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European Commission 
Directorate-General for Taxation and Customs Union 
Protection of the EU and its citizens – Unit TAXUD/C3 
B-1049 Brussels 
Belgium 
 
May 25, 2010 
 
Dear Sir or Madam,  
 
Public Citizen submits the following comments on the DG TAXUD consultation paper, 
“Review of EU legislation on customs enforcement of intellectual property rights.”  
While the consultation paper and Council Regulation 1383/2003 implicate several 
important interests, we primarily restrict our comments here to the scope of the 
regulation, in particular: 
 

• Question one: situations in which customs authorities should be competent to 
take action;  

 
• Question two: the range of intellectual property rights the regulation should cover 

and possible derogations.     
 
We note the consultation procedures recently initiated by India and Brazil concerning 
customs detentions of generic medicines in-transit to developing countries, and the 
importance of ensuring the free movement of generics.  We also note the need to protect 
consumers from unsafe products.  Through our comments, we seek to help inform 
appropriate parameters for customs action, in order to protect the public interest in access 
to safe and effective medicines.   

With 150,000 members and supporters, Public Citizen is a U.S.-based nonprofit 
consumer advocacy organization founded in 1971 to represent consumer interests.  Key 
areas of organizational focus include consumer safety, pharmaceutical drug quality, trade, 
public health, competition policy, and global access to medicines.  
 
Findings and recommendations  
 

• The European Commission should propose revisions to Council Regulation 
1383/2003 limiting ex officio intellectual property customs actions to cases of 
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willful commercial scale trademark counterfeiting and willful commercial scale 
copyright piracy.   

 
• Accordingly, patent infringement, similar marks and other civil intellectual 

property infringements should be excluded from the regulation, and excluded 
from customs actions absent a judicial order or equivalent legal process.  (Textual 
references in 1383/2003 to “other intellectual property rights” should be deleted.) 

 
• These limitations on the scope of the regulation should apply equally to goods 

entering or exiting the European market and goods in transit.  But if the revised 
regulation continues to cover a broad range of intellectual property categories for 
goods destined for the European market, then the provisions applied to goods in 
transit nevertheless should be limited to willful trademark counterfeiting and 
copyright piracy on a commercial scale.  Commercial rights held in EU member 
states should not impede the free movement of legitimate goods that are not 
destined for the EU market.  Intellectual property rights are national (or, in some 
cases, European Community) in scope.  Stopping legitimate in transit goods may 
create a de facto international intellectual property regime, beyond the appropriate 
scope of EU authority, with global costs for competition. 

 
• Among IP infringements, only willful commercial scale trademark counterfeiting 

of certain potentially dangerous classes of products poses a categorical public 
safety risk.  Willful commercial scale counterfeiting and willful commercial scale 
piracy1 are criminal offenses under TRIPS,2 and appropriate targets for law 
enforcement actions at state borders.  

 
• By contrast, other categories of IP infringements – civil infringements, including 

patent and “similar,” non-counterfeit trademark infringement – do not pose an 
inherent safety risk.3  Civil infringements generally do not represent a fraud on the 
public. Generally, alleged civil infringements are fundamentally commercial 
disputes between legitimate entities, for which traditional legal remedies are and 
should be available.  As civil infringements are not fakes, and the parties 
generally do not operate in a cloak of secrecy in the manner of criminal 
organizations, they do not require preemptive law enforcement interdiction 
wherever they appear in the channels of commerce. Rather, assessing 
infringement requires judicial process, and often, expert legal analysis, that is 
beyond the competence of customs authorities.     

 
• Council Regulation 1383/2003 does not adequately distinguish between civil and 

criminal infringement (with the exception of a few provisions of limited but 

                                                
1 We note the importance of de minimis provisions to prevent costly and draconian enforcement measures 
against the citizenry. 
 
2 Article 61.  
 
3 See discussion infra, Relationship of IP categories to health and safety.   
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important effect, such as Article 14).4  Treating civil and criminal infringements 
equally imposes costs on competition, including but not limited to restricting the 
free movement of generic medicines.   

