COUNCIL OF EUROPE

Parliamentary Assembly
ssemblée parlementaire

P

== CONSEIL DE LEUROPE

Doc. 12160
08 February 2010

Draft convention of the Council of Europe on counterfeiting of
medical products and similar crimes involving threats to public
health

Report
Social, Health and Family Affairs Committee
Rapporteur: Mr Bernard MARQUET, Monaco, Alliance of Liberals and Democrats for Europe

Summary

The draft convention of the Council of Europe on counterfeiting of medical products and similar crimes
involving threats to public health is the first binding international legal instrument to criminalise the
counterfeiting of medical products and similar dangerous conducts and provide a framework for international
co-operation on prevention and victim protection. The amendments recommended by the Social, Health and
Family Affairs Committee are intended to strengthen the protection of patients of all ages who make use of
counterfeit medical products. The committee also stresses that co-ordination between national and
international bodies is critical to ensure effective enforcement of the legislation on counterfeit medicines. It is
therefore of utmost importance that European and international organisations involved in this matter first and
foremost join forces and make use of synergies.
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A. Draft opinion

1. The Parliamentary Assembly welcomes the draft Council of Europe convention on counterfeiting of
medical products and similar crimes involving threats to public health as the first binding international legal
instrument to criminalise the counterfeiting of medical products and similar dangerous conducts and provide a
framework for international co-operation on prevention and victim protection.

2. The Assembly has been actively involved in this matter from the outset and considers this draft
convention to be the result of successful co-operation and synergies between the different bodies of the
Council of Europe; a success based on positive interaction and constructive dialogue in which all parties
involved were united by a common vision: to curtail the threat to patients from counterfeit medical products.

3. The counterfeiting of medical products as set out in the draft convention should not be confused with
the issues of intellectual property rights or patent rights. Counterfeiting is a genuine public health and safety
issue, which is part of a large and under-reported problem.

4, The Assembly takes the view that all strategies developed to combat counterfeit medical products
should be in line with the principles of patient-centred health care, considering the impact of those strategies
on the patient in terms of access to safe, high-quality and appropriate treatments and information.

5. The Assembly is increasingly concerned about the serious threat posed by counterfeiting to the life and
health of vulnerable persons and patients in Europe and worldwide. The Assembly notes that the recent
development of cross-border care and the introduction of online pharmaceutical sales and direct e-mail sales
have amplified and raised attention to this problem at the European level.

6. Public trust in medical therapies and health-care systems need to be protected as a way to ensure the
right to life, as enshrined in Article 2 of the European Convention on Human Rights, and the right to health
protection as also guaranteed by Article 11 of the European Social Charter. It is a recognised principle in the
case law of the European Court of Human Rights that, both at European level and under national
constitutions, any legislative or regulatory provision that fails to protect lives, or is liable to threaten life, can be
condemned or censured as conflicting with the right to life. The public authorities are therefore required to put
in place legislation ensuring that the right to life is protected against potential threats, in the spirit of the draft
convention.

7. For this reason the Assembly points out that the draft convention, when defining the term “victim”,
should make explicit reference to any natural person suffering, or liable to suffer adverse physical or
psychological effects as a result of having used a counterfeit medical product. The mere fact that a person is
likely to suffer any adverse effects on his or her health should qualify him or her as a “victim”.

8. The Assembly also calls on member states to engage in awareness-raising initiatives on the alarming
and adverse physical or psychological effects of counterfeit medical products, how to avoid them and how to
report any related suspicions to the competent authorities. The risks run by the most vulnerable population
groups, such as children and the elderly, should be adequately taken into consideration. However, a delicate
balance has to be carefully reached in conveying a clear message that protects patients without causing
undue distress.

9. In addition, the Assembly strongly encourages member states to provide the necessary means for the
training of government officials to promote risk management and risk prevention strategies and to encourage
effective co-operation on a European and potentially global scale in the various fields concerned, as provided
for in Article 18 of the draft convention.

10. Given the seriousness of the problems posed by the counterfeiting of medical products and similar
crimes, the Assembly calls on the Committee of Ministers to ensure a speedy adoption of the draft convention
and calls on the member states to sign and ratify the adopted convention without unnecessary delay.

11.  The Assembly stresses that the effective implementation of the draft convention will require committed
and systematic interaction between states parties, through the monitoring mechanism provided for in Articles
23, 24 and 25, which would allow states parties to regularly consult each other in relation to practical
difficulties and to propose solutions.

