 2920 kg, respectively. 

Cambodia: Submitted a list to INTERPOL of six manufacturers producing counterfeit 
medicines. 

China: It was found that different counterfeiters are involved in manufacturing one 
product: the leaflet, package and actual content all come from different sources. China, India and 
Pakistan remain the major countries for counterfeiting. In 2009, 2649 suspects were arrested in 
China and 758 shipments seized, valued at 1.3 billion Yuan (US$ 191.92 million). 

Myanmar: A list of 11 counterfeit items was given to the country's regulatory authority 
and customs agency. Investigation is complicated since points of contact change often and 
organizing shipping of samples for testing overseas is not easy. 

Specific instances of counterfeit medicine seizures and counterfeiter arrests were also 
reported from Singapore and Thailand, while collaboration with the regulatory authority in Viet 
Nam is being built up. 

Operation Storm II has strengthened collaboration between regulators and law 
enforcement authorities. It helped in exchange of information and increased capacities through 
training on combating counterfeiters. The challenge is lack of staff and funding. The support 
provided by the WHO Regional Office for the Western Pacific was vital in conducting all the 
above-mentioned activities. 

Operation Pangea II- operation was coordinated by INTERPOL-IMP ACT in 25 countries 
to alert the public to the dangers of buying counterfeit and illicit medicines over the Internet. A 
total of 1439 suspicious websites were identified, 153 of which have been taken down. Over 
21 000 packages were inspected by regulators and custom officers, of which 2356 were seized. 
The types of medicine confiscated included: antibiotics, erectile dysfunction drugs, 
contraceptives, steroids, slimming tablets, etc. A total of 59 individuals are under investigation. 

INTERPOL does not have any alert system for counterfeit medicines and thus the RAS 
can help in sharing information. The fact that countries do not use the same products is a 
challenge as an alert may not necessarily be picked up by other countries. It is important to 
identify the needs of national programmes that come into play so that there can be a better 
response. The importance of cross-border collaboration is highlighted. 

The local presence of INTERPOL is important since, in some instances, there is reluctance 
to report cases to national authorities. Laboratory capacity for testing of samples remains an 
issue and there is a need to identify regional laboratories to ensure a quicker response. 
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2.4 Pro-active quality and safety surveillance 

Dr David Lee Chin, Director, Technical Strategy and Quality, Center for Pharmaceutical 
Management, Management Sciences for Health, United States of America, delivered a 
presentation on medication safety and sources of clinical harm, and used recent cases of product
quality-related harm (DEG poisonings and heparin related adveroe eventa and deaths) in 
discussing medicine safety systems and surveillance approaches. 

Product quality, safety and/or efficacy and provider and patient behaviour all are sources 
of potential clinical harm. The case ofDEG poisonings in Panama, which caused 123 deaths 
(700+ claims), showed a systemic failure. There was no good manufacturing practice (GMP) 
enforcement in the public facilities. The Government issued the permission to the laboratory of 
the Social Security Fund to manufacture medicines, but the Fund did not use the agreement with 
a quality-controllaboratory to test the quality of the ingredients. DEG-tainted material was 
purchased without following good procurement practice (GPP). The product was sourced by a 
supplier without a good performance record. Different vendors were involved, without proper 
documentation to prove that the product was glycerine and not DEG. This was used to 
manufacture 260 000 bottles of cough syrup that caused wide-spread poisoning. 

Many lessons can be learnt from Panama. Medication safety is a shared responsibility. 
Stakeholders include policy makers, regulators, health service managers, manufacturers and 
suppliers, providers and consumers. Effective implementation of appropriate pharmaceutical 
production policies is critical. There is no substitute for GMP. Substandard procurement 
practices harm public health. There are risks in prescribing symptomatic remedies. An informed 
consumer will contribute to protecting public health. Timely international collaboration and 
technical support can address resources constraints. There is a need to move from passive to 
active and comprehensive surveillance; while passive surveillance uses a problem-reporting 
approach for non-specific populations and products, active surveillance will use prospective and 
retrospective methods for specific populations and high-risk products. Reduction of product
quality-related harm can be ensured through preventive methods: GPP; GMP and product quality 
assurance and active-detection methods, including documentation inspection, product visual 
inspection, sampling and testing and use of simple tests. 

