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1. Introduction 

1.1 Background 

At the Sixty-first World Health Assembly in May 2008, the WHO Secretariat 
reported on counterfeit medical products. Such products were taken to 
include medicines, pharmaceutical ingredients, medical devices and 
diagnostics. Widely used medicines such as atorvastatin and paracetamol, 
as well as limited-use medicine such as growth hormone, paclitaxel and 
filgrastim, and erectile dysfunction medicines are also being counterfeited. 
Counterfeit medical devices include contact lenses, condoms, surgical 
mesh, and diagnostic test strips used by diabetic patients to monitor their 
blood glucose concentrations. Thus, both expensive and cheap products, as 
well as generic and branded products are being counterfeited and they had 
appeared in community pharmacies and hospitals, as well as other in less-
regulated places. 

At the World Health Assembly held in May 2008, a draft resolution on 
counterfeit medical products was proposed by Gambia, Ghana, Nigeria, 
Tunisia and the United Arab Emirates. The European Union subsequently 
was requested to be a co-sponsor of the resolution. There was vigorous 
discussion on the draft resolution by Member States from all six regions. 
There were differing viewpoints especially on the definition of counterfeit 
medicines/medical products and there were requests for further information 
and clarification. The Chairman recognized that some Member States 
needed more information on the issue before adopting a resolution and 
suggested that action be deferred until next year. Meanwhile, the subject 
was to be referred to the Executive Board for further discussion at its 
meeting in January 2009. 

During the meeting of the Advisory Committee to review technical 
matters to be discussed at the Sixty-first Session of the Regional Committee 
held in the Regional Office for South-East Asia (SEARO) in New Delhi from 
30 June to 3 July 2008, India proposed the issue of counterfeit medicines as 
an agenda item for the Regional Committee. Members of Advisory 
Committee agreed that the subject merits attention but expressed concern 
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that various issues pertaining to counterfeit medicines such as definition, 
terminology and other aspects were not fully understood. For example, in 
recent documents, the scope has been expanded from medicines to 
medical products. Also, the magnitude of the problem of counterfeit 
medicines in countries of the South-East Asia Region is not known and 
needs to be assessed after these issues are clarified. Therefore, it was 
recommended that SEARO organize a meeting to clarify the various issues 
related to counterfeit medicines/medical products. 

Thus, an intercountry consultation was organized in the Regional 
Office to provide information on various issues relating to counterfeit 
medicines/medical products, share country experiences on counterfeit 
medicines, review a WHO initiative in combating counterfeit medical 
products, and formulate conclusions and recommendations to be presented 
to the Regional Committee at its sixty-first Session in September 2008. 

1.2 Objectives 

General Objective 

To review the problem of counterfeit medicines in countries of the South-
East Asia Region 

Specific Objectives 

(1) To reach a common understanding on the definition of 
counterfeit medicines. 

(2) To exchange information on the problem of counterfeit 
medicines in countries of the Region. 

(3) To review recent global initiatives in combating counterfeit 
medicines. 

(4) To identify country and regional priority issues for combating 
counterfeit medicines. 

2. Opening session 

Dr Poonam Khetrapal Singh, Acting Regional Director and Deputy Regional 
Director, welcomed all the participants on behalf of Regional Director, 
WHO South-East Asia Region. 
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In his message, delivered by Dr Poonam Khetrapal Singh, the Regional 
Director, Dr Samlee Plianbangchang, emphasized the long standing work of 
WHO in the area of quality of medicines. The WHO Executive Board dealt 
with the issue in 1951 with resolution EB7.R79 on the reunification of 
pharmacopoeias. The World Health Assembly resolutions WHA41.16 in 
1988 and WHA47.13 in 1994 on rational use of drugs and WHA52.19 in 
1999 on the revised drug strategy recognized the threat posed by 
counterfeit medical products and requested the Director-General to 
support Member States in their efforts to combat the manufacture, trade 
and use of counterfeit medical products. Various factors in the areas of 
manufacture and trade contributed to the emergence of counterfeit 
medical products. The important factors included: unwillingness by 
governments’ to recognize the existence or gravity of the problem; 
inadequate legal framework and penalties; weak administration and 
coordination, with measures not focused on fighting counterfeiting; 
ineffective control of manufacturing, import, and distribution of medical 
products; ineffective collaboration among health authorities, police, 
customs and judiciary involved in regulation, control, investigation and 
prosecution; ineffective collaboration and exchange of information 
between public and private sectors; and insufficient international 
collaboration and exchange of information. 

