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PREFACE
Successful interventions ‐‐ that is, actions that interrupt or modify the actions of
another or a condition and result in a change towards a status that is preferred or chosen ‐‐
rarely happen in a short period of time. In this report we speak about the problem of
counterfeit goods that can cause harm and interventions designed to reduce the prevalence
of such counterfeits. An intervention is one step in as series of actions that lead to a desired
result. These actions can be understood as a series of steps or a process that begin with 1)
awareness of a dissatisfactory aspect of a behavior or condition and thus a problem,
followed by 2) some form of measurement and study of the problem. These findings are
communicated to wider audiences for building awareness and acknowledgement, further
study is conducted, and subsequently interventions are begun to address the problem as
understood up to that point. Solutions can be of many types – among them, scientific,
technical, legal, law enforcement, or regulatory. After an intervention is started, a cycling
through these steps or phases continues as none is an end point on its own. The end point
is of course when there is a satisfactory reduction of the problem to a tolerable level or the
problem is eliminated entirely. Successful interventions are those that work and are
measureable and accordingly social consensus is clear that the intervention should be
sustained until the desired result is achieved.
The use of seat belts, protection of sand dunes, and cessation of tobacco use, and
most other interventions to protect public health all have this road in common. During this
process scientific findings, government polices and various observations are translated to
legislative, regulatory and law enforcement solutions and actions that are, hopefully,
supported by the public at large at the outset and if not, immediately, certainly over time.
Unless there is social consensus that the intervention is desirable it is not likely to maintain
political support or be sustained. A good example is the use of seat belts, which were
mandated after science observed that auto accident trauma was worse if seat belts were not
worn. What started as an annoyance became, over time, an effortless act. Regulators,
legislators and law enforcement ‐ including civil society and industry ‐ all had a role in the
success of seat belts as an intervention. We are now so acclimated to wearing seat belts that
we may even feel uncomfortable without them – and in case we forget, we are reminded by
“Click it or Ticket” slogans. This intervention is now sustained and maintained by most if
not all stakeholders and there are repercussions for compliance failures.
An even more compelling case in point is tobacco cessation. In the mid‐ 20th century,
science established a causal link between tobacco use and disease.1 Still, it took many more
years for countries to implement legislative provisions, and to do so against the forces of
various lobbies (whose interests lay in not having such legislation) and even against
countries where the government itself held the monopoly on tobacco products. A prime
legislative example is the Framework Convention on Tobacco Control, entered into force in
2005 some 55 years later than the seminal scientific studies. Over time, a behavior
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associated with sophistication and enjoyment became identified with poverty and lack of
education. Now tobacco consumption is in decline in many countries. Moreover, since the
adoption of the convention there has been and remains an ongoing process to implement
the convention into national legislation and practice.
The point in time when regulators and legislators take up an issue and begin to
intervene is clearly not the final phase – indeed, if anything it is but the middle. This middle
is characterized by numerous and varied attempts at interventions, such as voluntary
standards, guidelines, administrative regulations, regulatory and law enforcement
initiatives and new or amended laws coupled with a variety of communications directed at
the relevant population. In this context, the status of interventions to combat counterfeit
goods in general – not to mention those that can cause harm ‐‐ is justifiably placed in the
middle where it is likely to stay for some years. At this phase, the next steps are therefore to
increase the level of study rigor so that existing interventions can be refined and success or
failure measured.
The problem of counterfeit goods started to be highlighted in the 1990s at the
outset of the last period of expansion in global trade and telecommunications. Being in the
middle of this process in just over 20 years is a noteworthy achievement. I concluded the
2003 report by referring to the USPTO call to action and observe here that actions in
progress are answering that call ‐‐ but by no means is the effort in the final phase. However,
the steps to maintain and sustain useful interventions are now known and outlined in this
report. As these are implemented, their results measured and elements refined, I am
confident that the problem of counterfeit goods can be managed to reduce their potential
for harm to the health of humans, animals and plants.
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EXECUTIVE SUMMARY
Counterfeit goods continue to be a threat to the health of the public, and have been
the causal link to injury and death of innocent persons in developed and underdeveloped
countries alike in the ten years since 2000 as they were for the ten years prior as reported
in “Counterfeit Goods and the Public’s Health and Safety”, the first study on this topic
published in 2003.2 What is different now is that there is widespread acknowledgement
that counterfeit goods are a threat to the health of humans, plants and animals and, as a
result of this observation and other influences, numerous interventions have been directed
to stem the problem of counterfeit goods in general and specifically those that can cause
harm.
These interventions and their effectiveness in the domains of the legislative,
regulatory, and law enforcement branches of government are the subject of the study
reported in this paper. The study was designed to find, report on and analyze interventions
within the realms of legislation, regulation and law enforcement. Its conclusion made it
possible to amalgamate the efforts of many into a snapshot of a comprehensive national
strategy to combat counterfeits. This snapshot is portrayed here in the form of an
assessment tool (Annex 6) with separate sections for use by each branch of government and
suggestions in the companion training materials on how the separate branches can
coordinate their separate plans into one national plan.
A comparison of the results of the first study with those from this retrospective
study signifies that the five strategy dimensions identified in the 2003 report can be
confirmed with minor revisions. These were and remain to shift policy, monitor health
status, enforce health and safety regulations, collaborate among interested communities
and use health communications strategies. Reflections on and an amplification of these five
dimensions form the overall conclusions of this report in Section 7.0. In this executive
summary the two most important are highlighted and these are a shift in policy and the
need for data.
A shift in policy is essential
Even though a strong IPR policy in the end can be health protective, given the limits
of IPR policy and practice, health protection as a rationale for an IPR strategy is not
sufficient to protect public health. In the end, it may not protect IP either as fully as desired.
Refining some aspects of IPR strategy to be health protective makes sense coupled with an
overall comprehensive IPR strategy is an important element in protecting public health. A
shift in thinking towards placing the value of health as the primary focus of some IPR
interventions will bring a key advancement in how the matter of counterfeits is managed.
This can be accomplished by legislatively empowering regulators and law
enforcement to take action against not only counterfeit but also substandard and illegal
products. The new acronym SIC products captures the idea of any product from any sector
that is substandard, illegal or counterfeit that can cause harm to humans, animals or plants.
By this conceptual expansion any regulatory or law enforcement authority can act against
counterfeits which are by their very nature often illegal and/or substandard. Adding
relevant regulatory principles and standards to the variety of products that when
counterfeited might cause harm, such as is the case for foods, toys, and industrial,
agricultural, and medical products, health can be protected and so can IP. By no means
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does this suggest that standard approaches to IP protection should be disbanded. It does
mean that in addition to standard IP practice, specific actions should be taken against SIC
products by the competent authority at national, regional and international levels. By doing
so health is protected and along the way IP infringing products will be captured by the
regulatory and law enforcement net created by the concept of SIC products. This direction
has already been taken by some countries and should be encouraged and expanded.
There is more to a policy shift than data collection however. The topic of counterfeit
goods and the public’s health and safety was first understood to encompass the ways in
which such goods could ‐‐ and did ‐‐ cause harm to human and animal health. This
acknowledgement of health and safety was instrumental in increasing the attention and
resources to combat counterfeit goods that might cause harm. However, to a large extent
the initiatives have remained in the purview of the IP community, where IP protection is the
top line value rather, than as initiatives, where health is the top line value, so that by
protecting health, IP is also protected. An example of this point is ACTA, in which few if any
provisions explicitly reflect concern for health even though law enforcement is a key actor
in the protection of public health. As itemized in the ACTA section of this paper, some ACTA
provisions such as proportionality and destruction among others are devoid of reference to
health and safety. These and other provisions could have more explicitly reflected concern
for public health without jeopardizing the law enforcement objectives of ACTA. Another
example of this observation is found in the protracted debate over the nomenclature of
counterfeit medicines. This debate effectively cemented a line between health and IP and
silos for the respective communities by adding new nomenclature and a definition claimed
to be specific to public health. Each term and related definition has implications for the
separate communities that have yet to be understood and as of the date of this report the
debate drags on. Even approaches as innovative as the EU Medicrimes Convention (though
it now includes the three‐dimensional approach of substandard, illegal or counterfeit
medicines), missed the opportunity to apply this innovative legislative infrastructure to any
product that when substandard, illegal or counterfeit could cause harm. As its scope
includes veterinary products, it does a partial job but it leaves out all other types of product.
In principle this should be an easy gap to close.
This is not to say that efforts focused on IP alone should be abandoned or otherwise
reduced. There is no doubt that all efforts to reduce counterfeits of all kinds, either directly
or indirectly, lead to protecting health. This is to say that if the goal is to protect health ‐‐
and this is as rightful a goal for the IP community as it is for any other ‐‐ then there are steps
to be taken to reframe policy and approaches that are highlighted by this research. Simply
put, this means to increase regulatory and law enforcement initiatives against any product
that can cause harm – even if not counterfeit but also if it is. To do this, the IP community
will have to step outside of its comfort zone and work collaboratively with the health,
consumer, agricultural, industrial and other product communities. In this sense, this report
makes no change to the 2003 recommendation to collaborate among interested
communities. And let it be underscored that these other communities, especially health,
must also open their agendas to that of counterfeiting and the ways in which collaboration
can aid in solving this real public health problem. In sum, IP protection and enforcement is
one element of a comprehensive approach to protecting public health; approaches that silo
one sector against another will not work. All sectors must work together to efficiently
organize and align their respective competencies and responsibilities.
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Data and scientific analysis
Significant and positive observations are enumerated in this study on the specifics
of what has been done in the last ten years. There is a tremendous increase in just the
number of countries engaging in activities related to counterfeits that it can be said there is
widespread acceptance there is a problem. Nonetheless, while there is a plethora of reports
on observed and confirmed cases of counterfeits that could or did cause harm to the health