12.  The Assembly wishes to highlight that the draft convention will also be open to the participation of non-
member states of the Council of Europe, in particular the observer states of the European Pharmacopoeia
Commission. In this regard, the Assembly invites the Committee of Ministers to consider the possibility of non-
member states participating also in the funding of the monitoring mechanisms of the draft convention and to
give careful consideration to the implications for developing countries.
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13.  Furthermore, the Assembly would welcome any useful development at the global level and calls on
member states participating in the elaboration of a possible new international legal instrument to combat
counterfeit medicines to work towards ensuring that the common goal of eradicating the counterfeiting of
medical products is not lost due to a “proliferation of treaties” in the field. Any new convention on this subject
should be complementary to the existing one, in a spirit of synergy, consistency and solidarity.

14.  As already stressed in the past, the Assembly reiterates the invitation to the Committee of Ministers to
solicit its opinion at an earlier stage of the procedure leading to the adoption of draft conventions in order to
allow for mutual respect and authentic co-operation between the two bodies.

15.  Finally, the Assembly advocates two additions to the text of the draft convention and recommends that
the Committee of Ministers amend it as follows:

15.1. In Article 2 after the word “language”, add the word “age”.

15.2. In Article 4.k., after the words “any natural person suffering”, add the following “, or liable to
suffer”.



Doc. 12160 Report

B. Explanatory memorandum by Mr Marquet, rapporteur

1. Background and political environment

1. At their 1075t meeting on 20 January 2010, the Ministers’ Deputies asked for the Parliamentary
Assembly’s opinion on the draft convention of the Council of Europe on counterfeiting of medical products and
similar crimes involving threats to public health, drawn up at the request of the Committee of Ministers by the
Group of Specialists on Counterfeit Pharmaceutical Products (PC-S-CP).

2. On 25 January 2010, the Assembly referred the request of the Committee of Ministers for an opinion to
the Social, Health and Family Affairs Committee, which appointed me rapporteur.

3. The Assembly has been actively involved in this matter since the outset. In its Recommendation 1673
(2004) on counterfeiting: problems and solutions, the Assembly called for reinforced policies to combat
counterfeiting, including better data collection, improved controls at customs, intensified communication with
industry and the public and the harmonisation of legislation at European level.

4, In Recommendation 1794 (2007) on the quality of medicines in Europe, for which | was rapporteur, the
Assembly stressed the urgent need for states to take measures to protect the safety of patients in response to
the increasing spread of counterfeit medicines. The Assembly recommended that the Committee of Ministers
ask Council of Europe member states, non-member states and the contracting parties to the Convention on
the Elaboration of a European Pharmacopoeia to make provision for an international legal instrument, in the
form of a convention, designed to introduce new legislation including a new offence relating to pharmaceutical
crime, to establish specific penalties for counterfeiting and impairing the quality of medicines and lay down
rules governing jurisdiction allowing the interests of victims of pharmaceutical crime to be taken into account.

5. The Declaration of the International Conference “Europe against counterfeit medicines” organised in
Moscow on 23 and 24 October 2006, under the Russian Federation Chairmanship of the Committee of
Ministers, and the conclusions of the high-level Conference of Ministries of Justice and the Interior on
“Improving European Co-operation in the Criminal Justice Field”, held in Moscow on 9 and 10 November
2006, paved the way for the development of a draft convention and provided for the favourable political
environment to foster its implementation.

6. As a representative of the Assembly, | had the honour of contributing to the work of the Group of
Specialists on Counterfeit Pharmaceutical Products (PC-S-CP), composed of 11 specialists, representatives
of a number of member states and of the European Commission as observers, which was responsible for
preparing a preliminary draft convention. | am pleased to report to my fellow Assembly members that the final
text of the draft convention includes many of the issues and concerns that were raised during the preparatory
meetings.

7. | also wish to congratulate the Ad hoc Committee on Counterfeiting of Medical Products and Similar
Crimes involving Threats to Public Health (PC-ISP) and the European Committee on Crime Problems
(CDPC). All member states and observers of the Council of Europe that took part in this effort showed
commitment and determination in sharing the same objectives and in finding a compromise. Furthermore, |
take this opportunity to praise the work of the European Directorate for the Quality of Medicines and
HealthCare (EDQM) and the European Pharmacopoeia Commission for their tireless efforts in dealing with
the safe use of medicines in society.