During the discussions that followed, suggestions were made regarding interventions that 
will raise awareness on the risks ofDEG and encourage specific testing for DEG in cough 
mixtures. The issue of corruption/conflict of interest is also at the heart of the problem. 
Licensing of people working at all levels of the supply chain is very important. Countries now 
have more options in moving towards active surveillance using Global Fund resources. They 
should start developing locally appropriate approaches for active surveillance and ask for 
funding. Malaria control, HIV I AIDS and TB programmes are already being used as a starting 
point, because the health workers in these programmes have started to think about the safety of 
medicines. These are opportunities to consider entry points that can be used to implement active 
surveillance methods. Communication on these issues must be improved. The scientific 
evidence is there, but this knowledge is not transferred to the public to explain what counterfeit 
medicines mean to public health and the economy of the country. In raising awareness, 
consideration should also be given to whether MRAs have the capacity to respond if they 
become overloaded with reported cases. Existing capacity has to be used. Increasingly, 
verticalization is becoming a problem in health service delivery. An integrated approach, using 
all available resources, is key to sustaining efforts. 

2.5 Overview of the Rapid Alert System (RAS) for combating counterfeit medicines 

2.5.1 RAS overview 
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Dr Santoso gave an overview of the RAS, the web-based, moderated electronic 
communication network on detected counterfeit medicines. Members of the network are 
d~!'ligiJ.at~d focal pQmts from Member. States, partner .organizations and WHO. The RAS 
provides a mechanism for rapid exchange of information and alerts on detected cases of 
counterfeit medicines. Tt Also pmvicl~s ;:t fomm for electronic dis;cus;sdon on actions required for 
follow-up of detected cases of counterfeit medicines. The RAS was established to address the 
need for a mechanism to alert countries and partners when counterfeit medicines are detected. It 
aims to protect and improve public health through information-sharing on suspected medicines 
among national medicines regulatory authorities, law enforcement agencies, international 
agencies and other relevant authorities. Specifically, it aims to: 

facilitate rapid national-level communication, decision-making and action; and 

facilitate rapid national and international information-sharing and coordination on 
action. 

The RAS server is located in Universiti Sains Malaysia (USM) in Penang, Malaysia, and is 
moderated by the WHO Regional Office for the Western Pacific. It was developed and tested in 
2004 and launched in 2005. WHO Regional Office for the Western Pacific advocated for its 
establishment and invited Member States to designate focal points. In 2007, WHO/IMP ACT 
agreed to adopt and manage the RAS and use it globally. A total of 165 cases have been reported 
so far, 48% of which had insufficient active ingredients and 30% no active ingredient at all. 
Almost half of the reported cases were antibiotics. Of the reports, 48% came from the 
Philippines and 39% from Cambodia, with other reports from France, Mongolia and Nepal, 
among others. The RAS was reviewed in 2008 through an assessment survey among the focal 
points and, in 2009, a review was carried out by a WHO consultant. 

The recommendations of the review were as follows: 

• Redesign the RAS: Make it more user-friendly. Currently it serves as a repository for 
counterfeit medicines and for information exchange, rather than for discussion on 
follow:-up actions. 

• Expand the RAS: In addition to Member States and partners, it should include 
academia, industry, consumer organizations and interested individuals in its 
membership. 

• Advocate for wider audiences. 

• Provide updated information. 

The following is proposed to improve the RAS: 

• Outsourcing (server host and moderating). 

• Redesigning and updating designations of focal points. 

• Developing the RAS for country use and advocating its use to a wider audience. 

• Debating if the RAS should be closed or open to the public. 

• Considering how to cover wide audiences without jeopardizing the confidentiality of 
cases under investigation. 

• Making the RAS a global system. 
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2.5.2 Experience in implementing the RAS in Cambodia 

Dr Chroeng Sokhan, Deputy Director, Department of Drugs and Food, Ministry of Health, 
gave a presentation on Cambodia's actions in combating counterfeit medicines and provided 
suggestions on how to improve the RAS. Cambodia has had problems with counterfeit 
medicines for a long time, but activities to l:Ombat tht: pwblt:lll slarlt:d in 20.00 with the 
assessment of the prevalence of counterfeits. Interm.inisterial and provincial committees were 
established in 2005 to address the problem. Four main donors and organizations funded projects 
to detect and combat counterfeit medicines. A total of 3 910 samples were collected over the 
period from 2000 to 2009, of which 1949 were tested; 212 samples failed the tests. 

Cambodia has reported 49 cases in the RAS. Based on the country's experience in using 
the RAS the following was suggested: 

• The report form needs to be more user-friendly and shorter. 

• Class of drugs should not be in the report form, but should be taken care of by the 
moderator, because classification is difficult for those who report and has created 
mismatches. 

• The status of cases has to be redefined. 

• The membership criteria need to be redefined to accommodate requests from 
nongovernmental organizations and the private sector. 

• The mechanism to modify, add/remove information in the report must be reviewed. 
The moderator also has to have a role in the correction of information. 

• The mechanism for counting reported cases needs to be reviewed to match the total. 