 
To support these recommendations, our subsequent comments briefly:  

• Introduce the essential role of competition and the generics trade in promoting 
global access to safe, effective and affordable medicines,  

• Note the risks to access to medicines that overly broad intellectual property 
enforcement measures can pose,  

 
• Analyze the relationship between the major categories of intellectual property 

infringement and the interests of health and safety, distinguishing between civil, 
similar mark infringement and criminal trademark counterfeiting.   

 
We draw on the above to answer consultation paper questions one and two in further 
detail, and suggest some specific revisions to the text of 1383.  We conclude with a few 
further recommendations to protect consumers from fraudulent, unsafe products.  
 

The role of generic competition in promoting global access to medicines 

Improving global access to medicines depends in large part on market competition 
reducing prices over time, to levels where governments and international agency 
treatment programs can scale-up coverage. For example, over the last ten years, global 
competition and generic medicines have produced a revolution in HIV/AIDS treatment, 
reducing prices from $10,000 to $100 per person per year in developing countries, and 
enabling more than four million people worldwide to access lifesaving antiretroviral 
therapy.  Competition remains every bit as vital today to improve broad access to new 
drugs, including among many others expensive second and third-line HIV/AIDS 
treatments.  

Risks of overreaching intellectual property enforcement to access to medicines  

Measures that limit competition may therefore limit access to medicines.  Public Citizen 
is particularly concerned about recent trends in intellectual property enforcement toward 
measures that may: 

• Restrict availability and free movement of generic medicines;  

                                                
 
4 Article 14 provides for release of goods suspected of certain civil infringements, with payment of a 
security, under certain conditions, including initiation of a procedure to determine whether an intellectual 
property right has been infringed. 
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• Create uncertainty and impose excessively high costs on generics firms, chilling 
the trade.5 

Generics firms are often smaller than patent-based pharmaceutical firms, and operate on 
lower margins of return. Public Citizen is concerned that some of the above measures 
could jeopardize not only particular shipments of generic medicines, but the business 
model for the relatively small-scale generics industry, and the access to medicines 
interests that rely on it. 

In response to past detentions in the EU of alleged infringing medicines, several Indian 
generics producers are reported to have altered economical transhipment through Europe 
in favor of alternative and more costly routes.  Diversion of such medicines from Europe 
could also risk the storage and distribution practices of health-related NGOs that use 
warehouses in Europe as way stations for products eventually distributed to developing 
countries in Africa and Latin America.  

To protect legitimate trade in generic medicines, we suggest a revised customs regulation 
clearly distinguish between criminal and civil infringements in intellectual property 
enforcement measures.  Legal process is available to address alleged civil infringements. 
Customs action taken on its own authority, ex officio, should target only criminal 
conduct.     
 
 
Relationship of intellectual property categories to health and safety 
                                                

5 Examples include the recent East African anti-counterfeiting bills, some of which effectively criminalize 
the trade in generic medicines, by extending criminal penalties to infringements of any intellectual property 
right held anywhere in the world.   
 
Additionally, parties to the proposed multilateral Anti-Counterfeiting Trade Agreement have tabled 
provisions (some apparently modified or withdrawn in the newly-released ACTA text) that could:  

• Allow border measures that seize lawfully produced generic medicines that are being transshipped 
to where they may be lawfully consumed,  

• Impose robust penalties and litigation and storage fees on alleged infringers, potentially without 
procedural or monetary safeguards or anti-abuse provisions adequate to deter frivolous or 
harassing enforcement efforts by rights holders,  

• Establish new agreements on damages and injunctive relief that could hinder both innovation and 
the manufacture and distribution of lawful generic equivalents,  

• Impose liability for “upstream” active ingredient manufacturers that may threaten the generics 
supply chain,  

• Establish criminal penalties for non-counterfeiting cases of trademark infringement.5  
 
Analogues to some of these provisions have appeared in resolutions and enforcement measures in 
international organizations, national laws and elsewhere. 
 