of humans, animals or plants that also confirm the existence of the problem, there remains
a dearth of valid data that measures what we intend to measure. . No more than a handful
of studies and no baseline data could be found. Without valid data it is impossible to
accurately quantify the prevalence and incidence of counterfeit goods and therefore
impossible to evaluate interventions.
Interventions have been based on the empirical observations of regulators,
consensus, and stakeholder input. Though these non‐scientific approaches do yield
interventions that seem to make sense given their grounding in long‐established practices
(such as theories of criminal deterrence), there is no substitute for rigorous analysis. When
the results of the few studies are contrasted with these efforts, the value of rigorous studies
is hard to discount. For example, regulators are using the Internet to communicate
information to consumers on counterfeits, yet studies show that consumers get their
information from newspapers, and in many places people do not have access to the Internet.
In the end these less‐scientific approaches are simply insufficient given the costs of
interventions and the consequences of failure.
Just in the last two to three years, some organizations are finally taking the matter of
data collection and scientific analysis seriously and are to be commended, supported and
duplicated. Notable are the World Customs Organization (WCO) Research and Strategies
Unit (RSU), established in 2009, and The Center for Applied Science and Technology in the
UK Home Office, opened in spring 2011. Results of studies from these units are mentioned
within but as of yet the research focus of each has not been on the matter of counterfeits.
There was some movement towards more sophistication of seizure data fields and
categories, although these are not yet harmonized, making comparisons across countries
difficult if not impossible. The data field of consumer safety and critical technology (CSCT)
was coined by the US, and the European Union (EU) has started to group some products
that might cause harm for data reporting. These changes make it a bit easier to determine
the percent of all seizures that might have caused harm but do not go far enough. The WCO
RSU could and should take on the task of leading a data field harmonization project.
It is only with valid data or data that measures what we intend to measure that the
effectiveness of interventions can be measured in a meaningful way. Now the best data is
seizure data as it is the only data captured with any level of uniformity. Nonetheless, it
measures the quantity of seizures not the quantity of counterfeits. It measures the year to
year differences in dollar value and quantity of seizures but not whether as whole there are
more or less counterfeits. The topics of data, monitoring and evaluation are so critical to the
solution of this problem entire sections of the on‐line training materials are devoted to
them. These topics are not within the scope of this report but are so important extensive
attention is given these in the companion on line training materials. Much more needs to be
done in this regard otherwise without data useful to design, measure, and evaluate efforts,
hoped‐for results are based on little more than guesswork and wishful thinking.
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Results
Counterfeiting of products that can harm is a global occurrence now and has been
for the last ten years as it was in the ten years prior. This finding and those on what is being
counterfeited and their provenance are no surprise. Nor do the findings of this study
change our understanding of the problem. Overall, the types of products counterfeited are
the same as noted in the 2003 report, including toys, auto parts, cigarettes, foods,
electronics, medicines and clothing among others.
Medicines remain in the spotlight and command the most attention, although
counterfeit agricultural products are now becoming of great concern and will continue as
the world grapples with food shortages. Counterfeit medicines are now traceable to drug‐
resistant forms of disease, most notably malaria. The dynamics of counterfeit malaria
products trade are an archetype for the business opportunity in counterfeit, non‐
communicable disease products. This comes at a time when these diseases will heavily
burden all countries, a fact that led to a high‐level UN Summit in September 2011.
A bright spot in the results is that over 50 countries, more than 60% of which are
developing countries, have taken some kind of action; if the members of various economic
groupings, such as the EU, Andean Community and EAC among others, can be counted
separately, the total would be more than 100. This is compared to less than 15 countries for
which reports were found in preparation of the 2003 report. This number alone suggests a
growing global consensus, among developed and developing countries alike, that this
matter should be taken seriously and that it is.
Legislators
There has been significant legislative activity since 2000 at international, regional
and national levels. The Anti‐Counterfeiting Trade Agreement (ACTA) sets standards for an
international law enforcement framework to combat counterfeit products of all types.
Several provisions are protective of public health without change at implementation. One is
the definition of commercial scale critical to defining when criminal sanctions must be
similar to those imposed for crimes of serious gravity and for the application of compulsory
licensing in cases of non‐commercial public use. Another is the burden of proof when a
rights‐holder requests a seizure, a step that strengthens rule of law and protects health. At
implementation, and even if ACTA is not adopted, there are opportunities to bring the value
of health into national legislation without reducing ACTA’s enforcement objectives. This
can be accomplished by recognizing society as a participant to be taken into account in
calculating proportionality, and mandating destruction and expanding the boundaries of ex
officio authority if health is at risk among others noted in this report. Regarding counterfeit
medicines, it is unfortunate that no progress was made on a convention to combat
counterfeit drugs as called for by the International Conference of Drug Regulatory
Authorities (ICDRA) in 2005, and that the International Medical Anti‐Counterfeit Task Force
and its successor Open Ended Working Group continue to hit roadblocks.
At national and regional levels, counterfeits have been the subject of legislative
innovations that empower regulators and law enforcement with multi‐dimensional options.
Anti‐counterfeit laws protect health by several mechanisms: 1) a dual‐definition approach ‐
one for all products and one for medicines; 2) by recognizing harm to health as societal
harm deserving severe sanctions if injury could have or did occur; 3) adding the crime of
corporate manslaughter; and 4) the naming of all existing inspectors as anti‐counterfeit
officers and granting powers to them, thus filling a gap complained of by regulators.
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Counterfeit labels and packaging and their manufacture are now within the definition of a
counterfeit crime, and all the activities of manufacture, packaging, labeling, storage and
transport are prohibited. Legislators have also closed gaps in the supply chain by supplier
verification requirements, certificates of compliance, mandatory recalls, and the option to
block imports of suppliers who refuse inspection – thus an overall increase in the
accountability in the supply chain. Many countries have established a counterfeit agency or
a focal point in one or more agencies.
Some of the most advanced innovations are found in the EU Medicrime Convention
that recognizes actual harm as cause for criminal action and with a scope that includes not
only counterfeits but also substandard and unregistered products for humans and animals.
This law is one of several that expand the concept of medical products that can harm –
whether substandard, illegal or counterfeit or as coined here SIC products. Though limited
to human and veterinary medical products, the concepts contained in this new law could be
more broadly applied to any product that when counterfeited could cause harm. This
comprehensive legislation covers starter chemicals to end‐product, all the players in
between ‐ even victims and has provisions for witness protection. Especially significant is
the adoption of nearly universal jurisdiction across member states. With this change and
those that effectively broaden the scope of regulatory and law enforcement capture to
substandard and unregistered products along with counterfeits, the playing field for
counterfeiters is made smaller.
Regulators
The premise that counterfeits flourish in places where regulation is weak remains
the standard. This finding from a 1999 study has not been refuted. Regulators in the health
products sector confirmed this standard in a 2010 25‐country study that acknowledges that
weak cooperation between regulators and law enforcement is problematic, and the need for
a sufficient legal framework for cooperation. Regulators stated the need for specific
legislation on counterfeits, among other elements, as essential to their ability to combat
counterfeits. Surprisingly, these results were published after several pieces of legislation
were enacted that accord regulators the very powers they describe based on their empirical
conclusions. Though medicines have received the most attention in the past ten years,
products such as auto parts, children’s and consumer goods, foods, and others are now
subject to a wider basis – that of quality and legality ‐ on which to predicate regulatory
action. This approach will result in the capture counterfeits even if the basis to do so is not
IP. Ultimately this comprehensive approach is health and IP protective.
Regulators have been active in establishing a variety of collaborative initiatives that
take advantage of the respective strengths of each cooperating entity. There is still
weakness in communications, lack of product‐specific regulatory principles on which to
establish quality and legality, and failure to assess capacity building to determine if any
capacity is built. Some countries are taking the destruction of counterfeits more seriously
and are in‐line with international law and standards on the destruction of the underlying
product type or counterfeits as environmental pollutants. This is important as ACTA has
provisions on destruction. But in most countries, the rules are fragmented at best if in place
at all. Having good practices on safe handling and destruction of counterfeits as
environmental pollutants is critical to the health of the public and the staff of regulators and
law enforcement.
Law Enforcement
Basic principles of law enforcement are the foundation of law enforcement
intervention strategies to reduce counterfeits overall and those that cause harm to humans,
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animals and plants. Increasing law enforcement alone is not enough; it must also be more
efficient through the use of coordination within and between national and international
agencies, stronger by building capacity and know‐how and more specific by adding
specialized units and courts. Barriers to success include blurry and incomplete definitions
of counterfeits and crimes across all product sectors, and sanctions that are too slight to be
effective. Even when these sanctions are severe enough to be a deterrent, they are not
imposed with regularity. The lack of ex officio authority, useful data and evaluation studies
impede success. Moreover, there is no measurement of capacity building programs to
determine if these build capacity.
In closing
If this study demonstrates anything it is that much know‐how to combat
counterfeit goods is in hand. Success depends on building on and sustaining what
we now know. There is no magical formula; the means are very familiar ‐‐ even
mundane and lacking in newsworthy appeal. There is nothing new about ensuring
that regulators have the entire mix of authority, regulatory principles, staff, budget
and skills; that legislators must provide these; and that law enforcement – both
traditional and within regulatory agencies ‐ must be able to stand ready to do its
part. The elements of a comprehensive and effective strategy were amalgamated
from the interventions studied here. There is not one country that has all the
elements in place. But it can be said that the potential for success can be predicted if
a comprehensive plan is implemented based on what we now know from available
scientific or quantitative studies, empirical know‐how and consensus findings and
more importantly from what we can learn from such research in the future. Based
on this guidance, it is within the reach of all countries to sharpen the focus of
interventions, fill in any legislative, regulatory and law enforcement gaps, enhance
interventions based upon good social science principles of data, monitoring and
evaluation and thus achieve success.
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ACRONYM TABLE
ACTA
API
BASCAP
BCC
BMJ
CCP
CDC
CNCP
CPSC
CSCT
DEA
EAC
EPA
EU
ECOWAS
EOHSI
FAA
FAASUP
FAO
FDA
FTZ
FSMA
GAIN
GATT
ICD
ICD10
ICDRA
ICE
IMPACT
IOM
IP
IPEC
JPO
MEMA
MHPA
MOH
MVAA
NAFDAC
NCD
NCHS
NEPAD
NAC
NMRA
OIE
PRO‐IP
PPP
SAMMDRA