• A mechanism should be created to correct the information if a case is wrongly 
assigned. 

• A confirmation on the successful reporting of the case should be sent by the moderator 
to the person who submitted the report. 

• The list of focal persons needs to be updated. 

• Consideration should be given to modifying the RAS to enable it to also be used for 
reporting within country. 

• Consideration should be given to how RAS can help INTERPOL to take action against 
known counterfeiters. 

2.5 .3 Improving the RAS 

Dr Zulham Hamdan from USM, where the RAS system, server and domain are hosted, 
described the system and the feedback received on how to improve it. USM supports the RAS 
initiative as a service to the community. Its last engagement with the WHO Regional Office for 
the Western Pacific was in 2007, when it was requested to assist in the safe transfer and 
operation of the RAS server to Geneva Headquarters/IMP ACT. USM upgraded the system after 
the feedback was received on its performance. Screen shots ofthe newly designed RAS website 
were presented. Technical suggestions that need to be further addressed include: 

• Allow the public to search the database by region and country. 

• Upgrade the server and back -up mechanism. 
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• Widen accessibility: engage a call centre to service the public; accept reports through e
mail. 

• Carry out awareness activities: publish alert documents; document media reports and 
make them available on the website. 

2.5.4 Discussion 

There is a need to apply a risk approach and to identify the areas of greatest need: high
risk products, high-risk distribution systems, high-risk groups, etc. Suggestions were also made 
to develop a list of high-risk ingredients, such as DEG, and a list of medicines that have the 
highest public health impact, such as ARVs, anti-TB medicines, antimalarials, antibiotics, and to 
disseminate this information to procurement agencies and distribution channels. Involving the 
pharmaceutical industry in risk analysis was also put forward for consideration. WHO 
Headquarters has already developed guidance on risk analysis in production. Current trends in 
inspection and regulation are towards risk assessment of the system. In pharmaceuticals, more 
and more inspections are being conducted overseas, which requires a lot of resources. 

The main objective of the RAS has to be more clearly defined. Is the system intended to 
alert regulatory agencies in other countries or to report something that was done already? What is 
the aim of the product and what are the outcomes? If we want to have the RAS function as an 
early alert system, it may need to be reconfigured to serve that purpose. One suggestion was to 
consider asking countries to submit their reports on counterfeit medicines on a periodic basis 
instead of case by case. It was suggested that countries should think about the benefits of 
reporting to the RAS. What will the system do in return? Consideration should be given to 
whether the system needs to be married to national alert systems, such as the one in Thailand. 
Cambodia could be the first country to use the RAS for national reporting. One suggestion was 
to learn from the food safety daily alerts and see if a similar alert system could be set up for 
counterfeit medicines. 

The RAS can address three objectives in supporting national capacities: (1) support for 
national decision-making; (2) help in coordinating actions at the national level; and (3) 
development of good statistics to reassess risks and re-set priorities. Two attempts were made to 
bring the RAS to WHO Headquarters in 2007 but, due to a lack of resources, the transfer was not 
possible. Nevertheless, the RAS serves globally, regardless of where it is situated. 

The discussion highlighted different options to consider if the purpose of the RAS is to be 
redefmed: should it serve as a quick alert system, serve also for in-country reporting, and/or 
include police and customs? It was agreed that the RAS target audience needs to be identified 
and that the role of the moderator is crucial for its successful functioning. If the RAS is also to 
focus on the country level, one suggestion was that the MRA make all information regarding 
registered products available on the website, with pictures. Suppliers and consumers could thus 

· see what the MRA has authorized and compare products. It would be best to start on a small 
scale and focus on target medicines that are priority for a country. Encouraging MRAs to make 
information on registered products available on the Internet is an ongoing initiative and is also 
being addressed by other programmes, such as Good Governance in Medicines. It is also a 
requirement for ASEAN members to put such information on the Internet. 

Training and detection capabilities that are easy to use should be considered, i.e. those that 
focus on packaging, holograms, batch numbers, and using text messaging for alerts, etc. Again it 
would be best to start small and develop as the technology evolves. It is important to 
differentiate between the regional/global RAS and national RAS. National RAS could be piloted 
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on a small scale, considering that scaling-up would involve a lot of political decisions, 
negotiations and resources. 

It should be decided which information on the RAS~will be publicly accessible.-Too much 
information could help counterfeiters to circumvent the system. There is a need to divide the 
system into different levels according to what will be public and what for internal use. There is 
also a need to develop a protocol that will specify the level of information-sharing in the RAS 
and give guidance on other intricacies. 

It was suggested that the RAS should have three access levels: 

(1) the moderator and designated country focal persons; 

(2) researchers, academics, nongovernmental organizations and the private sector; and 
the general public. 