Dr Poonam Khetrapal Singh explained that this meeting was organized 
to discuss various issues related to counterfeit medicines viz. to reach a 
common understanding on the definition of counterfeit medicines, 
exchange information on the problem of counterfeit medicines in countries 
of the Region, review a WHO initiative in combating counterfeit medical 
products (IMPACT), and identify country and regional priority issues for 
combating counterfeit medicines. The conclusions and recommendations of 
this committee would be submitted to the Regional Committee for 
endorsement at its Sixty-first Session to be held in September 2008. 

Dr Krisantha Weerasuriya introduced the participants and the 
Secretariat. Thereafter, Dr Poonam Khetrapal Singh nominated Mr Vineet 
Chawdhry, Joint Secretary (International Health), Ministry of Health and 
Family Welfare of India was nominated as Chairperson; Dr Moosa Anwar, 
Director-General, Maldives Food and Drug Authority as Co-Chairperson 
and Professor S.D. Seth, Chairperson of Clinical Pharmacology, Indian 
Council of Medical Research as Rapporteur of the consultation. 
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3. Plenary session 

Mr Vineet Chawdhry in his opening remarks as Chairperson said that he 
appreciated the efforts of the Regional Office in organizing this meeting on 
counterfeit medicines. He emphasized the importance of understanding the 
true extent of the menace of counterfeit medical products including 
devices, and diagnostics so that appropriate measures could be instituted at 
the highest level to tackle the problem. Moreover, if countries of the Region 
spoke in one language, it was bound to have an impact. 

Dr Krisantha Weerasuriya presented the general and specific 
objectives of the meeting (See item 1.2) as well as the expected outcomes 
and structure of the meeting. 

3.1 A WHO initiative to combat counterfeit medical products 

Dr Valerio Reggi, Executive Secretary, International Medical Products 
Anti-Counterfeiting Taskforce (IMPACT), WHO in presenting the work of 
WHO in combating counterfeit medical products listed the milestones that 
have been achieved. They include: 

Ø In 1988: World Health Assembly resolution WHA 41.16 
requested WHO to initiate programmes for the prevention and 
detection of the exportation, importation and smuggling of, inter 
alia, counterfeit pharmaceutical products. 

Ø In 1992: The first international meeting on counterfeit drugs was 
organized by WHO, the Council for International Organization 
of Medical Sciences (CIOMS) and the International Federation of 
Pharmaceutical Manufacturers’ Association (IFPMA). The 
meeting formulated the definition of counterfeit drugs and called 
on all parties involved in manufacturing and distribution as well 
consumers to collaborate with governmental institutions in 
combating counterfeit drugs. 

Ø In 1994: World Health Assembly resolution WHA 47.13 
requested WHO to assist Member States in their efforts aimed at 
combating counterfeit drugs. The WHO Project on Counterfeit 
Drugs was started in 1996. 
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Ø From 1994-2004: Several International Conferences of Drug 
Regulatory Authorities (ICDRA) requested WHO to assist 
Member States to adopt measures to combat counterfeit 
medicines. 

Ø In 1999: Guidelines for the Development of Measures to 
Combat Counterfeit Drugs were prepared. They are far from 
being achieved in the majority of WHO Member States. 

Ø In 2000: WHO, IFPMA, the European Generic Medicines 
Association (EGA), and Pharmaciens Sans Frontières established 
a working group on combating counterfeit medicines. 

Ø In 2004: The pre-ICDRA meeting in Madrid requested WHO to 
work on a draft international convention on counterfeit drugs. 
However, there was no consensus among Member States on an 
international convention on counterfeit drugs. 

Ø In 2006 (February): The WHO International Conference on 
Combating Counterfeit Drugs in Rome recommended the 
establishment of an international taskforce. 

Ø In 2006 (July): The terms of reference and the name, IMPACT, 
was endorsed at the meeting in Rome. 

Ø In 2006 (September): The Circular Letter announcing the 
establishment of IMPACT was sent to the Member States. 

IMPACT is a voluntary coalition of stakeholders which coordinated 
international activities aimed at combating counterfeit medical products. 
IMPACT’s current stakeholders 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, enforcement, border control, justice (all at different 
administrative levels of the stakeholders), as well as the private sector 
(manufacturers, importers, distributors, health professionals, media, 
patients/consumers). 

IMPACT is led by WHO to ensure that the focus is on the public 
health implications of counterfeiting rather than on Intellectual Property 
Rights (IPR) related aspects. All IMPACT stakeholders recognize the leading 
role of WHO. IMPACT documents include recommendations, policy 
advice, and reference and training materials that reflect consensus reached 
among IMPACT stakeholders. 
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Dr Reggi explained that counterfeiting of medical products is not an 
IPR issue. IPR has a broad scope and lacks focus on public health. IPR 
violations constitute violations of private rights and not of public health. 
Counterfeiting medical products does not always entail violating IPR; e.g. 
heparin was counterfeited with no trade name, therefore there is no IPR 
infringement. In the first four months of 2008, it killed 81 patients in USA 
due to a contaminant that caused a severe drop in blood pressure during 
dialysis or open heart surgery after receiving large bolus injections of 
heparin intravenously. The contaminant could not be detected by standard 
assays used to test the quality of heparin until sophisticated analytical 
methods such as nuclear magnetic resonance spectroscopy and capillary 
electrophoresis were used. The contaminant was identified to be 
oversulfated chondroitin sulphate, which activates enzymes that can 
generate inflammatory chemicals that are released by immune cells 
resulting in low blood pressure, abdominal symptoms and shortness of 
breath – in some patients resulting in death. 