Anti‐Counterfeiting Trade Agreement
Active Pharmaceutical Ingredient
Business Action to Stop Counterfeiting and Piracy
Behavior Change Communications
British Medical Journal
Container Control Program
Centers for Disease Control
National Council against Piracy and IP Crimes
Consumer Products Safety Commission
Consumer Safety and Critical Technologies
United States Drug Enforcement Agency
East African Community
United States Environmental Protection Agency
European Union
The Economic Community of West African States
US Environmental and Occupational Health Science Institute
Federal Aviation Administration
FAA Suspected Unapproved Parts Program
United Nations Food and Agriculture Organization
Food and Drug Administration
Free Trade Zone
Food Safety Modernization Act
Global Agricultural Information Network
General Agreement on Trade and Tariffs 1947
International Classification of Diseases
International Classification of Drugs – Version 10
International Conference of Drug Regulatory Authorities
United States Immigration and Customs Enforcement
International Medical Anti‐Counterfeiting Task Force
United States Institute of Medicine
Intellectual Property or Intellectual Property Right
Intellectual Property Enforcement Coordinator
Japan Patent Office
Motor and Equipment Manufacturers Association
UK Medicines and Healthcare Products Agency
Ministries of Health
Lagos State Motor Vehicle Administration Agency
National Agency for FDA Control
Non‐Communicable / Chronic Disease
National Center for Health Statistics
New Partnership For Africa’s Development
Nigerian Automotive Council
National Medical Regulatory Agency
World Organization for Animal Health
Prioritizing Resources and Organization for Intellectual Property
Public‐Private Partnerships
South African Medicines and Medical Devices Regulatory Agency
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STOP
SPS
TRIPS
UAE
UK
UNODC
USCBP
USDA
USPTO
WCO
WHO
WIPO
WTO