One option would be to also upload data from country surveys. The role of the moderator 
is to look at other data on what is happening in the marketplace, process the information and 
share it with MRAs, academia, etc. However, caution will be needed as, if many other types of 
information are added to the system, the purpose of the RAS may be compromised. The RAS 
should be rapid and reliable in its sharing of information. In order to be reliable, it should be 
clear how the information is gathered, where it goes and how it is processed. 

2.6 Issues and challenges as regards the methodologies used in surveillance of counterfeit and 
substandard medicines 

Dr Eva Maria Christophel, Medical Officer, Malria, other V ectorbome and Parasitic 
Diseases, WHO Western Pacific Regional Office, gave a presentation on the experiences of the 
Malaria programme in Greater Mekong countries. The Malaria programme is concerned about 
counterfeit medicines because there is a long history of counterfeit antimalarials, which have 
contributed to increasing mortality and development of drug resistance. In Greater Mekong 
countries, the proportion of counterfeit antimalarials has been found to be as high as 50%. There 
is a need for continuous surveillance, but great challenges are being faced as regards the 
methodologies used. Particularly in surveys, a number of issues continue to be challenging: 

• Sampling: There is the potential for bias if convenience sampling is used. 

• Classification of "failing" products is rarely carried out (counterfeit, substandard, 
degraded). 

• Prevalence of low quality medicines in samples and of outlets selling low quality 
medicines. 

• Reporting: stated manufacturer/ brand names, location. 

• Cost and resulting action. 

Issues being faced in sentinel-site monitoring include: 

• Sampling: It is unclear how to sample (private vs. public, rural vs. urban, 
convenience vs. systematic). Also there is the potential for selection bias due to 
the large number of units to be sampled (>=20). 

• Analysis: batch-based vs. sample-based. 
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• It is a fixed system, thus there is a risk of its activities becoming known in the 
area. 

There are also issues regarding inspections, mainly in identifying licensed outlets and 
registered medicines and reaching remote areas. ln addthon, there is no methodology ±or rapid 
risk -sampling. 

Most of the stated challenges could be addressed by the availability of a framework and 
guidelines for quality monitoring at the national and local levels including: sampling strategies; 
capacity-building in assay/detection of counterfeit and substandard products; provision of a 
laboratory network and technical assistance for implementation of the framework; validation of 
new testing methods (e.g. infrared spectroscopy); prioritization of products and vulnerable 
populations; and timely transfer of information for action. 

There is a need to focus on ascertaining how the methodology can be refined/standardized. 
Can priority methodologies be recommended? Should a rapid assessment methodology be 
developed and, if so, who should develop it? Can a standard reporting format be developed 
across all methodologies? How can the availability of results be improved to stimulate action? 

2.6.1 Surveys of counterfeit medicines-methodological perspectives 

Dr Newton focused on methodologies for surveys of counterfeit medicines. The methods 
used will depend on the question that needs to be answered: Are there medicines of poor quality 
in a particular geographical area? Is the proportion of outlets selling poor quality medicines 
above a pre-determined acceptable level and/or what is the prevalence of poor quality medicines 
in this geographical area? What are the proportions of different types of poor quality 
medicines-counterfeit, substandard or degraded? What are the relative proportions of different 
types of outlet selling poor quality medicines of different types in a given geographical area or 
pharmaceutical supply chain? 

Different methods can be used for sampling. Convenience sampling is simple and may 
provide the initial signal of a problem, similar to ad hoc reporting of adverse drug events, but it is 
inherently prone to bias, depending on the collector's choice of outlet. Prevalence estimates can 
have no reliable measure of confidence and changes in the prevalence of poor quality medicines 
cannot be interpreted reliably. 

Sentinel monitoring allows longitudinal changes to be followed in one place. However, 
outlet owners will probably soon realise that they are being sampled and will change their 
behaviour and thus no longer be representative of the population. 

Random sampling, with a sufficient number of samples, gives an estimate of the frequency 
of outlets selling poor quality medicines and their distribution in a defmed area, with confidence 
intervals. It can also follow changes over time. However, it is more complicated and requires a 
large sample size. 

Lot quality assurance (LQAS) is used to determine whether the prevalence of outlets 
selling medicines of poor quality exceeds a certain threshold. For example, if an upper threshold 
of 95% and a lower threshold of 80% are set, this means that it is acceptable for 95% of outlets 
selling artemether-lumefantrine in one district to have good quality medicines and unacceptable 
for <80% to have good quality medicines. This method does not estimate exact prevalence. 
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Supply chain surveys for antimalarials are used to fmd out how licensed and unlicensed 
medicines are distributed and what medicines outlets are selling? ACT Watch has undertaken 
such surveys in one Asian and six African countries. 