For further analysis of ACTA and risks for access to medicines, see “Comments of Essential Action to 
Foreign Affairs and International Trade Canada on the Proposal for an Anti-Counterfeiting Trade 
Agreement,” July 2, 2009, available at: http://www.essentialaction.org/access/index.php?/archives/212-
Essential-Action-Comments-to-Canadian-Government-Regarding-How-Proposed-Anti-Counterfeiting-
Trade-Agreement-Could-Impact-Access-to-Medicines.html. 
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The consultation paper and preamble to Council Regulation 1383/2003 each state that 
intellectual property infringements may pose health and safety risks to consumers.   
 
Most classes of intellectual property infringements do not raise health and safety 
concerns by their nature.  Criminal trademark counterfeiting can be an exception, and can 
be appropriately targeted ex officio by law enforcement under the TRIPS Agreement. 
However, criminal trademark counterfeiting should be distinguished not only from 
patents and other classes of intellectual property, but also from civil trademark 
infringement involving similar marks.  
 
Patents and supplementary protection certificates 
 
Patent infringement analysis is not related to counterfeiting, fraudulent misrepresentation 
of source, health or safety.  Patent infringement pertains to alleged use of claimed 
proprietary inventions, not to fake marks, deliberate mislabeling or absent required 
assessments of safety and efficacy.  Indeed, patent infringement cases allege putting the 
patented technology to use.  In almost all cases, the alleged infringer is attempting to 
manufacture or market a legitimate medicine.  Patent infringement actions are civil and 
commercial disputes.  Rather than protecting public health, imprecise or overly broad 
patent enforcement measures could obstruct competition and potentially jeopardize 
access to medicines. 
 
Supplementary protection certificates are patent extensions for medicines, and hence the 
same analysis applies.  
 
 
Copyright 
 
Copyright analysis is not reasonably related to health or safety.  More particularly, 
copyright analysis should not be used to challenge the content of product textual labeling, 
which is often required by drug regulatory authorities.   
 
 
Trademarks 
 
In intellectual property usage, the term “counterfeit” applies correctly to a subset of 
trademark infringement. Under the TRIPS Agreement,6 “counterfeit trademark goods 
shall mean any goods, including packaging, bearing without authorization a trademark 
which is identical to the trademark validly registered in respect of such goods, or which 
cannot be distinguished in its essential aspects from such a trademark[.]”  This definition 
is incorporated into Council Regulation 1383/2003 at Article 2(1)(a).  Criminal 
counterfeit medicines, by definition, are not registered with drug regulatory authorities, 
and hence not regulated – and therefore not safe for consumption. 
                                                
6 Article 51 at footnote 14. 
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But a trademark counterfeit is distinct from a case in which the commercial design or 
packaging of one legitimate firm’s product may create a “likelihood of confusion”7 with 
another firm’s established trademark.  For example, pharmaceutical firms sometimes give 
their products commercial names derived in part from an active ingredient’s international 
nonproprietary name (INN).  Products based on the same active ingredient may therefore 
bear similar names.  Generic medicines also sometimes feature packaging with similar 
qualities to established marks, specifically because the products are bioequivalent, and 
designed for consumers’ interchangeable use – as evidenced in the aisles of most 
pharmacies.  Similar packaging is used to communicate a similar (bioequivalent) product. 
Either of these cases could form the basis of a civil trademark infringement claim.  
Trademark owners have a legitimate commercial interest in defending their marks, and 
judicial recourse is available in such circumstances.  But in neither case has the generics 
manufacturer fraudulently misrepresented the source of its product.  And neither would 
be properly termed “counterfeiting.”   
 
A revised Council Regulation should reflect this distinction. Even in the trademark 
context, only a subset of potentially infringing medicines (or other goods) poses a risk to 
public health.  These include deliberately mislabeled or fraudulently packaged medicines, 
which fraudulently misrepresent their source or ingredients to consumers. Hence, in 
medicines, the TRIPS standard for criminal trademark infringement – willful trademark 
counterfeiting on a commercial scale – is a category that rightly triggers public health 
concern.8  It is appropriate that law enforcement, including customs authorities, intervene 
in such circumstances.  
 
