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The Committee of Experts on minimising public health risks posed by counterfeiting of medicines 
and related crimes, co-ordinated by the Council of Europeôs European Directorate for the Quality of 
Medicines & HealthCare (EDQM)1, was entrusted with a comprehensive programme of activities 
dealing with training programmes, model approaches, management of specific knowledge, and 
networking through Single Points of Contact (SPOCs)2. After the transfer of the pharmaceutical 
activities to the EDQM, the Committee of Experts succeeds the former Ad hoc Group on 
Counterfeit Medicines (Council of Europe Partial Agreement in the Social and Public Health Field).   
 
At its 2nd meeting on 28 and 29 October 2008, the Committee of Experts on minimising public 
health risks posed by counterfeiting of medicines and related crimes inter alia 
Á approved the model approach dealing with ñCounterfeit medicines in Europe: risk 

communication strategies for Drug Regulatory Authoritiesò, 
Á in the frame of the membership of the Council of Europe at the WHO IMPACT General 

Meetings, invited the WHO IMPACT working party ñCommunicationò to submit the  enclosed 
document on ñCounterfeit medicines in Europe: risk communication strategies for Drug 
Regulatory Authoritiesò for possible endorsement at the 3rd  General Meeting of WHO IMPACT, 
Hammamet, Tunisia, on 3-5 December 2008. 

 
General information 
 
The mission of the European Directorate for the Quality of Medicines & HealthCare (EDQM) is to 
contribute to the basic human right of access to good quality medicines and healthcare, and to 
promote and protect human and animal health. It contributes effectively to combating the 
counterfeiting of medicines and related crimes involving threats to public health by:  
 
¶ Establishing and providing official standards which apply to the manufacture and quality control 

of medicines in all the signatory states of the Convention for the elaboration of a European 
Pharmacopoeia and beyond, the European Pharmacopoeia, covering 2000 medicinal 
substances, 

¶ Ensuring the application of these official standards to substances used for the production of 
medicines, 

¶ Co-ordinating a network of approximately 100 Official Medicines Control Laboratories in 35 
countries to collaborate and share expertise between Member States and effectively use limited 
resources, 

¶ Establishing ethical and quality standards for the collection, storage and use of blood 
components relevant to blood transfusion and for organ transplantation, including tissues and 
cells, 

¶ Collaborating with national and international organisations in efforts to eliminate illegal and 
counterfeit medicinal and medical products, 

¶ Providing policies and model approaches for the safe use of medicines in Europe, including 
guidelines on pharmaceutical care. 
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 See Appendix [18] 



   

  

 
1. Introduction 
 
Ensuring healthcare of adequate quality is a prime task of all governments. The obligation to do 
this is usually part of the national constitution or dependent specific legislation. It is therefore an 
obligation for governments to maintain a safe system of healthcare. The Drug Regulatory 
Authorities (DRA) are usually in charge of the licensing of medicines and inspection of the 
production sites and distribution channels. Inspection procedures may need to be adjusted to take 
into account the possibility that counterfeit medicines may enter the regular distribution chain. 
 
Prevention is an important element in all healthcare systems. Prevention is always better than 
cure. Pro-active information, e.g. campaigns, to influence the behaviour of people are particularly 
useful in healthcare and this holds also true in the prevention of counterfeit medicines. Awareness 
among several stakeholders on counterfeit medicines should be raised in general even if no 
counterfeit medicines have been discovered on the legal pharmaceutical market.  
 
In case of a suspected or verified counterfeit medicine, communication within the authorities and 
with other stakeholders has to be effective in order to prevent health damage. 
 
This document contains a model approach for a pro-active information strategy on counterfeit 
medicines (item 2.) and a reactive communication strategy about incidences of counterfeit 
medicines (item 3.).  
 
For general information, please refer to References a-b. 
 
The Committee of Experts on minimising public health risks posed by counterfeiting of medical 
products and related crimes, co-ordinated by the Council of Europe European Directorate on the 
Quality of Medicines & HealthCare (EDQM) developed this model approach intended to facilitate 
the writing and implementation of a procedure at national level by outlining basic principles and 
providing examples.  
 