The suggestion is to use convenience samplinp; when identifying problems and LQAS for 
frequency data or, if this is not possible, convenience sampling. If previous data suggest a 
problem, use random sampling or, if this is not possible, use LQAS. Sampling plans will be 
country-specific and should defme who should collect the information? Should there be sampling 
of mobile sellers? Is an ethical review necessary? Is there a potential for critical reduction in 
stock by surveys? For risk assessment, what proportion of outlets selling poor quality medicines 
should be regarded as unacceptable? Legal advice on the phraseology of reporting should be 
sought and use should be made of data for law enforcement. The use of generic standard 
operating procedures for local adaptation is also suggested: decide who should report, to whom 
and when; consider the Medical Quality Assessment Reporting Guidelines (MEDQUARG) 
proposal for scientific reporting checklists; consider laboratory analysis capacity and, if there is a 
need, identify regional laboratories; and have a strategy for dissemination of information. 

2.6.2 Quality surveillance-methodological perspectives 

Dr Kopp's presentation highlighted aspects that need to be considered when monitoring 
the quality of medicines. Figures that are presented from studies should be handled with special 
caution as journals often omit parts of the text, thus distorting interpretation of figures. In 
monitoring quality, consideration should be given to what national measures are being taken to 
control the availability of the medicines in the marketplace. Are regulatory measures and 
sampling for quality control testing linked? WHO has performed a "Study on monitoring the 
quality of medicines" to assess how well a country can ensure the quality of medicines. It is 
impossible to control every item but, in order to be efficient, an MRA has to be involved, points 
of entry in the supply system have to included, and an appropriate methodology and inspection 
capacity have to be identified. Sophisticated methodologies are already available for quick 
testing. Some companies have developed quick tests for the most commonly counterfeited 
products (product-specific). The results of these tests are not comparable and, although they are 
valuable, counterfeiters can fool them ( eg. heparin). DEG is also difficult to detect sometimes. 
Strategically, all inspectors should go out at the same time to collect samples. Otherwise 
counterfeiters will know that samples are being collected and will make sure to hand over their 
chosen samples. Quality testing is one tool, but a system approach is needed to ensure that all 
national mechanisms are used. 

A lot more products are coming into national marketplaces, creating an additional burden 
for MR.As. As a result, it is not feasible to do everything that is on the list. A lot of countries 
have moved towards using risk analysis as a basis for monitoring their situations. In WHO, risk
analysis started 10 years ago, but did not get enough attention. Risk assessment on a global level 
is based on the experiences that most countries have with manufacturers, using intelligence and 
available resources and taking into account if the drug is life-saving. Risk analysis is carried out 
by multidisciplinary teams. While monitoring the quality of medicines, it is possible to find out 
other things, such as distribution failures or problems in storage and/or transport. WHO has 
revised its guidelines for good distribution practice and good laboratory practice. 

2.6.3 Quality surveillance-experience from the Philippines 

Ms Nazarita Tacandong, acting Director of Food and Drug Administration (FDA) of the 
Philippines, delivered apresentation on the surveillance and alert system in her country. Cases of 
various detected counterfeit medicines were depicted, such as ampoules of Co-Amoxiclav that 
had different colours on the label, only two securing lugs (as opposed to eight in the genuine 
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product) and a rubber plug that had two puncture marks, indicating previous use. As of 31 
January 2010, the Philippine FDA had 38 551licensed establishments and 26 186 registered 
products. Est!l.blishm.tmts are inspected on implf!ment_ation of li<_:e:w;i.p.g r~quirements ru;t<l _ 
monitoring of compliance to: Good Manufacturing Practice, Good Distribution Practice and 
Gnnrl Storage Practice. Capability iE: enhanced through training scssions and seminars (a.LJuau 
and local) and regional hands-on training nationwide. Intensified surveillance is performed 
through regional audit inspections, monitoring of products and collection of samples in the 
marketplace, and through test-buy operations in unlicensed establishments. The FDA is 
generating public awareness through publication of health advisories, distribution of educational 
materials, media interviews, and conducting seminars for pharmacists and owners of drug retail 
outlets and distributors. The FDA partners with other government agencies in the execution of 
search warrants and other legal orders; it has a close collaborative relationship with the Bureau of 
Customs for monitoring of incoming shipments at ports of entry and works in coordination with 
local government units in the monitoring of unlicensed establishments. 

From February 2009 to the present, in Metro Manila alone, out of a total of 51 products, 
11 were found to be counterfeit and 40 substandard; in the regions, out of a total of 17 products 
tested, six were found to be counterfeit and 11 substandard. Consumer reporting is integrated in 
medicine surveillance. Experience from the Philippines shows that: 

Unregistered products are even more dangerous and more likely to be counterfeit or 
contaminated. 