Strategy to Targeting Organized Piracy
Phytosanitary and Sanitary Agreement
Agreement on Trade Related Aspects of Intellectual Property
United Arab Emirates
United Kingdom
United Nations Office of Drugs and Crime
United States Customs and Border Protection
United States Department of Agriculture
United States Patent and Trademark Office
World Customs Organization
World Health Organization
World Intellectual Property Organization
World Trade Organization
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1.0 INTRODUCTION
In 2003, the problem of counterfeit goods and the public’s health and safety was
highlighted with the report “Counterfeit Goods and the Public’s Health and Safety”, the first
global study on the subject.3 Based on the data available at that time, the report (which
TABLE A: Steps recommended in the original study (2003) to prevent injury, disease and death
associated with counterfeit goods
•
Change policy: Fundamental to the success o f any strategy on counterfeit goods will
be to re frame the polic y perspecti ve as a matter o f public health and within the
obligation of governments to protect public health.
•
Monitor health status: The public health field needs to accurately describe counterfeit
related injuries and disease, identi f y their determinants and develop prevention
strategies.
o The first step to solving the problem is the collection o f appropriate data, which
requires coding re finements in the International Classi fication o f Diseases and the
integration o f the changes into the national health statistic and other relevant
databases.
o A common definition, uni form terminology and compatible databases are also
critical to developing appropriate data.
•
Enforce safety and health regulations: Key elements o f an ef fecti ve strategy in
counteracting counterfeiting are relevant regulatory authorities, which are able to
collect data, disseminate alerts on counterfeits, impose sanctions, and enforce sa fet y
and health laws.
o Ef fecti ve strategies to combat counterfeiting in the developing world will depend
on the development o f legal s ystems that provide intellectual propert y rights,
consumer, drug, health, and safet y laws and regulations and the abilit y to en force
them.
•
Collaborate among interested communities: Collaboration between government, industry,
public health, the intellectual propert y rights legal s ystem and interested constituencies
will lead to e f fecti ve solutions.
•
Deploy a health communications strategy: Health communications to empower, inform
and educate people so that consumers are aware of counterfeit goods and what to do
if injured as a result o f counterfeit goods.