But generic medicines (or other goods) that correctly describe their source and 
ingredients, yet bear symbols or words that could be confused with trademarks, cannot be 

                                                
7 See, e.g., TRIPS Article 16.1, First Council Directive 89/104/EEC Article 5.1(b), replaced by 2008/95/EC 
(Article 5 unmodified), and Trade Marks Act of 1994 Article 10.2.  For EU case articulations of the 
"likelihood of confusion" standard, see Case C–251/95 Sabel v. Puma [1997] ECR I-6191; Case C–
39/1997 Canon v. MGM [1998] ECR I-5507, [1999] RPC 117; Case C–342/97 Lloyd Schuhfabrik Meyer 
& Co GmbH v. Klijsen Handel BV [1999] ECR I-3819, [1999] ETMR 690; Case C–425/98 Marca Mode 
CV v. Adidas AG [2000] 2 CMLR 1061.  For common U.S. articulations of the “likelihood of confusion” 
standard, see Polaroid Corp. v. Polarad Elect. Corp., 287 F.2d 492 (2d Cir.), cert. denied, 368 U.S. 820 
(1961); AMF, Inc. v. Sleekcraft Boats, 599 F.2d 341 (9th Cir. 1979). 
 
8  But there could also be reason to distinguish between cases of willful trademark counterfeiting and cases 
of counterfeiting where no intent to fraudulently misrepresent source is evident.  Note the TRIPS definition 
of counterfeiting does not require a showing of intent.  The “substantially indistinguishable mark” 
counterfeiting standard could also be different in some limited cases than a standard of fraudulent 
misrepresentation of source.   Perhaps one firm could use a packaging design nearly identical to an 
established design, but employ a different name.  This could amount to “substantially indistinguishable” 
use of a mark classifying the product, in some analysis, as counterfeit, but it might still represent more an 
effort to indicate similarity (or bioequivalence) to the first product than an effort to claim the product is 
actually produced by the other company.   
 
Notably, TRIPS creates an enforcement distinction between counterfeiting in general and cases of “willful 
trademark counterfeiting on a commercial scale,” the latter being subject to criminal penalties (Article 61). 
 



 7 

said to pose such a categorical risk.  Customs actions that detain or impose extrajudicial 
costs on registered generics for their use of similar marks do not protect the public from 
unsafe medicines or target criminal enterprises.  Rather, these actions potentially hinder 
competition and the interests of global access to medicines.9 
 
 
Appropriate range of the regulation: willful trademark counterfeiting and copyright 
piracy on a commercial scale 
 
Willful commercial scale counterfeiting of potentially dangerous consumer products 
creates public health and safety concerns.  Willful commercial scale trademark 
counterfeiting and copyright piracy are each criminal offenses under the TRIPS 
Agreement. Willful counterfeit products are sold without the regulatory approval and 
scrutiny required for their product class.  Economic operators relying on a fundamentally 
criminal economic model cannot be served with legal process in the same manner as 
licensed businesses.  As the object of the business model typically is to avoid detection, 
and the subject matter criminal, law enforcement must intervene where counterfeit 
products are identified in the channels of commerce.  Criminal, willful counterfeiting and 
piracy are therefore appropriate targets for ex officio customs actions at borders, subject 
to enforcement safeguards to prevent errors and the targeting of legitimate trade.     
  
By comparison, patent infringement, non-counterfeit similar marks, and other civil 
intellectual property infringements do not jeopardize public health or safety.  Legitimate 
economic operators  (often rights holders themselves) commit civil infringements in the 
course of conducting competitive business.  When they do, rights holders have recourse 
to legal process, by which they can obtain damages or injunctions.  An injunction can 
order that an infringing good be removed from the channels of commerce (including 
through customs action).  Because civil infringement occurs in the course of legitimate 
trade, regulated and subject to judicial process, there is no need, and no compelling 
public rationale, for law enforcement to act on its own authority, ex officio, absent or 
prior to a judicial order.  Indeed, ex officio law enforcement actions against civil 
infringements are costly, making poor use of customs resources, prone to error and 
potentially injurious to competition.   
 