Proactive medicine surveillance is expensive, hence risk assessment is a good 
alternative. 

Consumer reporting is good, but is dependent on collaboration with stakeholders and 
pharmacists. There should be a continuous advocacy programme and proper 
assessment of reports received. 

Collaboration with pharmaceutical companies and other government regulatory 
authorities is essential. 

Experience with the RAS and suggestions for improvement include: 

• adoption of a more memory-friendly name for the RAS website, such as www.ras:com; 

• separate reporting of counterfeit and substandard products; 

• harmonization of the definition of counterfeit medicine (for purposes of reporting 
·only); 

• encouraging the participation of consumers and stakeholders in reporting counterfeit 
drugs, i.e. a forum for non-MRA; 

• assigning an international toll free number; 

• making the names and contact details of focal persons in every country available on the 
website; and 

• assigning a separate report form for MRA and non-MRA reporters. 

Discussions highlighted the need to document experiences in decentralized governments, 
establishing which activities are decentralized and which are centralized to ensure coordination. 
In countries, INTERPOL is encouraging the formation of task forces to combat counterfeiting. 
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2. 7 Medicine guality monitoring 

2. 7.1 Quality of antimalarial medicines in Sub-Saharan Africa 

Dr Clive Ondari, Coordinator, Medicines Access and Rational Use, presented the results 
of the Study on the Quality of Antimalarial Med1cmes m Sub-Saharan Afuca ((.!AMSA), carried 
out with WHO and USP collaboration and involving 10 countries in Sub-Saharan Africa. The 
aim of the study was to evaluate the quality of selected antimalarial medicines in a defmed 
number of African countries. The key objectives of the study were: to estimate the proportion of 
artemisin-based combination therapy products (ACT) and sufladoxine/pyrimethamine (SP) 
products meeting specific quality standards in the selected countries at different points of the 
regulated and informal distribution systems; to estimate the proportion of counterfeit ACT and 
SP products in the selected countries at different points of the regulated and informal distribution 
systems; to identify possible causes for the above fmdings; and to propose possible strategies and 
implementation plans to address the problems identified by the study. 

With funding provided by the European Commission (EC), WHO supported the following 
country teams: Cameroon, Ethiopia, Ghana, Kenya, Nigeria and Tanzania. USP supported 
Madagascar, Malawi, Senegal and Uganda. Key elements of the sampling used for the study 
were: definition of sample; stratification of the markets: Level1-importers, chronic medication 
service (CMS), manufacturers, NGO central stores; and Level2-regional stores, wholesalers, 
regulated retailers and informal outlets; number of units/samples; and packaging information 
(patient leaflets and primary packs). 

A total of 936 samples were collected, of which 905 were tested in minilabs in-country 
and 306 in the quality-control laboratories of WHO collaborating centres or USP laboratories. 
The critical steps of the study were: sample collection; assignment of a unique code; completion 
of sample form; copying of package leaflet; minilab testing; identification of samples to be sent 
to the quality-control laboratory; and actual quality-control laboratory testing. The study found 
that around 55% of sampled medicines from Nigeria, 43% of samples from Cameroon and 41% 
from Ghana failed quality-control laboratory testing. 

To more effectively combat counterfeit medicines, MRAs should make decisions 
regarding the conformity of the products after evaluation. The criteria to be considered for 
decision-making can be qualified as critical or non-critical. Administration of judicial decisions 
requires consideration of the critical or non-critical aspects of non-compliance. 

2. 7.2 Medicine-quality monitoring in Greater Mekong countries 

Dr Souly Phanouvong, Manager, Asia Programs, The United States Pharmacopoeia, gave 
a presentation on medicine-quality monitoring (MQM) in Greater Mekong countries, focusing on 
the methodological framework used, highlights of findings, actions taken and their impacts, 
challenges faced and suggested solutions. In late 2002, WHO, the Roll Back Malaria 
Partnership, USP DQI and other partners identified three key areas needing attention regarding 
the quality issues of anti-infective medicines in countries of the Greater Mekong subregion: 

• Establishment of a strategic approach for early detection of counterfeit and substandard 
medicines and acquisition of evidence-based data from the field. 

• Enhancement of technical capacity in each country's laboratories for quality control. 