examined the situation through the ten years prior to 2000) found that many types of
goods, not just pharmaceuticals, were being counterfeited, and that those goods that are
used or consumed by humans and animals conclusively caused injury, or could have caused
injury, had these products been ingested or used. Reports were subsequently released
detailing the risk posed by counterfeit agricultural products to plant life.4 The original study
concluded by observing that “To preserve the status quo of ignorance on counterfeit goods
and the public's health and safety is to court disaster.” Taking the steps outlined in this
study (see Table A) and to answer the US Patent and Trademark Office (USPTO) call to
action is urgent to prevent injury, disease, and death associated with counterfeit goods.”
3

Supra note 2.
If plants used in human and animal food are negatively affected so is the food supply which jeopardizes human
health.
4
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1.1 The objectives of the current study
The main aim of this 2011 study is to collect evidence on what works and thereafter
duplicate and support successful strategies so that gains are made in strengthening
intellectual property (IP) protection and curbing intellectual property theft to protect public
health. The approach taken was to synthesize what has been done to address the problem
of counterfeits since 2000 to 2010 and from this research highlight successful efforts, offer
observations on the effectiveness of interventions that have been or will be undertaken to
combat commerce in counterfeit goods that cause harm and seek to understand why some
interventions work and others don’t. Resources and a training as noted in Box 1 below
complement this report.
Box 1: Training, Website and Resources
A training program based on this report and complementing it are
available in several formats. One format is a “Train the Trainer”
curriculum for any organization to offer with its own trainer. It can be
downloaded or a copy can be requested at no charge in paper or CD Rom
format. An asynchronous self paced webinar version of the training
program presented by the study author is also available on-line. All
formats contain four curriculum modules including a main module for
any audience and then separate modules for legislators, regulators and
law enforcement.
On the study website www.counterfeitgoodshealth.net, in addition
to the report there is a Comments and contributions form for the
submission of questions or comments and other materials including
archives of training materials, resources on topics of interest and a way
to invite the report author to deliver a presentation in person or by a
synchronous webinar.
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1.2 What is a public health problem and why are counterfeit goods one?
The focus in this report on “the public’s health and safety”, “public health” and the
“health of the public” is intended to mean society at large and population health as
understood within the discipline of traditional public health. While in most countries, the
US being a notable exception, the phrase “public health” encompasses the entire health
system, this reference is centrally concerned with public health interventions at the
“population level” to improve health – compared to health care or services directed at
individuals, such as hospitalization, doctor visits and the like, and the health care system in
which care is sought, provided and financed. Population level interventions consider the
experiences of groups of persons with a common denominator, such as disease type, age, or
residence. Animal and plant health is also part of public health due to the importance of
animals and plants for food. Public health is also concerned with sanitation and water
quality and quantity.
Public health practice is generally one function of the ministry of health; its main
activities are to collect health statistics such as vital statistics. Techniques such as sentinel
surveillance are used to monitor and evaluate what is happening with the health of the
public or some sub‐population. Health statistics are robust data, given their uniformity
achieved from global standardization and identified in the International Classification of
Diseases (ICD). The ICD groups health data according to just three disease categories:
chronic, infectious and injury. From this data collection, causes of death or injury, reasons
for hospital and doctor visits, and the costs of health care based on health insurance coding
for health care services are quantified, along with other useful information. Increases and
decreases in categories are monitored as these data inform health authorities about the
status of the health of the public, such as whether there is a new disease, an epidemic or
other condition. And these data are used to establish a baseline from which periodic
comparisons can be made and interventions assessed.
Thus the public health department can identify a public health problem because it
has the capacity to perceive a problem typically when a change is observed. A change can
take any number of forms, such as when an unknown disease is identified or when a disease
incidence spikes or is no longer treatable by a previously reliable method. In the case of a
counterfeit, a person, plant or animal can become “diseased” – typically an injury by a
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product that otherwise should not cause harm. Just about any product has the potential to
be harmful to individual humans, animals or plants when counterfeited.
Most diseases from exposure to counterfeits would likely fall under the disease
category of injury caused by ingestion or use of counterfeit foods, personal care products,
medicines, alcohol, and tobacco, or counterfeit auto brakes that lead to crash trauma. The
injury could be poisoning, cuts, burns, or wounds from trauma, and fit more precisely in the
sub‐category of unintentional injuries. The second sub‐ category, intentional injury, is not
likely to yield much data. Counterfeits can also cause chronic diseases or impairments, such
as blindness that results from an initial injury or other effect. Theoretically, any product
could cause harm directly or indirectly.
Injuries, therefore, are the best window on the problem. Since injuries are not coded
by whether there has been exposure to a counterfeit, at best injury data can only be
extrapolated to suggest the scope of the public health problem. Nonetheless, injury data
present a compelling case that counterfeit goods are a public health problem. Global health
data convincingly establishes that all injuries are responsible for 10% of all deaths and 12%
of all morbidity or disease.5
Extrapolation of US data on unintentional poisoning data from 2007, the last year
for which US national health statistics are complete demonstrates the enormous burden
that is in part attributable to counterfeit goods. This injury is the leading cause of death for
males and females aged 35 to 54 in the United States.6 The loss of the family wage earners
in this age cohort puts surviving family members on a path to poverty. Unintentional
poisonings are also a leading cause of death for younger persons, ranking seventh for ten‐ to
14‐year olds, third for 15‐ to 24‐year olds and second for 25‐ to 34‐year olds. Further, the
category of all non‐fatal unintentional injuries such as burns, cuts, electric shocks, auto and
industrial accidents, any one of which could be an injury caused by exposure to a
counterfeit, resulted in over 25 million emergency room visits. This number represents