8. Looking forward to the successful implementation of this convention, | would like to stress a number of
issues with regard to major public health objectives, communication-related aspects and international
governance and co-operation mechanisms.

2. Patient safety comes first

9. As a doctor, | have always held the firm belief that patients should feel secure that the medicines they
purchase are of the highest quality. Any incident of a counterfeit medicine being supplied unwittingly to a
member of the public is dangerous and unacceptable. They have serious adverse health effects, especially on
children, on the elderly or in pregnancy.
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10. Counterfeits also negatively affect treatment outcomes of patients who are inadvertently administered
counterfeit products. Medicines containing no active substance, the wrong active substance or the wrong
dosage of active substance can turn life-saving medicines into life-threatening ones. Counterfeit medical
products threaten patient safety by, at best causing no improvement or, worse, causing an added burden of
disease and even death.

11.  Counterfeits which are simply placebos could present a danger if they prevent a patient from receiving
a crucial course of medication. Even if a patient is only injured, the effects can be devastating and there is
often no regulatory or other recourse for the patient to obtain redress against the counterfeiter.

12.  In addition to the direct risk of harm to patients, counterfeit drugs produce harm and cost for caregivers,
health system resources and the health delivery system at large. They endanger public health by increasing
the risk of antimicrobial resistance and they erode patient trust in health professionals and health systems.

13. | believe that the unambiguous scope of the draft convention is a major step forward in the protection of
public health. The comprehensive definition of medical products in fact includes medicinal products, medical
devices and accessories, active substances, excipients, parts and materials for the production of medical
products.

14. As it was also stressed during the preparatory work of the draft convention and reflected in the draft
explanatory report prepared by the CDPC, | take the view that Article 4.k of the draft convention, which
defines the term “victim”, should make explicit reference to any natural person suffering, or liable to suffer
adverse physical or psychological effects as a result of having used a counterfeit medical product.

15. | am therefore of the opinion that the draft convention must explicitly acknowledge that merely the fact
that a person is likely to suffer any adverse effects on his or her health should qualify him or her as a “victim”.

3. Extent of the phenomenon and online pharmacies

16. Evidence suggests that the availability of counterfeit medicines and medical devices is a growing threat
worldwide. Recent cases have uncovered sophisticated international networks engaged in the distribution and
supply of counterfeit medicines. Many European countries, though, are not typically manufacturers of
counterfeit medicine — they are often transit points, distribution hubs and/or end user markets.

17.  Although the World Health Organization (WHO) began collecting data on counterfeit drugs in the early
1980s, until about 10 years ago they were regarded as a problem only in developing countries. The situation
has changed quickly: by 2001, counterfeit versions of major prescription medicines were appearing all over
Europe. In many of the countries of the former Soviet Union the proportion of counterfeit medicines is above
20% of market value."

18. The latest intelligence available on the incursion of counterfeit medicines in the European Union reveals
a worrying trend: the volume of counterfeit medicines seized has increased exponentially in recent years, with
more than 500 000 products discovered in 2005, twice the level found in 2004. In 2006, this figure was
reported to have increased by more than five times, to 2.7 million. This explosion continued throughout 2007.2

19. Counterfeiters target the most lucrative markets, copying high-value, high-turnover and high-demand
medicinal products. The recent development of cross-border care and the introduction of online
pharmaceutical sales and direct e-mail sales have amplified this problem and at the same time raised
attention to it at the European level. As fears over swine flu peaked in the summer of 2009, search engine
queries for “Tamiflu” soared by 1 400%, according to a report from a Canadian software security firm.3 The
correlation is not hugely surprising, nor is the news that counterfeit Tamiflu is thriving on this sudden Internet-
based interest. With just an Internet connection and a credit card, medicines that are stringently regulated in
Europe and global markets can be bought effortlessly over the Internet.#

1. WHO - IMPACT (International Medical Products Anti-Counterfeiting Taskforce), Counterfeit drugs kill, updated May
2008.

2. European Commission, Taxation and Customs Unions, report on community customs activities on counterfeit and
piracy results at the European border, 2007.

3. Dmitry Samosseiko,Sophos Labs Canada, The partnerka — what is it, and why should you care?, Sophos Inc., Virus
Bulletin Conference, September 2009.