• Strengthening of national medicine regulatory authorities. 
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Establishment of the MQM programme in the Greater Mekong subregion was aimed at 
strengthening quality assurance programmes and quality control systems· for medicines at 
nati()lla.J Cl!ld p~ogr~e l~vel~~ t4~ o1Jj~~tiv~ b~j.ng tp QQt$ e.\fic1~:t:J.9.~-:-)J_as~d gat~ fr9m, the field 
on the quality of selected anti-infective medicines and to present that data to MRA and other 
appmpri:=tfF. ileF.nr.if':f; tn F:nflble them to address identified problemG. The methodological 
framework used: a situation review (quality assurance/ quality control), selection of sentinel 
sites, training, field operations (sample collection, testing and reporting), data analysis and 
documentation, and recommendations to address the problem. A three-level testing approach 
was used, including: 

• basic testing (photovoltaic (PV) inspection, colorimetric, thin layer chromatography 
(TLC), simple disintegration) to screen for substandard and counterfeit medicines; 

• authentic testing (pharmacopoeial specifications, validated industry methods) to 
determine legal compliance and support regulatory decisions; and 

• specialized testing to determine such factors as unusual impurities, bioequivalence or 
bioavailability. 

The GPFH Minilab® was used as a testing method in the field to perform basic tests. The 
number of sites using minilabs increased from 17 in 2003 to 42 in 2009. During the period from 
October 2008 to September 2009, a total of 4606 samples were collected, of which 33 failed 
quality testing in the field and laboratory. Of these samples, 363 were collected in the Lao 
People's Democratic Republic, of which one failed; 1996 samples were collected in Thailand, of 
which 14 failed; 518 samples were collected in Viet N am, of which two failed; and 1729 samples 
were collected in Cambodia, of which 16 failed. 

Activities to raise the awareness on the dangers of counterfeit medicines included: mass 
and professional media campaigns; publication of newsletters, drug bulletins and magazines; 
issuing of reports and posters; presentations at national and international conferences/meetings; 
and public service announcements. The impact of the findings led to enforcement by MRAs, 
who issued regulatory warnings/notices to alert health professionals and the public (the Lao 
People's Democratic Republic and VietNam); fmed and closed outlets (the Lao People's 
Democratic Republic); reported to the WHO RAS (Cambodia); and investigated further with 
manufacturers (all countries). Beyond the national level, the MQM programme helped to 
increase collaboration (WHO, INTERPOL, PSI, the Wellcome Trust, IMP ACT, the Bill and 
Melinda Gates Foundation and NGOs) and raised awareness among health care workers and 
consumers. The MQM programme in the Mekong subregion serves as a model in more than 25 
other countries in Africa, Asia and Latin America. 

The main challenges and issues encountered by the programme include: 

• MRAs in the Mekong subregion have not been given the necessary regulatory 
powers, which leads to weak enforcement. 

• There is ineffective coordination/communication among stakeholders (MRAs, 
economic police, prosecutors, trade, customs), which impedes taking appropriate 
actions. 

• Obtaining comprehensive and accurate data on MQM from monitoring sites 
continually challenges efforts to monitor production quality. 
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• Staff turnover at sentinel sites and the need to train new staff repeatedly hinders 
effective operations and causes delays. 

• Inconsistent use of proper basic testing techniques at some sentinel sites using the 
Minilab protocol and monographs threatens the validity of data. 

• Delays in obtaining formal concurrence from relevant country authorities hinder 
effective operations. 

• Delays in obtaining country reports impede taking appropriate actions. 

• New rules and regulations on financial reporting delay implementation of 
activities. 

2.7.3 Discussion 

In the discussion, it was pointed out that testing efficiency may be increased by depending 
on signals. For example, iflabelling is wrong, there is no need to go further with testing. More 
emphasis should be given to development of a post-marketing strategy. In the past, the exclusive 
emphasis on GMP has neglected other levels of the supply chain. There is a need to more clearly 
distinguish between counterfeit and substandard medicines, noting that those products that 
qualify as substandard are those that are registered by the MRA but have failed pharmacopoeal 
tests. 

A question was raised on the role of the MRA in combating counterfeits, given that MR.As 
deal only with registered products, while counterfeiting is a criminal activity that should be 
addressed by law enforcement agencies. It was highlighted that it is very important to involve 
national authorities in the early process of project planning in order to avoid possible delays in 
obtaining formal government clearance. It was agreed that public health facilities should always 
be included in sampling. 

3. CONCLUSIONS AND RECOMMENDATIONS 

3.1 Conclusions 

The consultation recognized the continuing severe public health problem of counterfeit 
medicines and, within the wider context, poor quality medicines. The consultation emphasized 
the great importance of more action, investment and cooperation in reducing their frequency and 
their public health impact. 

3.2 Recommendations 

Recommendations for WHO, Member States and partners include: 

3.2.1 Counterfeit medicines: 

• Enhance cooperation between medicine regulatory authorities (MR.As ), the 
police and customs, disease control programmes and other relevant stakeholders. 

