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COUNTERFEIT MEDICINES 

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 from 30 June to 3 July 2008,proposed the issue of counterfeit medicines as an 
agenda item for the Regional Committee. It was agreed that the subject merits attention 
but members expressed concern 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 Member 
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 the Regional Office 
organize a meeting to clarify the various issues related to counterfeit medicines/medical 
products. An Inter-country Consultation on Combating Counterfeit Medicines was held 
at the Regional Office in New Delhi, 7-8 August 2008. This paper summarizes the 
meeting’s discussion and recommendations. 
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Introduction 
1. The quality of medicines has been WHO’s concern for several decades. The WHO 
Executive Board and the World Health Assembly have dealt with the issue since 1951. World 
Health Assembly resolutions WHA41.16 (1988), WHA47.13 (1994) and WHA52.19 (1999), 
covering quality of medicines, recognized the threat posed by counterfeit medicines with 
regard to health and international commerce. 

2. At the Sixty-first World Health Assembly in May 2008, the WHO Secretariat reported1 
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 medicines 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 less-regulated settings. 

3. The Secretariat report mentioned factors of importance which varied between Member 
countries that contribute to creating an environment in which manufacture of, and trade in, 
counterfeit medical products can thrive:  

• “governments’ unwillingness 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 the public and 
private sectors 

• Insufficient international collaboration and exchange of information.” 

4. Finally, the report described the activities of the International Medical Products Anti-
Counterfeiting Taskforce (IMPACT), which was launched by WHO in 2006. It brought 
together all the major anti-counterfeiting bodies, including international organizations, 
nongovernmental organizations, drug regulatory authorities, enforcement authorities, 
associations representing pharmaceutical manufacturers, wholesalers, health professionals 
and patients to combat counterfeit medical products.  

                                                 
1
 WHA A61/16 
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5. A draft resolution on counterfeit medical products was therefore proposed by Gambia, 
Ghana, Nigeria, Tunisia and the United Arab Emirates; the European Union subsequently 
requested to be a co-sponsor of the resolution. 

6. There was vigorous discussion on the draft resolution, with Member states from all six 
regions speaking. There were differing viewpoints especially on the definition of counterfeit 
medicines/medical products and 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 issue was referred to the Executive Board for further discussion at its 
meeting in January 2009.  

7. The Intercountry Consultation on Combating Counterfeit Medicines held in SEARO, 
New Delhi 7–8 August 2008, was an outcome of these discussions at the World Health 
Assembly, expressed also at the Advisory Committee meeting. The consultation: 

• Developed draft conclusions and recommendations for endorsement by the 
Regional Committee in September 2008;  

• Suggested amendments to the WHO definition of counterfeit medicines articulated 
in 1992; 

• Shared country experiences on counterfeit medicines; and 

• Reviewed initiatives of IMPACT of which WHO is the Secretariat, in combating 
counterfeit medical products.  

Scope of counterfeit medicines/medical products 
8. The meeting considered that any definition of counterfeit medicines or medical 
products should encompass the following: 

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

• It is recognized that the main victims of counterfeiters are patients rather than IPR 
holders (where one can be identified in the latter situation). 

• The definition is not limited to medicines but may also include vaccines, 
diagnostics and medical devices. 

• The definition of counterfeit medicines or medical products does not lend itself to 
legal action or litigation that results in hindering the availability of legitimate 
generic medicines. 

• Patent disputes or violations are not to be confused with counterfeiting. 



SEA/RC61/27 
Page 3 

• Medicines or medical products (whether generic or branded), not authorized for 
marketing in a given country but authorized elsewhere are not considered 
counterfeit but simply unauthorized. 

Definition of counterfeit medicines/medical products 
9. The 1992 definition of WHO on counterfeit medicines is as follows: 

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

10. The Intercountry Consultation on Combating Counterfeit Medicines recommend that 
the definition proposed by IMPACT should not be adopted by WHO. Instead, WHO may be 
asked to amend the definition existing on its web site 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 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 situations should not be confused with counterfeiting:  

(a) quality defects or non-compliance with Good Manufacturing Practices/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. 

* As defined in national legislation. 

11. The Regional Committee is requested to especially consider the text in square brackets 
in the definition and finalize the definition. 

Conclusions and recommendations of the meeting 
Conclusions 

12. The participants of the Intercountry Consultation on Combating Counterfeit Medicines, 
SEARO/New Delhi, 7-8 August 2008 identified the following factors as contributing to 
making counterfeiting possible: 
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• Inadequate legislation: no definition, insufficient penalties, uncertain legal 
framework 

• Weak regulatory oversight and enforcement 

• Insufficient cooperation between drug regulators, police, customs, prosecutors, 
health professionals, manufacturers, wholesalers, retailers, consumers’ 
organizations, media 

• Inadequate access to reliable health care and medicines supply 

• High prices or price differentials 

• Lack of control over medicines destined for export 

• Weak control at ports and airports 

• Trade through several intermediaries/wholesalers 

• Insufficient information exchange among Member countries at the regional/ 
international level 

• Unregulated Internet sales 

• Insufficient consumer awareness 

Recommendations 

For Member countries 

13. The meeting recommended that the following initiatives be taken at the national level. 

(1) Conduct an assessment of national situations 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 (Association of South-East 
Asian Nations) countries. 

For WHO 

14. The meeting recommended that the following initiatives be taken at the regional level. 

(1) Assist Member countries to conduct an assessment of national situations in order 
to identify vulnerabilities in the national regulatory, enforcement, supply and 
distribution systems and develop strategies to address them. 
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(2) Organize initiatives aimed at harmonizing selected aspects of legislation. 

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

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

(5) Explore the feasibility of extending the existing Rapid Alert System developed by 
Western Pacific Regional Office of WHO in order to ensure its effective use by 
SEA Region Member countries. 

(6) Explore the feasibility of extending the SPOC system adopted by ASEAN countries 
to all SEARO Member countries. 