4. According to WHO estimations 50% of medicines purchased over the Internet from sites that conceal their physical
address are counterfeit. See World Health Organization (2006) WHO fact sheet, No. 275.
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20. In some ways, | believe that the Internet has improved the pharmaceutical market, with increased
patient access and economic efficiency, but it is also a major source of counterfeit distribution. The source of
the medicines and its chain of custody remain largely mysterious to the consumer. An online pharmacy that
hides its physical address is more likely to sell counterfeits instead of the legitimate branded drugs it offers.
Accordsing to the WHO, medicines purchased over the Internet from illegal sites are counterfeit in over 50% of
cases.

21.  The anonymity of the Internet is also attractive to customers for buying medicines associated with social
stigmas. Counterfeit medicine in fact originally focused upon “lifestyle” medicines, including erectile
dysfunction and weight loss medicines but it is now also focusing on “lifesaving medicines”, including cancer
and “heart” medicines.

22. Many websites advertise and supply the medicines illegally, with inadequate consultation, no
prescriptions and often no involvement of qualified health-care professionals. Traditional e-mail advertising
spam has evolved into a complex web-based industry which creates new challenges for law enforcement,
user education and security laboratories.

23. | believe that a precautionary approach is needed in order to take all the necessary measures to protect
the safety of patients and consumers in response to the increasing spread of the phenomenon. With this
regard, | was pleased to note that the use of large-scale distribution, including through information technology
systems, for supplying counterfeit medical products was considered to be an aggravating circumstance in the
terms of the draft convention.

24. However, | also observe that information technology systems should not be “demonised” and | support
the views of the European Patients’ Forum, insofar as health strategies must consider what factors lead
patients to buy medicines from unregulated sources. These may include low cost, accessibility, convenience,
stigma attached to certain conditions, such as mental and sexual health conditions, as well as lack of
awareness of the danger.6 The relative anonymity encourages people to access advice and products for
which they would be reluctant to ask their health-care provider or pharmacist.

25. Poverty is also an aggravating factor that drives patients towards cheaper medical products. Policy
makers need therefore to address these factors and to ensure that costs of improved safety measures are not
solely born by patients and thus contribute to increasing health inequalities.”

26. | take the view that, in those countries where online sales of pharmaceutical products are legal, it would
be desirable to move towards a quality label for all health websites, to enable citizens to discern between
trustworthy websites and unlawful sites.

4. Communication, training and monitoring strategies

27. The key to the successful implementation of the draft convention lies in making the public aware of the
alarming and adverse physical or psychological effects of counterfeit medical products, for that is the only way
to create the sort of pressure that can compel leaders in democratic societies to act and to ensure the full
implementation of its provisions.

28. However, it has to be said that counterfeit medicine is an emotive subject and it is vital to any anti-
counterfeiting strategy that a balanced message is communicated to the public in order not to cause panic. It
is easy to alarm patients to the extent that they stop taking medicines that in the vast majority of cases are
perfectly safe, with the resulting detrimental effect upon their health.8

29. ltis critical that the public, health-care professionals, supply chain, industry and other stakeholders are
aware of the risks, extent, and availability of counterfeit medicine and devices.

5.  WHO, Counterfeit medical products — Report of the 61st World Health Assembly, 7 April 2008 and of the 124th
Session of the WHO Executive Board, 18 December 2008.

6. European Patients’ Forum position on the legislative proposal on counterfeit medicinal products adopted by the
European Commission on 10 December 2008 (position paper of 9 May 2009).

7. European Public Health Alliance (EPHA), Position on Counterfeit Medicines (released on 9 December 2009).

8. Medicines and Healthcare products Regulatory Agency (MHRA), Anti-counterfeiting strategy 2007-2010, United
Kingdom.



Doc. 12160 Report

30. The public need sufficient and appropriate information about counterfeit medicines, how to avoid them
and how to report any related suspicions to the competent authorities. Therefore, educational programmes to
increase consumer awareness of counterfeit products and the risk of buying medicines from unauthorised
channels should be put in place. This might include the launch of a 24-hour anti-counterfeiting hotline, as it
was already foreseen in the United Kingdom anti-counterfeiting strategy for 2007-2010.

31. Sometimes the counterfeits are poor and easily detectable, but more often they are extremely good
copies designed to deceive the patient; visual examination is unlikely to identify the fake and only laboratory
analysis will make that determination. Clearly, health professionals, supply chains, industry, police and
customs agencies and other stakeholders need a differentiated strategy, advice and training.