Another example – 'Brainy', an invented trade mark by a counter-
feiter, does not copy any existing trade mark or trade name. Hence, there is 
no IPR violation but it does not contain the declared active ingredients. This 
counterfeiting affected the Mekong sub-region. The IPR approach requires 
the right-holder to trigger/sustain enforcement action. 

The word “counterfeit” itself is defined and understood differently in 
different situation. For example, there is a specific product that is 
counterfeited, such as, a particular brand of sildenafil. Then, there can be a 
product implying a medicines but there is no particular manufacturer or 
brand affected as with the invented trade mark. “Brainy”, where, while no 
particular or manufacturer would be affected, the patient/consumer would 
be deceived. 

Definitions of counterfeit medicines based on the IPR approach are 
inadequate (e.g. heparin, as mentioned above) for public health purposes. 
The complexity and sophistication of the regulation of manufacture, trade 
and use of medical products has no equivalent in other types of goods and 
cannot be adequately taken into account by an IPR approach. 

Counterfeiting is possible due to various reasons. The major reasons 
are: 

Ø Inadequate legislation 
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Ø Weak regulatory, oversight and enforcement mechanisms 

Ø Inadequate cooperation between drug regulators, police, 
customs, prosecutors, health professionals, manufacturers, 
wholesalers and retailers 

Ø Unregulated trade: Internet-based sales, transit through “free 
zones”, unregulated parallel imports 

Ø No access to reliable health care and medicines supply 

Ø Corruption 

Ø Inadequate control on contract manufacturing and outsourcing 

Ø Lack of control over medicines destined for export 

Ø Weak control at ports and airports 

Ø Trade through several intermediaries / wholesalers 

Ø High price or price differentials 

Ø Illiteracy and poverty. 

Dr Reggi explained that there are two definitions so far for counterfeit 
medicine/medical products. The WHO definition formulated in 1992 for 
counterfeit medicine is as follows: 

“A counterfeit medicine is one which is deliberately and fraudulently 
mislabelled with respect to identity and/or source. Counterfeiting can apply 
to both branded and generic products and counterfeit products may include 
products with the correct ingredients or with the wrong ingredients, without 
active ingredients, with insufficient active ingredients or with fake packaging”  

In 2007, IMPACT defined a counterfeit medical product in the 
context of the legislative principles document as below: 

“A medical product is counterfeit when there is a false representation 
in relation to its identity (1), history or source (2). This applies to the 
product, its container or other packaging or labelling information. 
Counterfeiting can apply to both branded and generic products. Counterfeits 
may include products with correct ingredients/components, (3) with wrong 
ingredients/components, without active ingredients, with incorrect amounts 
of active ingredients, or with fake packaging. Quality defects or non-
compliance with Good Manufacturing Practices/Good Distribution Practices 
(GMP/GDP) in legitimate, authorized medical products should not be 
confused with counterfeiting. 
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(1) e.g. any misleading statement with respect to name, 
composition, strength, or other elements 

(2) e.g. any misleading statement with respect to manufacturer, 
country of manufacturing, country of origin, marketing 
authorization holder  

(3) this refers to ingredients or any other component of a medical 
product”  

Revision of the 1992 definition was made to: 

Ø Encompass all medical products and not just medicines. Most 
documented cases where counterfeiting is associated with 
deaths are cases of counterfeit raw materials, e.g. glycerine, a 
normal ingredient in cough syrup, contaminated or substituted 
with diethylene glycol (DEG), a known poison caused deaths in 
several instances in a number of countries. Another example is 
heparin contaminated with oversulfated chondroitin sulphate 
resulting in serious allergic reactions and deaths from 2006 to 
2008. 

Ø Include forgery of documents ('history'); added to include actual 
cases of licensed manufacturer forging certificates of analysis and 
deliberately releasing substandard versions of its own licensed 
products. 

Ø Include cases of active ingredients in excess of the amount 
declared (real-life cases that caused three deaths). 

Ø Stress that quality defects in authorized products is not 
counterfeiting. 

Dr Reggi concluded that WHO’s aim is to address the concerns of the 
Member States and to build consensus. He also said that patent disputes 
and generic medicines are not to be confused with counterfeiting. 