5

Bhalla K, et al. Availability and quality of cause of death data for estimating the global burden of injuries. Bulletin of
the World Health Organization. June 22, 2010. http://www.who.int/bulletin/online_first/09‐068809.pdf. Retrieved
July 18, 2011.
6
Centers for Disease Control. (2011). WISQARS Leading Causes of Death Reports, 2007.
www.cdc.gov/injury/wisquars/LeadingCauses.html. Retrieved March 13, 2011. Note: typically there is a two to three
year lag in the release of final data.
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nearly 22% of all the 115.3 million emergency room visits in 2005, with related medical
costs of over $32 billion and costs from lost work of over $98 billion.7
Despite this worrisome body of data, as late as 2009, when the US Centers for
Disease Control (CDC) conducted a meeting to discuss E‐coding issues and make
suggestions for improvements, the final report failed to mention injuries related to
counterfeits.8 With no separate coding that identifies injuries resulting from exposure to
counterfeit goods, we have no idea how many emergency visits, dollars spent, or lost wages
resulted from exposure to counterfeits. Moreover, non‐specific “dump codes” for injuries
described as “accidental exposure to other and non‐specified factors” remain on the books
of the tenth version of the ICD, the global standard for coding health data. At a time of
tremendous financial pressure on health care systems everywhere, a simple change to
coding could lead to significant useful data on which to establish baselines and measure the
results of interventions. It is time to code for exposure to counterfeits. Otherwise,
measuring the effects of counterfeits on health and any interventions will remain
impossible as no baseline can be drawn against which to measure progress.
2.0 METHODOLOGY
A literature review was conducted to locate relevant materials and available data,
including anecdotal evidence, media reports, Internet and public press media, industry and
trade association releases, organization and government reports and studies of any level of
scientific rigor on any type of actual human, animal or plant harm associated with any type
of counterfeit good. Overall, this study as a ten‐year follow‐up to the first study published in
2003 is limited to data for the years 2000‐2010 as the 2003 study reported on data up to
the year 2000. The search was limited to English‐language reports, or reports translated
into English, and conducted worldwide. Database searches were conducted under the terms
“counterfeit goods and health,” “counterfeit drugs and injuries” or “adverse effects,”
“injuries and fakes,” and other synonyms for counterfeit.

7

Id. See also Centers for Disease Control, National Center for Health Statistics. (2007, June 29). National Hospital
Ambulatory Medical Care Survey: 2005 Emergency Department Summary, Advance Data from Vital and Health
Statistics Number 386.
8
Recommended Actions to Improve External‐Cause‐of‐Injury‐Coding in State Based Hospital Discharge and
Emergency Department Data Systems. http://www.cdc.gov/injury/data/ecode_report.html. 3/25/11. Retrieved
March 11, 2011. E‐coding, or external‐cause‐of‐injury coding, is the use of codes to identify the specific cause of
death or injury in hospital documentation, etc.
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To the extent possible, the search was for data or other literature that was based on
a direct linkage between a counterfeit good and harm to humans, animals or plants. For this
purpose health statistics were examined. Law enforcement data in the form of seizure data
was also considered; even though this data is problematic, it is better than most data for
some purposes. Economic data was not considered. Economic data such the Business
Action to Stop Counterfeiting and Piracy (BASCAP) econometric models from which 2008
estimates that counterfeits cost G20 governments and consumers $125 billion and the loss
of 2.5 million jobs while significant and troublesome, these data are not capable of being
translated in a meaningful way to an effect on health. 9
Once resources were collected, the data, findings, and observations were grouped
into coherent categories for reporting, discussion and conclusions. A full list of Sources for
this study is available at Annex 1.0.

9

International Chamber of Commerce, Business Action to Stop Counterfeiting and Piracy. (2011).
http://www.iccwbo.org/bascap/id30504/index.html. Retrieved March 11, 2011.
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3.0 RESULTS
3.1 What is being counterfeited?
Available data yielded no surprises on the types of products reported as counterfeit
for the past ten years. The items are remarkably similar to those identified in the 2003
report, and continue to include a range of products that could cause harm to humans:
eyewear, pharmaceuticals, foods, and industrial items such as ball bearings (which are now
included in a category of critical technologies). The respective rankings by value and
number of cases have changed, and due to more granular data reporting, the provenance of
particular items can be charted. It is now also possible to know which countries are the
sources of counterfeits, net exporters or leaders in the production of certain counterfeit
products. For example, the data clearly indicate that India is a lead exporter of counterfeit
pharmaceuticals. There is a greater diversification in the types of goods that are being
counterfeited, as well as the production of labels and components for fake products.10
Exactly as reported in the Daily Champion newspaper, one woman’s account alone tells the
story.11

“Recounting her experience Mrs. Morufat Shittu said "fake drug almost took away
my life, I had catarrh so my father advised that I should go for malaria treatment,
as malaria at times come with such symptoms, little did I know that I had taken
fake drug. Instead of recuperating, my facial skin started peeling and as day
goes by, it was becoming more irritating until I visited the General hospital
where it was diagnosed that I took fake drug."1 She went on to say, "In order to
maximize their profits outside the borders of legality, they use raw materials that
are cheap or even prohibited by international laws, materials that are dangerous
to the health. That is the reason our homes are flooded with toothpaste
containing anti-freeze. There are also toxic tomato sauce and low-quality rice."