Ex officio customs action against civil infringements advances none of the four main 
challenges identified in the EU Customs Action Plan to combat IPR infringements,10 
namely: dangerous counterfeit goods, organised crime, globalisation of counterfeiting 
and the sale of counterfeits over the internet.  

                                                
9 For further discussion of patient interests implicated in the application of trademark law, see Medecins 
Sans Frontiers, Patients First: Access to Safe, Quality, and Effective Drugs (policy recommendations for 
WHA 2010: Counterfeit Medicinal Products) (April 2010), available at: 
http://www.msfaccess.org/fileadmin/user_upload/medinnov_accesspatents/WHA%20Package%20Counterf
eit%20FINAL%20April%202010.pdf. 
 
10 Council Resolution of 16 March 2009 on the EU Customs Action Plan to combat IPR infringements for 
the years 2009 to 2012 (2009/C 71/01).   
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Situations in which customs authorities are competent to take action 
 
Unlike spotting a fake, or following law enforcement leads to identify a criminal 
operation, assessing civil intellectual property infringement requires legal analysis 
outside the core competence of customs agencies.  Patent litigation is deeply technical 
and complex. Likewise, civil, similar trademark infringement can also require a weighing 
of many factors.11   
 
Because these activities are not criminal, there is no compelling rationale for customs 
intervention ahead of judicial process. Instead, Council Regulation 1383’s inclusion of 
civil infringement places customs authorities in the role of arbiters in commercial 
disputes.  Rights holders could use this customs authority to launch harassing actions 
against legitimate competitors.  Customs authorities are less prepared than courts to 
separate well founded from spurious rights holder claims.  The regulation’s Article 6 
right-holder acceptance of liability may be insufficient to deter spurious claims if, as 
would seem likely, many individual customs detentions are never fully subsequently 
litigated.12   
                                                
11 For example, in the United States, federal courts tend to apply multifactor tests, such as these from the 
Ninth Circuit Court of Appeals, to measure “likelihood of confusion”: 
 

1. strength of the mark; 
2. proximity of the goods; 
3. similarity of the marks; 
4. evidence of actual confusion; 
5. marketing channels used; 
6. type of goods and the degree of care likely to be exercised by the purchaser; 
7. defendant’s intent in selecting the mark; and 
8. likelihood of expansion of the product lines.  

 
AMF, Inc. v. Sleekcraft Boats, 599 F.2d 341 (9th Cir. 1979).  The court noted, “the list is not exhaustive.  
Other variables may come into play depending on the particular facts presented.”  
 
In regard to EU standards for analyzing a community trademark under Directive 89/104/EEC Article 
5.1(b), courts use a "global assessment test" which requires all circumstances of and surrounding the good 
be taken into account. Factors include: 
 
1. Assumption of an "ordinary consumer" viewpoint. 
2. Overall impression of the mark. 
3. Level of distinctiveness. 
4. Weight of similarity of the goods against similarity of the marks. 
5. Risk of public confusion as to economic source of the goods. 
 
See Case C–251/95 Sabel v. Puma [1997] ECR I-6191; Case C–39/1997 Canon v. MGM [1998] ECR I-
5507, [1999] RPC 117; Case C–342/97 Lloyd Schuhfabrik Meyer & Co GmbH v. Klijsen Handel BV 
[1999] ECR I-3819, [1999] ETMR 690; Case C–425/98 Marca Mode CV v. Adidas AG [2000] 2 CMLR 
1061. 
 
12 Additionally, it seems customs agents might act on tips, perhaps anonymous tips, which would not be 
subject to the same procedural safeguards as a right-holder declaration.   
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Moreover, customs agents operating under a directive to stop any suspected intellectual 
property infringement will be likely to err on the side of over enforcement, with costs to 
competition.   
 