3.2 Country experiences in combating counterfeit medicines: 

Bangladesh 

Brigadier General Sarkar M.A. Martin gave an overview of the country 
situation. He said that Directorate of Drug Administration is a component 
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of the Ministry of Health and Family Welfare and deals in all aspects of drug 
regulation viz. safety, efficacy, and quality. The Directorate is headed by a 
Drug Controller General. This department has two Drug Testing 
Laboratories, one in Dhaka and the other in Chittagong. This department 
also has a Food Testing Laboratory. 

Bangladesh has a strong pharmaceutical structure. Inspections are 
carried out regularly. Spontaneous reporting is in place. Substandard drugs 
are reported in the media, and withdrawn from the market, and all 
measures are taken to control drug counterfeiting. 

Bhutan 

Mr Nawang Dorji presented the country paper and said that the Medicines 
Act of the Kingdom of Bhutan was enacted by the National Assembly in 
2003. The central procurement agency for medical supplies which is the 
Drugs, Vaccines, Equipment Division (DVED) of the Department of Medical 
Services is the major client for importing medical products into the country. 
The procurement system has its in-built mechanisms to control the quality 
of medicinal products. The Drug Regulatory Authority through pre-
marketing control and post-marketing vigilance helps in combating 
counterfeit medical products. 

Registration of medicinal products plays a key role in preventing the 
inflow of counterfeit drugs. Bhutan has been participating in the Rapid Alert 
System (RAS) since 2006 and receives information on counterfeit medicines 
detected in other countries. 

At present, Bhutan does not have any Drug Testing Laboratory and 
drugs for testing are being sent to Bangkok through WHO assistance and 
support. While there are no reports of counterfeits, substandard medicines 
have been detected during quality testing. 

India 

Mr Debasish Panda in presenting the country situation stated that the Drug 
Control Department under the Ministry of Health and Family Welfare is 
headed by a Drug Controller General. There are four zonal offices, three 
subzonal offices, seven part offices, and six National Drug Testing 
Laboratories. Each state has a State Drug Controller and has its own Drug 
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Testing Laboratory. There are about 1040 Drug Inspectors, 9000 Drug 
Manufacturers, 2000 Loan Licensees, and 2200 cosmetic manufacturers. It 
is proposed to upgrade the Drug Control Department to the Central Drugs 
Authority with ten main divisions consisting of Regulatory Affairs & 
Enforcement; New Drugs & Clinical Trials; Biological & Biotechnology 
Products; Division for Pharmacovigilance; Division for Medical Devices and 
Diagnostics; Division for Imports; Division for Organizational Services; 
Division for Training and Empowerment; Division for Quality Control Affairs 
and Division for Legal and Consumer Affairs. 

India is among the top three active pharmaceutical ingredients (API) 
producers in the world. It has more than 100 approved sites of the US Food 
and Drug Administration outside USA. 

In the Drugs and Cosmetics Act of India, unsafe drugs have been 
categorized as spurious/counterfeit; substandard, sub-therapeutic and 
unlicensed drugs; drugs manufactured under improper conditions – non-
compliance to good manufacturing practices (GMP) standards; improperly 
stored drugs and having unfavourable benefit risk profile. 

Mr Panda said that manufacture of spurious/counterfeit/fake drugs is 
primarily a clandestine activity. The Government of India has taken a 
number of measures to combat this menace by legislative amendments, 
post-marketing surveillance, enhancement of penal provision (minimum of 
10 years which may be extended to life imprisonment with a fine of one 
million rupees), designating special courts for speedy trials and making the 
offence cognizable and non-bailable. 

No systematic study has been undertaken to generate credible data. 
Data generated from surveillance samples drawn by drugs inspectors 
throughout India show that the extent of spurious drugs varies between 0.3 
to 0.4%. 

There is concern in India that IMPACT's definition is very broad as it 
includes medical devices, diagnostic tools, accessories and active 
pharmaceutical ingredients, in addition to finished medicines. Further, 
there is apprehension that the proposed definition could be used to brand 
legitimate generic drugs duly approved or licensed by the Regulatory 
Authority as counterfeit if they are similar either in shape or colour to the 
original, branded product (which is more in keeping with “trademark 
violation”). These concerns of the developing countries need to be 
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addressed. Unless the developing countries unite and take an initiative for 
proper definition of ‘counterfeit medicines’ or ‘counterfeit medical 
products’, some countries will succeed in creating new barriers to access by 
clubbing legitimate generic medicines with counterfeits. 

Survey of counterfeit medicines in selected areas of India 

Mr Prafull D. Sheth presented the results of a survey on the extent of 
counterfeit medicines in India, conducted by SEARPharm Forum 
(Federation of International Pharmacsits [FIP]-WHO forum of National 
Pharmaceutical Associations in South-East Asia Region), India.  