This work takes account of the conclusions of the Seminar Counteract the Counterfeiters! Limiting 
the risks of counterfeit medicines to public health in Europe by adequate measures and 
mechanisms, organised by the former Council of Europe Ad hoc Group on Counterfeit Medicines, 
in Strasbourg, France, on 21-23 September 20053, regarding the seminar programme item 
« Public health »: 
 
Inter alia, the seminar participants called for public health protection through  

- raising awareness through positive communication avoiding scaring people,  

- discouraging the public from purchasing medicines via illegal distribution channels,  

- training of healthcare professionals to communicate the counterfeit medicines risk to patients,  

- considering counterfeit and substandard medicines in the systems which are in place to survey 
medicinesô safety on the market,  

- enabling the traceability of a medicine to patient level in case of a medicine recall.  
 
On the basis of the conclusions of the above seminar, a programme of activities was set up aiming 
at the development and implementation of practical tools in the field of counterfeit medicines and 
related crimes in the frame of the programme of activities of the Council of Europe and its EDQM.   
Among the activities proposed was the development of the present pro-active information strategy 
on counterfeit medicines and of a reactive communication strategy on incidences of counterfeit 
medicines. 
The pro-active information (óawareness raisingô) and the reactive communication protocol on new 
cases of suspected or verified counterfeit medicines are closely related in that they are both meant 
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to give information on counterfeit medicines and the associated health risks. The differences 
between both approaches are as follows: the communication protocol defining when, how and who 
to inform of new cases of suspect or verified counterfeit medicines is intended to be used when a 
counterfeit medicine has actually been detected on the market as follow-up and reaction to the 
incidence. The pro-active information aims at making the general public, patients, professionals 
and partners in the pharmaceutical distribution chain aware of the issue of counterfeit medicines in 
a proactive way, contributing to the prevention of harm and of new cases in the long run.  
 
This model approach deals with counterfeit medical products4. However, other medical products 
such as medical devices, tissues and blood products are equally at risk of being counterfeit. The 
tools in this model approach can also be used for the prevention of risks posed by other medical 
products, although minor adjustments may be necessary to allow for different legal environments. 
 
In most cases the Drug Regulatory Authority (DRA) is part of, or linked to the Ministry of Health 
(MoH). The present model approach applies also to situations where the DRA shares 
communication activities with or sources them out to the MoH. 
 
2. Pro-active information strategy on counterfeit medicines 
 
2.1 Stakeholders 
 
There are several stakeholders in the public and private sectors and the general public sharing 
concern of medication safety that have to be aware of the possibility of counterfeit medicines 
appearing on the market. These stakeholders comprise the general public, patients and/or patient 
organisations, healthcare professionals such as pharmacists, doctors and nurses, including 
students of these professions, the medicinesô production and distribution chain, such as 
manufacturers and wholesalers, and the media, such as radio, television, the Internet and news 
papers. The DRA are key stakeholders. The DRA is as well sender of information for internal and 
external use as recipient of communication5. 
 
2.2 Key messages 
 
The DRA should therefore, as a first step, take the initiative to launch an information campaign 
aimed at the general public on the ways and means of preventing damage to health caused by 
counterfeit medicines. Alternatively, the DRA could participate in initiatives taken by other 
stakeholders resulting in joint information campaigns. The goal of these campaigns should be to 
prevent the public from buying medicines outside the regular distribution channels and to spot 
cases of counterfeit medicines as soon as possible. The key messages of the information 
campaign should be: 
- Buy medicines from your pharmacy only (where legally permitted, this includes regulated internet 
pharmacies).  
- Report ineffective medicines and quality problems to your pharmacist. 
 
Examples of such initiatives can be found in Appendices [1] to [8]. Appendices [9] to [13] focus 
on counterfeit medicines over the Internet. 
 