For these reasons, customs agencies should be considered competent to act on their own 
authority against criminal, willful commercial scale trademark counterfeiting and willful 
commercial scale copyright piracy, but not competent to arbitrate civil intellectual 
property infringements ex officio. (Of course, a judicial order or equivalent legal process 
may still empower customs agencies to take action against a particular civil 
infringement.) These factors apply equally to goods entering or exiting the European 
market and goods in transit, and therefore the above proposed limitations on the scope of 
the regulation should also apply to each situation in which goods are under customs 
supervision.    
 
But if a revised regulation nonetheless continues to cover civil infringements for goods 
destined for the European market, then the provisions applied to goods in transit should 
still be limited specifically to criminal counterfeiting and piracy.  Commercial rights held 
in EU member states should not impede the free movement of legitimate goods that are 
not destined for the EU market.  Intellectual property rights are national or, in some 
cases, European Community in scope.  The rights held may be different in the exporting 
or destination country.  If a commercial right is held in either an exporting or importing 
country outside the EU, it is appropriately the charge of that country’s legal system to 
assess claims of infringement.  Stopping legitimate in transit goods may create a de facto 
international intellectual property regime, beyond the appropriate scope of EU authority, 
with global costs for competition.     
 
Some suggested textual revisions to Council Regulation 1383/2003 
 
In light of the above considerations, 1383/2003 would be improved by the following edits 
to its text:  
 

• Deleting Article 2(1)(c), which applies ex officio customs actions to civil 
infringements.  

 
• Removing references to “goods infringing an intellectual property right.” In the 

context of the regulation, this phrase applies ex officio customs actions to civil 
infringements, discounts important differences between criminal and civil 
infringing activity, and discounts differences in the nature of distinct categories of 
IP rights, remedies and infringements.  

 
• Council Regulation 1383’s text does not explicitly address civil, similar mark 

infringement. This would seem to, and should, exclude such infringements from 
the regulation’s ambit.  However, it seems some customs actions in the EU have 
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been taken against legitimate, non-counterfeit generics on trademark grounds.13  If 
so, this would suggest either civil trademark standards were applied, however 
unconsciously, or counterfeiting standards were applied incorrectly.14  A revised 
regulation would best serve the public interest if civil trademark standards were 
clearly excluded.  But whether these standards are excluded or not, it may be 
necessary to clearly distinguish, in the text of the regulation or elsewhere, 
between criminal willful trademark counterfeiting and civil trademark 
infringement.  

 
Additionally and briefly, we note the derogation concerning parallel trade (question 
three) should be kept.  Parallel imports are a key policy tool promoting access to 
medicines. 
 
 
Additional approaches to protect the public from unsafe, falsified products 
 
To better protect the public from potentially dangerous products, including falsified and 
other unsafe medicines, the European Union and its member states should expand and 
invest further in direct consumer protection frameworks, including but not limited to 
robust drug regulatory authority coupled appropriately with law enforcement, including 
at the borders.  The EU can also use foreign aid and technical assistance to strengthen 
drug regulatory capacity and pharmacovigilance in developing countries.   
 
Some falsified and unsafe medicines do not misappropriate marks, and hence fall beyond 
trademark law’s reach.  Drug regulatory authority typically provides a more complete 
framework for addressing falsified medicines.  Selling a falsified or adulterated medicine 
is typically a criminal offense, whether it infringes a trademark or not.  A pharmaceutical 
product that fraudulently misrepresents its source or ingredients is, inherently and 
necessarily, not registered or approved for sale, and can be removed from the channels of 
commerce in accordance with drug regulatory authority.  In this sense, inspection for fake 
packaging is even more a traditional consumer protection and drug regulatory test than it 
is a trademark law test. 
 
Policies established to fight counterfeit medicines have often been informed by too little 
empirical data.15  Public agencies should develop reliable, impartial empirical data on the 

                                                
13 See, e.g., Health Action International, “Another seizure of generic medicines destined for a developing 
country, this time in Frankfurt,” 5 June 2009, available at: 
http://www.haiweb.org/19062009/5%20Jun%202009%20Press%20release%20Seizure%20of%20generic%
20medicines%20in%20Frankfurt.pdf.  
 