The survey was based on 10,743 samples collected from 234 retail 
outlets in metros and district headquarters spread over 38 locations in 15 
states in five regions throughout India. The locations were chosen based on 
their perceived regulatory status such as strongly, moderately or weakly 
regulated. Medicines from 56 top selling brands covering 12 therapeutic 
categories with prices varying between less than USD 0.50 to more than 
USD 12.50 were selected. Mystery/surrogate patients posing as customers 
purchased medicines against prescriptions from retail outlets near 
government hospitals, railway stations and bus stands in market places. 
Suspected counterfeits were isolated by trained professionals based on 
visual inspection for unusual appearance and subsequently subjected to 
laboratory analysis by accredited laboratories. Based on the visual 
inspection, the extent of counterfeit suspects was about 3.1 %. From 
laboratory analysis, only 0.3 % did not meet the pharmacopoeial standards. 
Thus, counterfeit drugs may comply with quality standards while imitating 
popular brands. These figures are much lower than various press reports of 
counterfeit drugs at around 10 to 25% in India. 

It was interesting that even from states perceived to be strongly 
regulated; the percentage of counterfeit suspects is almost the same as in 
weakly regulated states (3.3% Vs 3.5 %). The data showed Bihar having the 
highest probability of counterfeit suspects in the country. Contrary to the 
belief that high cost medicines are more prone to counterfeiting, the 
findings showed that medicines in the price range of less than USD 0.50 
were the maximum targets for counterfeiting. The high and low incidents of 
suspected counterfeits were found in anti-histamine and cardiovascular 
drugs respectively. No suspects were identified among anti-TB drugs. Those 
samples failing laboratory analyses were all from anti-infective category, 
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further substantiating the results of the earlier international study published 
in the Lancet* that anti-infectives were most prone to counterfeiting. 

Indonesia 

Dra Retno Utami presenting the country experiences said that the 
regulatory authority for drugs and food is the National Agency for Drug and 
Food Control (NADFC). NADFC has authority to regulate key activities in 
the supply chain, i.e. manufacture, import and export, wholesale and retail. 
The counterfeit drug definition in Indonesia is: “A medicinal product which 
is manufactured by illegal manufacturer or deliberately mislabeled with 
respect to identity of registered product.” Although a Memorandum of 
Understanding among law enforcement agencies (i.e. police, general 
attorney, customs) has been established, there is no deterrent effect in view 
of short period of imprisonment (six months) even for most severe penalties 
and a fine of US$ 30 to 300. 

Counterfeit drugs in Indonesia are found in the illegal market, illegally 
imported or locally manufactured by illegal manufacturers and distributed 
in the illegal market. Thirty-eight items of counterfeit drugs were detected 
in 2007. In descending order of frequency, they are: antibiotics, 
antidiabetics, lifestyle drugs, antivertigo drug, antispasmodics, antiepileptics, 
antiallergics, antihypertensives, neuroleptics, antilipidemia, corticosteroids, 
diuretics, antiosteoporosis medicine, and vasodilators. Names of 14 
countries were observed in different labels of counterfeit drugs. Till now, 
the enforcement process has been able to reach the distribution area, but 
not production. As per 2008 studies, mostly “lifestyle” drugs, especially 
those for erectile dysfunction e.g. Viagra, Cialis have been counterfeited.  

Strategic action on combating counterfeit drugs in Indonesia is 
through a national programme consisting of comprehensive investigation 
and mopping-up of what is already in circulation. There are national joint 
operations and joint investigations with the police in the illegal market; 
strengthening of infrastructure; improvement in collaboration and 
coordination with other law enforcement agencies; increasing 
comprehensive drug distribution control; and increasing public awareness 
and law enforcement agencies. 

                                                           
* Newton PN et al. Counterfeit anti-infective drugs. The Lancet Infectious Diseases, 2006, 6: 602-613. 
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A National Single Point of Control (SPOC) has been established. 
Indonesia is involved in international cooperation in combating 
counterfeiting. 

Maldives 

Dr Moosa Anwar presenting the country experiences said that Maldives 
Food and Drug Authority (MFDA) is mandated to develop and regulate 
standards of imported pharmaceuticals, vaccines, and other biologicals, and 
medical gases. As such, MFDA is also responsible for certification of 
products, companies and outlets involved in trading of medicines. MFDA 
also has the responsibility to control import and sale of counterfeit 
medicines in the country. The National Health Laboratory of MFDA offers 
health laboratory services to the standard of a reference laboratory with 
dedicated sections for qualitative and quantitative analysis of medicinal 
products. 