• Support MR.As and enforcement departments with human and fmancial capacity, 
as keystones for medicine control and enforcement, to disrupt the infrastructure 
and flow of counterfeit and substandard medicines. 
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• Encourage all current and future partners involved in combating counterfeit 
medicines to maximize appropriate sharing of information through the proposed 
central and regional clearing-houses for the RAS and other mechanisms. 

• Tnr.rP.:ase awareness and capacity in the idontificntion of countc1feit medi~..:iu~s 
among health workers, those involved in the supply and distribution of 
medicines and the public. 

• Promote a system whereby health workers and those involved in the supply and 
distribution of medicines have a moral obligation and legal duty, included as part 
of the license to practice, to report suspicious products to the appropriate 
government authorities. 
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3.2.2 Rapid alert system (RAS): 

Systems and personnel: 

• Update all the RAS protocols and the terms of reference of the moderators and 
fueal puiuls lu aullress the aims of the RAS. 

• Ensure the security and sustainability of the RAS system. 
• Strengthen the role, responsibility and security of the country focal 

persons/SPOC*, who are crucial to the optimal utility of the system. 
• Strengthen the role, responsibility and security of the moderators, who are 

crucial in promoting and facilitating the optimal utility of the system. 
• Include useful statistics and trend data, enabling reassessment of risk and the 

resetting of priorities. 
• Facilitate support to priority countries to implement the RAS and required 

actions. 
• Facilitate the inclusion of all appropriate stakeholders. 
• Evaluate the functionality and operation of the RAS after six months and the 

impact of the RAS two years after re-launch. 

Network and communications: 

• Encourage the development of national web-based medicine regulatory 
information systems, in which alerts would be linked to the RAS and other 
databases, where feasible. 

• Facilitate the development of a database of chemical and packaging details to 
facilitate detection of counterfeit medicines and allow the appropriate sharing of 
information. 

• Encourage all partners to contribute to and receive information via the RAS. 
Partners will be represented in a hierarchical system of access with: 

Group 1 (moderators and focal points) 
Group 2 (NGOs, other health programmes, academic researchers 
and the pharmaceutical industry) 
Group 3 (the public) 

• Promote the use of the RAS through the Operation Storm network. 

3.2.3 Gathering of evidence on counterfeit medicines: 

• Develop a framework that would guide countries in appropriate medicine quality 
surveillance to control product quality and registration. 

• Promote and support the use of public health risk assessments in regulating, 
monitoring and controlling the medicine supply. 

• Conduct surveys on the quality of medicines according to rigorous scientific and 
ethical guidelines so that the results can be used optimally for the benefit of 
public health. 

• Strengthen active surveillance and develop rapid risk-sampling for counterfeits. 

• Facilitate support for inspection and analysis of suspected medicines within 
country for action. Support Member States to actively remove from the 
marketplace and destroy confirmed counterfeit medicines in a timely manner. 
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• Develop and disseminate appropriate guidelines for the interpretation and 
reporting of surveys and monitoring of data to facilitate further Understanding 
and a,ction. 

• Facilitate dissemination of methodological protocols, good laboratory practice 
techniques and standard operating procedures for surveys and medicine analysis 
for use, discussion and improvement. Share approaches in sampling 
methodologie_s and create a working group to discuss surveys, drug quality 
monitoring and methodologies, including those for rapid assessment, in 
collaboration with ongoing activities in IMP ACT, WHO and Member States. 

*Where available the SPOC (single point of contact) system should be used. 
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ANNEX2 

AGENDA 

1. Opening session 

2. Introduction of the objectives ·and methods of the consultation 

3. Problems of counterfeit medicines 

- WHO Global perspective 

- WHO Regional perspective 

4. Criminal investigation and law enforcement in combating counterfeit medicines 
5. Pro-active quality and safety surveillance 

6. Discussions on barriers to combat counterfeit medicines and ways to improve it and the 
roles of different partners 

7. Rapid Alert System for Combating Counterfeit Medicines - a brief overview 
8. Surveillance of counterfeit and the application of RAS in Cambodia 
9. Improving the Rapid Alert System - proposed revision 

10. How to improve surveillance and alert system- discussions 

11. Issues and challenges with methodologies used in surveillance of counterfeit 
and substandard medicines 

12. Survey on counterfeit medicines - methodological perspective 

13. Quality surveillance- methodological perspectives 

14. Quality surveillance- experiences from the Philippines 

15. Drug quality surveillance in Greater Mekong countries 

16. Survey on quality of antimalarials in Africa 

17. Discussions on sampling methods for counterfeit and substandard products 

18. Conclusions and recommendations 

19. Closing session 
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