Other stakeholders than the above mentioned pharmacists should be informed to make sure that 
they are aware of the message to the public and are prepared to answer questions that may come 
up. Also, the role of these stakeholders in facilitating the detection of counterfeit medicines should 
be highlighted6. Examples can be found in Appendices [1], [14] and [15]. 

                                                           
4
 For the purpose of this document, the term medicines is used as a synonym for medical products. 

5
 The DRA is encouraged to designate a dedicated reporting point for the general public to report about 

suspect medicines and to publish information about the reporting point. 
6
 Reporting of adverse effects and quality defects according to national and supranational legislation are not 

within the scope and focus of this document. Health professionals and stakeholders of the manufacturing 
and distribution chain are called to adhere reporting requirements as applicable. 
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Finally, the DRA should evaluate the effect of the information campaign and re-launch the 
campaign, reinforcing the conveyed messages, when public awareness comes below a predefined 
level. 
 
3. Reactive communication strategy on incidences of counterfeit medicines  
 
DRAs and other involved services of the MoH may have to face a situation where a suspected or 
verified counterfeit medicine is found in the pharmaceutical distribution chain. 
 
In order to improve the efficiency of communication in this case, it is highly recommended to DRAs 
to establish a procedure for communication. Some DRAs have already prepared such a procedure. 
 
3.1 Stakeholders 
 
The below stakeholders (A-E) and processes related to the information flow are outlined in Chart, 
following page.  
 
Several stakeholders should be targeted in this procedure: 

1. the DRAs themselves and other MoH-related services (A). This would encompass the 
different services within the DRAs, such as the Single Point of Contact (SPOC), (see 
Appendix [16], the medicines enforcement officers, the Official Medicines Control 
Laboratory (OMCL) and the press and communication officers; 

2. the general public including the patients (B); 
3. the media (C) at large: such as general public press (e.g. newspaper, radio, television and 

new information technologies media like Internet magazines), and professional press; 
4. healthcare professionals (D) (e.g. pharmacists, physicians, nurses). Apart from individual 

healthcare professionals, this category also encompasses their respective representative 
bodies; 

5. the distribution chain (E) from the manufacturer to the dispensing point (e.g. community 
pharmacies, hospitals), including full-line and other wholesalers, as well as other retail shops 
in case of an ñOver The Counterò (OTC) medicine. 

 
It should be noted that pharmacists should be considered under both healthcare professionals (D) 
and stakeholders of the distribution chain (E). 
 
Based on this definition of stakeholders, several actions should be expected from these partners. A 
specific strategy customised for the targeted stakeholders should be drawn up and implemented. 
Customised communication for the different stakeholders should be based on a basic 
communication from which key message(s) should be extracted and adapted to the needs for 
information of the respective stakeholder. 
 
3.2 Information flow 
 
Information flow is described in the following Chart: 
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An example of a press release can be found in Appendix [17]. Moreover, when the case of a 
counterfeit medicine has been sentenced, it is of interest to publish the courtôs decision in order to 
deter people from counterfeiting medicines. (See Appendix [18]). 
 
3.3 Responsibilities of stakeholders 
 
When receiving information stakeholders are expected to react appropriately. In the table below 
the follow-up actions are listed. 

 Who Actions expected of stakeholders as regards the 
communication  

A DRAs and other MoH related 
services 

Organise a taskforce on the case including all relevant 
experts 
Organise information flow (two-way): 
 within the DRAs 
 at national level 
 at international level with other partners 
Take decisions and communicate them 

B General public and patients Act responsibly, i.e. follow the advice of healthcare 
professionals 

C Media Cooperate and relay message 

D Healthcare professionals Provide care (i.e. in case of adverse effect of the counterfeit 
medicine) and relay information to the patients (and refer 
them to reliable sources of information) 

E Manufacturers and distributors Recall the product and replace them if needed. Part of the 
recall process is the isolation of products which are 
suspected of being counterfeit, as well as communication on 
the recalls. 

 
 
 

A 
DRA and related MoH services 
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Press Service 
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Officers 

D 
Healthcare 
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B 
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C 
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