Maldives imports all medicines and has no capacity for local 
production. Therefore, specific measures are in place to combat the issue of 
counterfeit medicines entering the country. This includes having an 
approved drug list and brand and company approval through registration by 
the concerned authorities. All imports are checked at the port of entry by 
pharmaceutical officers in addition to public health officials. Post-marketing 
surveillance and pharmacy inspections are conducted regularly. So far, 
there has been no case of counterfeit medications seen in the market. 
However, there have been recent attempts to use Maldives as a trans 
shipment point of counterfeit medicines to destinations in other countries. 
Maldives customs authorities and international authorities are taking prompt 
action to stop these activities. 

Myanmar 

Dr Kyaw Lin informed the meeting that the Food and Drug Administration 
is under the Ministry of Health. It has two national laboratories for quality 
control of medicines. Myanmar imports drugs from 23 countries. Only the 
registered drugs are imported. 

As per the post-marketing surveillance (PMS), 2 and 3 samples have 
been found to be substandard in 2006 and 2007 respectively. Further, 3, 1, 
18 and 2 samples were found to be counterfeit in 2005, 2006, 2007 and 
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2008 respectively. The types of drugs counterfeited include amino acids, 
amoxicillin, artesunate, azathadine, metronidazole, morphine, paracetamol, 
and a sulphonamide combination (triple sulpha). Unregistered medicines 
have been seized by the police or customs officials - 20 drugs were seized 
in 2005, 40 in 2006, 48 in 2007, and 17 drugs up to July 2008. 

There is international cooperation through Alert letters from WHO 
and other Drug Regulatory Authorities, and messages received through 
Vigimed – a WHO international drug monitoring programme administered 
by the Uppsala Monitoring Centre in Sweden. To create public awareness, 
the lists of unregistered, substandard and counterfeit medicines are 
published in national newspapers from time to time. 

Nepal 

Dr Radha Raman Prasad Teli presenting the country paper said that the 
regulatory authority for medicines is the Department of Drug Administration 
(DDA). About 35 % of the total requirement of medicines is fulfilled by the 
domestic industry and the rest is imported, mainly from India, but every 
product has to be registered before being sold. Analysis of medicines in 
Nepal is done by the National Medicines Laboratory (NML).  

Manufacture of counterfeit medicine within the country has not been 
reported except for a popular brand of herbal liquid liniment called 
‘Sancho’ reported recently. Counterfeiting of medicines has been detected 
for chloramphenicol capsules, ciprofloxacin tablets, co-trimoxazole tablets, 
tetracycline capsules and a herbal liniment. Very few counterfeit medicines 
in the Nepal market come from across the border. Eleven out of 161 
suspected samples seized in 2006-2007 have been found to be 
substandard. The main problem with medicines in Nepal is the unregistered 
products which constitute about 5 % of the total retail inspected. 

Measures to check counterfeit and substandard medicines include 
minimum requirements of WHO good manufacturing practices and WHO 
type certificate of pharmaceutical product for efficacy and safety by the 
Drug Regulatory Authority of the exporting country. All importers, 
wholesalers and retailers must be registered with DDA. Only registered 
products are allowed to be placed in the market, whether imported or 
locally manufactured. Importers are allowed to import products for which 
they have an import license. A single importer termed as ‘super distributor’ 
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is encouraged to facilitate monitoring. Further, distribution and sale of 
medicines is through proper channels only. The importers get medicines 
directly from the manufacturer. The importer distributes to wholesalers or 
stockists who sell medicines to retailers. Samples of suspected medicine is 
regularly collected and tested at NML. A proper record is maintained at all 
stages. 

Factors contributing to controlling counterfeit drugs include regulation 
of the market, provision of a formal distribution channel, regulating 
lucrative profit margins of registered products, and the small size of the 
market making the manufacture of counterfeits less attractive. Transparency 
from the regulator such as Citizens’ Charter and publication of the list of 
registered products on the website and paramedical prescribers at 
community level favour medicines of assured quality. 

Sri Lanka 

Dr Dhammika Jayalath said that medicines in Sri Lanka are regulated by the 
Drug Regulatory Authority. Sri Lanka has a good legal and administrative 
system. However, the latter needs further development. 

The Drug Regulatory Authority has detected six counterfeit products 
in the last five years. They include: plaster, liniment, haematinic 
preparation, Viagra, nifidepine and dydrogesterone. The reasons for the 
comparatively low prevalence is that more demanding drugs such as 
essential medicines are supplied (about 70%) free of charge by the 
Government. In addition, there are few manufacturers. The imported 
medicines come either through sea or by air in small quantities. The 
political conflict may also have a deterrent effect on counterfeits as every 
movement of goods is checked. It is also possible that low prevalence of 
counterfeiting may be due to limitation in detection because of insufficient 
quality control facilities and communication problems in sharing 
information – both at national and international levels. 