14 The preamble and regulation’s repeated general references to “goods infringing an intellectual property 
right” might also be read by some to authorize ex officio action in cases of alleged or suspected civil/similar 
mark infringement.  But the specific enumeration of covered rights in Article 2, particularly the civil 
infringement categories listed in Article 2(1)(c), would contradict this interpretation.     
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prevalence of a variety of quality, safety and efficacy problems in the market, including 
substandards and drugs that misrepresent their source.  This data could inform rational 
decisions for allocating scarce public resources to maximum effect.  
 
An additional policy for assisting in the detection of fraudulent mislabeled drugs could be 
mandatory disclosure requirements.  The EU and member states should require 
companies to disclose information they have about potentially dangerous mislabeled 
medicines on the market.  Private companies often have the first or most complete 
accounts of falsified products, but do not always share what they know.16     
 
For example, the Pharmaceutical Security Institute (PSI), formed by fourteen 
pharmaceutical companies in 2002, recorded 76 cases of “counterfeiting” in 2004.  The 
U.S. Food and Drug Administration only knew of 58.17  Some consider PSI’s 

                                                                                                                                            
15 See e.g., Kevin Outterson, “Import Safety Rules And Generic Drug Markets,” in Import Safety: 
Regulatory Governance in the Global Economy (Cary Coglianese, Adam Finkel, & David Zaring, eds., 
2009) (The University of Pennsylvania Press) (http://ssrn.com/author=340746):  

 
Statistics on counterfeit medicine are widely distributed but are neither reliable nor 
transparent (Outterson & Smith 2005:527). Estimates on the scope of the counterfeit drug 
problem vary greatly. Estimates on prevalence in various countries range from 1% to 50% 
of the drug supply, with reports of 40%, 30%, 17%, and 10% (Bird 2008:389). Recently, 
IMPACT estimated the prevalence of counterfeit medicines to be less than 1% of sales in 
developed countries – despite the fact that the potential profit of criminal counterfeiters is 
highest in these countries – and between 10% and 30% in developing countries, where the 
profit potential is lower. These estimates do not come from peer-reviewed journals, and 
many actually come from the pharmaceutical companies themselves (Park 2009:23-24).  
 
In many of these studies, substandard, adulterated, parallel traded and generic drugs have 
been improperly conflated with deliberate violations of trademark law (counterfeits), often 
under the imprecise catch-all category of “fake.” The few studies that did differentiate 
found the majority of the problematic drugs bore genuine trademarks but were 
substandard. For example, in India it has been estimated that 8.19 – 10.64% of drugs are 
substandard (but apparently bearing a proper trademark), while only 0.24 – 0.47% are 
actually counterfeit in the trademark sense (Park 2009:25; Outterson & Smith 2006). The 
primary health issue appears to be drug quality, not criminal counterfeiting. 

 
16 In some cases, companies have been accused of being slow to report such knowledge, for fear of 
reducing public confidence in their brands – endangering public health in the process.  
 
See, e.g., “The global threat of counterfeit drugs: why industry and governments must communicate the 
dangers.”  Robert Cockburn, Paul N. Newton, E. Kyeremateng Agyarko, Dora Akunyili, Nicholas J. White, 
Public Library of Science (PLoS) Medicine, April 2005, Volume 2, Issue 4; “Counterfeit medicines – What 
are the problems?” Pharma-Brief Special, BUKO Pharma-Kampagne, a member of Health Action 
International (2007).   
 
For example, in 1995, GSK allegedly asked the Ghanaian government not to alert the public of the presence 
of fake halofantrine antimalarial syrup in the market, allegedly for the sake of the company’s reputation.   
BUKO, PLoS.  (GSK also was reluctant to share information about fake syrup with the authors of the PLoS 
article.)   In 1998, the Brazilian government accused Schering do Brasil of failing to disclose knowledge of 
counterfeit contraceptives for thirty days (a court cancelled the government’s fine on appeal).   PLoS. In 
2002 in Kansas City, BMS and Eli Lilly settled for $72 million with the families of deceased victims of 
counterfeit drugs, possibly to avoid the precedent that drug companies could be held liable for failing to 
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counterfeiting database the world’s best, yet it “is not accessible to the WHO, health 
authorities or the public.”18   
 