32. Multisectorial training can be a major contribution to the fight against counterfeit medicines as it
promotes risk management and risk-prevention strategies and encourages effective co-operation on a
European and potentially global scale in the various fields concerned.

33. The EDQM recently developed a specific programme for training on counterfeit medicines and is
actively engaged in developing and managing an ongoing training platform through a network of single points
of contacts (SPOCs). This training platform supports training for officials within the drug regulatory authorities
(DRAs), police and customs authorities and aims at improving practices and co-operation across sectors and
borders, promoting good practices and model approaches. It also prepared the ground for an effective
implementation of relevant national and international legislation.

34. Prevention remains an essential aspect and co-operation with other European and international
organisations such as WHO and the European Union remains critical. As provided for in Article 18 of the draft
convention, | strongly encourage governments to provide the necessary means for the training of government
officials in the field of combating counterfeiting of medical products and to request assistance via the EDQM'’s
ongoing training platform.

35. The complex nature, causes and consequences of counterfeiting of medical products and similar
crimes also require a monitoring mechanism which is truly multisectorial and multidisciplinary in approaches
used and expertise available to the Committee of the Parties. In this context, | call upon the Committee of
Ministers to encourage the Committee of the Parties to take into account in its functions, as provided for in
Chapter VIl on the monitoring mechanism, of the views expressed by competent steering bodies such as the
European Committee on Crime Problems (CDPC) and the European Committee on Pharmaceuticals and
Pharmaceutical Care (CD-P-PH), as well as other representatives.

36. Furthermore, the Committee of the Parties should be encouraged to benefit from the support and
technical expertise of all health authorities’ expert committees supervised by the EDQM, in particular the
European Pharmacopoeia Commission, the European Network of Official Medicines Control Laboratories
(OMCL) and the Committee of Experts on Minimising the Public Health Risks Posed by Counterfeiting of
Medical Products and Related Crimes (CD-P-PH/CMED) as regards situation reports, flagging up new or
changing trends as regards the criminal phenomenon, training, and presenting solutions of a technical nature
in life-threatening health issues. | would like to stress that the above support would be carried out in the
context of established and regularly convened expert bodies which would be cost-effective and contribute to
synergies and transversal co-operation within the Council of Europe.

5. International governance, partnership and co-operation

37. The fight against counterfeit medicines is a co-operative undertaking and there is an urgent need for
international solidarity. No single regulator, company or indeed country can tackle the disease of counterfeit
medicine alone, a holistic approach is required. As a global issue, it needs to be addressed by multiple
stakeholders including legislators, regulators and enforcement agencies, health professionals, business
partners and trade organisations.

38. | took note of the initiative launched by the Chirac Foundation on 12 October 2009 in Cotonou calling
for states around the world to meet in Geneva in 2010 for a global conference aimed at establishing the basis
of an international convention to combat counterfeit medicines.

39. | consider such a global instrument to be a useful development and at the same time | underline the fact
that the draft Council of Europe convention on counterfeiting of medical products and similar crimes involving
threats to public health is addressing exactly this problem.

40. Furthermore, this legal instrument will be open for participation by non-member states of the Council of
Europe in 2010, whereas a global convention may be years away from entering into force.

8
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41. The Committee of Ministers must therefore remain vigilant and willing to co-operate with other
international partners, in particular WHO and the European Union. It should place its expertise at the service
of a possible new global convention to ensure the highest possible degree of synergies between the different
legal instruments at the European level and worldwide.

6. Conclusions

42. | am pleased to support this draft convention, which sets out the views of decision makers and human
rights, public health and criminal law experts. Since the beginning, the objective has been to make sure that
the Council of Europe member states equip themselves with robust systems to prevent counterfeit medicines
penetrating into the European supply chain and if penetration occurs, to have appropriate legal instruments in
place and safeguards to detect counterfeits early and to protect the public accordingly.

43. However, | am also aware that by itself, a legal instrument will not stop the international manufacturing
and trade of counterfeit medical products. Political will is needed to enforce laws and to set up an efficient and
co-ordinated system of checks and tracing mechanisms allowing identification and safe recall. Police and
custom authorities should be given more tools to arrest and prosecute counterfeiters. Specific measures
against illegal online sales of medicines must also be taken.

44. Finally, to ensure effective enforcement of the legislation on counterfeit medicines, co-ordination
between national and international bodies is critical. It is therefore of utmost importance that European and
international organisations involved in this matter first and foremost join forces and make use of synergies.
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