Thailand 

Mr Vinit Usavakidviree informed the meeting that the medicines regulatory 
authority in Thailand is the Food and Drug Administration under the 
Ministry of Public Health. According to the Drug Act B.E. 2510 (1967), 
under Section 73, the following drugs or substances are counterfeit drugs: 
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(1) a drug or substance which is wholly or partly an imitation of a genuine 
drug; (2) a drug which shows the name of another medicine, or an 
expiration date which is false; (3) a drug which shows the name, or mark of 
a producer, or the location of the manufacturer, which is false; (4) a drug 
which falsely shows registered number; (5) a product with active substances 
which has quality or strength lower than the minimum or higher than the 
maximum standards prescribed in the registered formula under Section 79 
of the Drug Act by more than 20 %. 

Counterfeit medical device is dealt with under the Medical Device Act 
B.E. 2535. According to Section 37, a medical device is counterfeit when it 
(1) is wholly or partly counterfeit or imitative; (2) bears the name, category, 
type or characteristics different from those granted by the license or those in 
the list of particulars submitted to the licensor; (3) bears false statements of 
the producer’s name, of the source of production, of the date of production 
or of the place of production. 

Counterfeit medicines have been found in Thailand. From 2003 to 
2008, some of the reported cases include antimalarial medicines such as 
artesunate, chloroquine, mefloquine and quinine; Cialis, Lasix, vardenafil 
(Levitra), norfloxacin (Lexinor), Myda-B, Postinor, Primobolan Depot 25 mg 
and 100 mg, Primolut N, Proscar, and Reductil 15 mg, and Viagra. There 
were also 40 cases of unregistered drugs and 10 cases of vaccines detected 
between 2005 to July 2008 in spite of legislative and regulatory structures 
being in place. Regulatory implementation of the Single Point of Contact 
(SPOC) system is being developed. The technology for primary screening 
tests has also been introduced. The communication portals viz. Counterfeit 
Information Centre, and National Database of Counterfeit Drugs are being 
developed. The media is being informed of the problem of counterfeit 
drugs. 

There is a concerted effort in combating counterfeiting through 
enforcement of stringent inspection, collaboration between the Ministry of 
Public Health, Food and Drug Administration, national law enforcement 
agencies such as the Royal Thai police, Customs Department, the 
Immigration Bureau; the private sector including Pharmaceutical Research 
& Manufacturers Association, Thai Pharmaceutical Manufacturers 
Association, the Drugs Store Club of Thailand, Thai Pharmacies Association, 
Community Pharmacy Association (Thailand), the Pharmaceutical 
Association of Thailand and involvement of Interpol. There are also bilateral 
agreements with neighbouring countries such as Cambodia and Lao 
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People’s Democratic Republic; a multilateral agreement with ASEAN 
countries in developing common strategies, and working closely with WHO 
in the area of exchange of information via Rapid Alert System (RAS). 

The Ayeyarwaddy – Chao Phraya – Mekong Economic Cooperation 
Strategy (ACMECS) involving China, Cambodia, Loas, Myanmar, Thailand 
and Viet Nam is developing a primary screening test to detect high risk drug 
groups, such as anti-virals, anti-malarials and anti-infectives by using near-
infrared spectroscopy (NIR), refractometer, thin layer chromatography 
(TLC), and colour tests. Confirmation of the primary screening test is done 
by high performance liquid chromatography (HPLC). 

4. Scope of counterfeit medicine/counterfeit 
medical product 

The Member countries need to consider the use of the term “medicine” or 
“medical product” in combating counterfeiting. The consultation 
considered that any definition of counterfeit medicine or medical product 
should encompass the following: 

(1) The focus of combating counterfeit medicine/medical product is 
on the protection of public health rather than on Intellectual 
Property Rights (IPR) or trade-related aspects of counterfeiting, if 
any. 

(2) It is recognized that the main victims of counterfeiters are 
patients rather than IPR holders, where one can be identified. 

(3) A definition is not limited to medicines but may also include 
vaccines, diagnostics and medical devices. 

(4) A definition of counterfeit medicine/medical product does not 
lend itself to legal action or litigation that result in hindering the 
availability of legitimate generic medicines. 

(5) Patent disputes or violations should not be confused with 
counterfeiting. 

(6) Medicines/medical products, whether generic or branded, not 
authorized for marketing in a given country but authorized 
elsewhere are not considered counterfeit but simply 
unauthorized products. 
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5. Conclusion and Recommendations 

The following were the conclusions and recommendations of the 
participants. 