3.2 Counterfeiting is a global problem and plagues every country
That counterfeiting is a global problem is not news. What is news is the increased
number of countries, especially developing countries that have taken action or reported
10

Office of the US Trade Representative. (2009). 2009 Special 301 Report.

http://www.ustr.gov/sites/default/files/Full%20Version%20of%20the%202009%20SPECIAL%20301%20REPORT.pdf.
Retrieved January 18, 2011.
11
Okpalakunn, N. and L. Chigbo. (2010, February 25). Consumers worry over fake goods. Daily Champion.
http://allafrica.com/stories/201002250271.html. Retrieved January 18, 2011.
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problems. In this review more than 50 countries are actively engaged in counterfeit
interventions as compared to about 15 in the 2003 report. If the member states of the
various economic communities could be counted the total of countries would exceed 100. It
is also significant that of the 50 countries, more than 60% were developing countries. This
number of countries listed on Annex 2.0 is proof that there is growing acknowledgment that
interventions are being sustained.
3.2.1

Counterfeiters are found all over the world, but there seem to be
more counterfeit products from some countries than others
China continues to be the top source country for Intellectual Property Rights (IPR)

violations – as it has been for the last 10 years – accounting in the United States for 66% of
all IPR seizure value for FY 2010. It is followed by Hong Kong, Jordan and India.12 The
majority of counterfeit pharmaceutical shipments with values in excess of $1 million that
are seized in the US originate in China, Hong Kong and India.13 The majority of counterfeits
entering the European Union (EU) originate in China, United Arab Emirates (UAE), Taiwan,
and Turkey.14 Other notable origin countries include Indonesia, the Philippines, Thailand,
Argentina, Brazil, Canada, India, Israel, Korea, Malaysia, Russia, Ukraine, Vietnam and even
the United States. 15 These data demonstrate how global a problem counterfeit trade has
become.
3.2.2

Seizure data and a new category highlights harmful products
There have been changes to how seizure data are grouped for analysis and

reporting. For example, in 2010, the US Immigration and Customs Enforcement (ICE) began
to designate some commodities as “consumer safety and critical technologies” (CSCT); these
products include cigarettes, electrical articles, critical technical components (such as ball

12

Department of Homeland Security U.S. Customs and Border Protection and U.S. Immigration and Customs
Enforcement, FY 2008 Top Trading Partners for IPR Seizures.
http://www.cbp.gov/linkhandler/cgov/trade/priority_trade/ipr/pubs/seizure/trading/fy08_ipr_seizures.ctt/fy08_ipr_
seizures.pdf. Retrieved March 11, 2011.
13
Supra note 10: see Table 6: FY 2010 Top Five source Countries by Commodity Value.
14
European Union Taxation and Customs Union. (2011). Report on EU customs enforcement of intellectual property
rights results at the European border, 2008.
http://ec.europa.eu/taxation_customs/resources/documents/customs/customs_controls/counterfeit_piracy/statistic
s/2009_statistics_for_2008_full_report_en.pdf. Retrieved on March 11, 2001
15
European Commission. (2011) Commission Staff Working Document IPE Enforcement Report 2009.
http://trade.ec.europa.eu/doclib/docs/2009/october/tradoc_145204.pdf. Retrieved March 11, 2011.
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bearings), pharmaceuticals, eyewear/parts, exercise equipment and other commodities.
CSCT represented 23% of overall seizures by value in 2010.16 Cigarettes represented 21%
of this total, electrical articles 19%, critical technical components 18%, pharmaceuticals
13%, eyewear/parts 8%, exercise equipment 7%, and all other commodities 14%. On a
positive note, the percentage of the total that pharmaceuticals represented dropped
significantly in 2010 from 34% in 2009. However, counterfeit ball bearings increased seven
fold in total value of items seized. The statistics for EU seizures of counterfeit goods are
fairly similar. Those products that could cause human harm accounted for 18% of all
seizures and included foods and beverages, body care items, medicines, electrical household
goods and toys.17 Counterfeits are transported via air, post and roads and are most often
discovered during import procedures – about 85% of cases. Trademark violations remain
the type of right violated most often at 85% of cases.
3.2.3 Counterfeit agricultural and veterinary products18
Since the 2003 report, there has been an increase in cases of counterfeit pesticides,
human and pet food, import documentation and stamps and certification of products as
organic. Such products are harmful to human and animal health in a number of ways. Like
other counterfeit products, there may be too little or too much of the active ingredient – or
there may be no active ingredient at all. In other situations, the ingredients may be toxic.
These noncompliant mixtures have caused damage to crops and the environment by leaving
residue in soils or on plants, which can subsequently have detrimental impacts on human
and animal health. Since global food production is under pressure given the growing
population, any interference with crop production has implications for public health.
Agricultural product‐related counterfeiting also extends to counterfeit labeling and
packaging.
The US Global Agricultural Information Network (GAIN) Database contains reports
on efforts to reduce sales of counterfeit Russian caviar, Italian food and improve Chinese
regulations to combat against counterfeit products.19 In addition, there have been several
16

Supra note 10.
Supra note 14.
18
The materials here on fake veterinary products were contributed by Adam Gibbons, a third year law student at
Widener School of Law as part of an externship project at the US Dept. of Commerce.
19
US Department of Agriculture, Foreign Agriculture Service. (2011). Global Agriculture Information Network.
http://gain.fas.usda.gov/Pages/Default.aspx. Retrieved on March 5, 2011.
17
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reports on counterfeit pesticides published by the European Crop Protection Association
and the University of Florida Institute of Food and Agricultural Sciences in which the
problem is highlighted and solutions are proposed.20 Even flea‐and‐tick collar products
included as pesticides are being counterfeited.21 Data point to China as the main exporter of
counterfeit pesticides, with 60% of seizures originating there.22
Law enforcement has been active in pursing pesticide counterfeiters. In one such
case, the offender was sentenced to 41 months in prison and required to pay $45,305 in
restitution for selling counterfeit pesticides for mosquito and West Nile virus control.23 This
case was investigated and prosecuted cooperatively by the US Environmental Protection
Agency (EPA), FBI, Justice and the Departments of Agriculture and Industry in the state of
Alabama, where the product had been sold. More recently, in early 2011 the USDA released
evidence of a Chinese firm’s attempted fraudulent use of a counterfeit certificate to
represent products as organic when, in fact, they were not.24
Much like drugs for humans, drugs for animals are counterfeited throughout the
world. In 2007, it was estimated that as much as one‐fifth of the veterinary drugs tested in
China were substandard or counterfeit.25 In an investigation by China’s Ministry of
Agriculture, it was found that there was a large problem with “underground dens selling
fakes.”26 This ranged from drugs with fraudulent government approval to drugs already
banned in China. Even more dramatic are the counterfeit troubles in Africa. As recently as
April 2011, “counterfeit and substandard [veterinary] products [were] still being imported”
to Kenya.27 The FAO and the WHO estimate that “at least 80 percent of veterinary products
sold in Africa do not meet international standards.”28 Complicating the global problem with
counterfeit and substandard vet drugs are Internet sales where criminals attempt to “sell