There are at least two existing proposals for statutory disclosure requirements.  Cockburn 
et al. propose a model based on the United Kingdom Civil Aviation Authority’s reporting 
requirements for suspected unapproved aircraft parts.19  Companies would be required to 
report suspected deliberately mislabeled medicines to regulatory agencies.  The agency 
would then take responsibility for confirming the report and deciding whether and when 
to alert law enforcement and the public.  Meanwhile, U.S. legislation introduced by 
Representative Steve Israel proposed requiring drug companies to notify the FDA within 
two days of learning of a potentially dangerous criminal adulteration.20  Countries could 
also commit to sharing such information.  Again, disclosure and notification requirements 
should focus on criminal activity and include appropriate anti-abuse provisions, so they 
are not used to taint licensed competition.   
 
There is broad consensus that high prices of medicines and other goods drive both supply 
and demand in counterfeits markets. For example, according to the World Health 
Organization: 
 

When the prices of medicines become excessively high and unaffordable, 
patients tend to look for cheaper sources.  Such a situation encourages 
counterfeiters to produce cheaper counterfeit drugs. … When price 
differences exist between identical products, patients and consumers go 
for the cheaper ones.  This creates a greater incentive for counterfeiters to 
supply cheap counterfeit medicines.21  
 

Therefore, an important global strategy to reduce demand for counterfeits is promoting 
access to safe and effective medicines through price-lowering competition.  This should 

                                                                                                                                            
disseminate information about counterfeits.  PLoS.  There are, of course, counterexamples.  “In 2002, 
Johnson and Johnson issued 200,000 letters to health care professionals in the US warning them of fake 
Procrit…within one week of being notified of a severe counterfeit problem.”  PLoS 
 
17 “Counterfeit medicines – What are the problems?” Pharma-Brief Special, BUKO Pharma-Kampagne, a 
member of Health Action International (2007) at 5.   
 
18 “The global threat of counterfeit drugs: why industry and governments must communicate the dangers.”  
Robert Cockburn, Paul N. Newton, E. Kyeremateng Agyarko, Dora Akunyili, Nicholas J. White, Public 
Library of Science (PLoS) Medicine, April 2005, Volume 2, Issue 4, at 305.    
 
19 PLoS, supra at 307. 
 
20 H.R. 2345, 109th Congress. Section 2(3): A manufacturer of a drug that receives or otherwise becomes 
aware of information that reasonably suggests that a violation described in paragraph (3) or (4) of section 
303(a) may have occurred with respect to the drug shall report such information to the Secretary not later 
than 48 hours after first receiving or otherwise becoming aware of the information. 
 
21 “What encourages counterfeiting of drugs?”  World Health Organization Counterfeits FAQ, available at: 
http://www.who.int/medicines/services/counterfeit/faqs/16/en/index.html. 
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include policies that de-link the cost of manufacturing from the cost of research and 
development.22   
 
This is not to say that new public investments in trademark enforcement measures could 
not identify some potentially dangerous fakes and take them into custody.  They could.  
But these investments would ultimately be less efficient, comprehensive and rationally 
related to the goals of protecting consumer health and safety than would similar 
investments targeting falsified and fraudulently mislabeled medicines and other quality, 
safety and efficacy problems directly.  Investments in broad intellectual property 
enforcement measures could come at an opportunity cost to investments specifically 
related to health and safety.  
 
Thank you for this opportunity to provide comments.  Public Citizen is available to 
discuss any of the aforementioned points in further detail.   
 
Sincerely,  

 
Peter Maybarduk 
Access to Medicines Program Director 
pmaybarduk@citizen.org 

                                                
 
22 See e.g., James Love & Tim Hubbard, The Big Idea: Prizes to Stimulate R&D for New Medicines (KEI 
Research Paper 2007:1), available at http://www.keionline.org/misc-docs/bigidea-prizes.pdf. 