5.1 Conclusions 

Participants identified the following factors that contribute to making 
counterfeiting possible: 

(1) Inadequate legislation: no definition, insufficient penalties, 
uncertain legal framework 

(2) Weak regulatory oversight and enforcement 

(3) Insufficient cooperation between drug regulators, police, 
customs, prosecutors, health professionals, manufacturers, 
wholesalers, retailers, consumers organizations, media  

(4) Inadequate access to reliable health care and medicine supply  

(5) High prices or price differentials 

(6) Lack of control over medicines destined for export 

(7) Weak control at ports and airports 

(8) Trade through several intermediaries/ wholesalers 

(9) Insufficient information exchange among Member States at the 
regional/international level 

(10) Unregulated internet sales 

(11) Insufficient consumer awareness. 

5.2 Recommendations 

The participants recommended that the existing definition of counterfeit 
medicine/medical product be amended as follows: 

“A medicine/A medical product* (medicine, vaccine, diagnostic or 
medical device) is counterfeit when it is deliberately and fraudulently 
mislabeled with respect to its identity and/or source. Counterfeiting can 

                                                           
* As defined in national legislation. 
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apply to both branded and generic products. Counterfeits may include 
products with correct ingredients/components, with wrong ingredients/ 
components, without active ingredients, with incorrect amounts of active 
ingredients, or with fake packaging. 

The following situation should not be confused with counterfeiting: 

(a) quality defects or non-compliance with Good 
Manufacturing Practices or Good Distribution Practices 
(GMP/GDP) in legitimate, authorized medical products,  

(b) patent disputes or violations arising from the international 
trade of products that are legitimate and authorized for 
marketing in their country of origin or destination.” 

The Sixty-first Session of the Regional Committee that is to meet in 
September 2008 was requested to consider and amend the definition of 
counterfeit medicine of WHO published in 1992. The definition of 
IMPACT on counterfeit medicinal product, which inter alia includes 
medicine, vaccine, diagnostic and medical device was not discussed in 
detail at the meeting. 

For Member countries 

The participants recommended that the following initiatives be taken at the 
national level. Each Member country should: 

(1) Conduct an assessment of the national situation in order to 
identify vulnerabilities in the national regulatory enforcement, 
supply and distribution systems and develop strategies to address 
them. 

(2) Adopt appropriate strategies to strengthen drug regulatory 
capacity. 

(3) Develop and establish effective mechanisms of cooperation 
between drug regulators, police, customs, prosecutors, including, 
where applicable, health professionals, manufacturers, 
wholesalers, retailers, and consumers’ organizations. 

(4) Assess, adapt and adopt an internal coordination system based 
on the Single Point of Contact (SPOC) system adopted by ASEAN 
countries. 
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For WHO/SEARO 

The participants recommended that the following initiatives be taken at the 
regional level to address certain problems identified. WHO should: 

(1) Assist Member States to conduct an assessment of the national 
situation in order to identify vulnerability in the national 
regulatory enforcement, supply and distribution systems and 
develop strategies to address them. 

(2) Organize initiatives aimed at harmonizing selected aspects of 
legislation. 

(3) Assist Member States to strengthen their drug regulatory 
capacity. 

(4) Assist Member States to establish effective mechanisms of 
cooperation and exchange of information. 

(5) Explore the feasibility of extending the existing Rapid Alert 
System developed by WPRO in order to ensure its effective use 
by Member States in the Region. 

(6) Explore the feasibility of extending the Single Point of Contact 
(SPOC) system adopted by the Association of South-East Asian 
Nations (ASEAN) countries to all Member States in the Region. 
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Annex 2 

Programme 
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08.15 – 08.45 hrs 

Regional Director’s Opening Message 

Dr Poonam Khetrapal Singh 
Ag. Regional Director & Deputy Regional Director 
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10 – 15 minutes 
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Conference Hall 
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Country Experiences in Combating Counterfeit 
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Friday, 8 August 2008 

08.30 – 10.30 hrs Preparation of Conclusions and 
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10.50 – 12.30 hrs Finalization of Conclusions and 
Recommendations 
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This consultation was convened to provide information to 
Member countries on various issues such as definition, 
terminology and other factors relating to counterfeit 
medicines/medical products. It was widely perceived that 
counterfeit medicines is a problem in countries of the South-East 
Asia Region but the magnitude is unknown. 

The meeting shared country experiences on counterfeit 
medicines; reviewed the work of International Medical Products 
Anti-Counterfeiting Taskforce (IMPACT) in which WHO is the 
Secretariat, in combating counterfeit medical products and 
proposed a definition for counterfeit medicines/medical products. 
The focus of this definition was on the public health impact rather 
than on intellectual property violations. Recommendations for 
countries and for WHO have been made on dealing with 
counterfeit medicines/medical products. 

 

 

 

 

 
Regional Office for South-East Asia 

World Health House, 
Indraprastha Estate 
Mahatma Gandhi Marg, 
New Delhi-110002, India 