20

European Crop Protection Association, and Fishel, F.M., The Global Increase in Counterfeit Pesticides, the University
of Florida IFAS Extension PI 174. http://www.ecpa.eu/tags/counterfeit‐pesticides. Retrieved May 5, 2011.
21
Id.
22
Supra note 20.
23
US Department of Justice. (2004, April 21). Glencoe Man Sentenced for Selling Counterfeit and Misbranded
Pesticides to Cities [Press Release]. from http://www.cybercrime.gov/murphySent.htm. Retrieved March 11, 2011.
24
USDA praised for busting fake organic Chinese food scam. Frederick News Post.com.
http://www.fredericknewspost.com/sections/art_life/display.htm?StoryID=117036. Retrieved February 21, 2011.
25
In Latest Scare, China Finds Fake Veterinary Drugs, OneIndia News, June 21, 2007 (available at
http://news.oneindia.in/2007/06/21/in‐latest‐scare‐china‐finds‐fake‐veterinary‐drugs‐1182417437.html).
26
Id.
27
Kerubo Lornah, Kenya, Fake Vet Drugs Flood Shop, Says Dualle, Nairobi Star, April 16, 2011 (available at
http://allafrica.com/stories/201104180647.html).
28
Id.
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unapproved pet drugs and counterfeit pet products, make fraudulent claims, dispense
prescription drugs without requiring a prescription and sell expired drugs.”29
3.2.4 Counterfeit motor vehicle parts
Due to the extreme damage that can result from the malfunction of a mechanical
component when a vehicle is traveling at high speeds – and the fact that this injury can
occur repeatedly when that inferior product is installed in hundreds or thousands of cars –
counterfeit motor vehicle parts pose a serious threat to human health. Counterfeit parts,
such as brakes and brake pads, brake fluid, tires, structural parts and automotive lighting,
remain a major global concern and cost the global industry an estimated $12 billion a
year.30 Consumers often have little control over their use of the dangerous product as they
rarely see the product they’ve purchased. It is often selected during assembly or repair and
goes straight into the vehicle.31 Most times, drivers do not become aware of counterfeited
parts until a warranty claim is submitted.32 Counterfeit auto part makers have moved from
making cosmetic auto pieces to creating fake safety components (e.g., brake pads), which
put consumers and other motorists at risk.33 It has been estimated in Saudi Arabia alone
that fake auto parts take 3,000 lives every year.34
3.2.5 Counterfeit toys
Toys are yet another type of product that is frequently counterfeited and can cause
extreme harm, most often to children. Poor quality may cause toys to break, resulting in
sharp edges or small parts that children may swallow and then choke. Toxic chemicals used
in production may cause harm following exposure or accidental ingestion. Electronic toys
29

U.S. Food and Drug Administration, Purchasing Pet Drugs Online: Buyer Beware, at 1, March 2010 (available at
http://www.fda.gov/downloads/ForConsumers/ConsumerUpdates/ucm115432.pdf).
30
Motor & Equipment Manufacturers Association (MEMA) Brand Protection Council. (2009). Understanding the flow
of counterfeit and grey market goods through the US automotive and commercial vehicle parts marketplace.
http://www.mema.org/pdf/SRFlow.pdf. Retrieved January 19, 2011.
31
Zipser, N. (2007). Counterfeit Auto Parts: A Growing Industry Epidemic. Auto Inc: Online Edition.
http://www.asashop.org/autoinc/april2007/mech.htm. Retrieved January 18.2011.
32
ABRN. (2010). House hearing examines effect of counterfeit auto parts. http://abrn.search‐
autoparts.com/abrn/Collision+Repair/House‐hearing‐examines‐effect‐of‐counterfeit‐auto‐
/ArticleStandard/Article/detail/680582. Retrieved July 1, 2011.
33
Supra note 30.
34
Al‐Muttairi, H. & Afit, N. (2010). Fake auto parts take 3,000 lives in Kingdom every year. Saudia Gazette.
http://www.saudigazette.com.sa/index.cfm?method=home.regcon&contentID=2010101285143. Retrieved January
18, 2011.
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may cause burns or shocks.35 Compounding these concerns is the fact that toys are
designed to appeal directly to children, increasing their contact with and use of these
potentially harmful products.
US Customs and Border Protection (CBP) seizes large quantities of counterfeit toys
on a regular basis. In October 2009, CBP officials seized $1.6 million worth of toys found in
commercial shipments entering the US. The shipments contained 3,000 battery‐operated
vehicles. Had these products, which were designed for children to ride, found their way into
homes across the country, their poor quality could have significantly injured numerous
children.36
3.2.6 Counterfeit clothing
As clothing is worn on the body, there is significant potential for harm when these
products are counterfeited. Articles of clothing purchased online – especially those at
extremely low prices – may often be counterfeits. These products may be manufactured
with toxic or substandard materials, such as counterfeit jackets stuffed with chicken parts.
Other times, the performance may be impacted. Jackets that are designed to protect against
extreme cold when properly manufactured may result in hypothermia or frostbite when
consumers relying on these claims inadvertently purchase a counterfeit version of that
jacket.37
3.2.7 Counterfeit electronics
Demand for low‐priced electronics is high, and counterfeiters have used this
opportunity for flooding the market with substandard goods that can result in serious
injury or even death when they malfunction. Due to their popularity with consumers,
products like cell phones, iPods, stereos and televisions are frequently counterfeited. Fake
electronics may include substandard components and may be labeled with counterfeit

35

National Association of Resale Professionals (NARTS) (2011). The facts on fakes.
http://www.narts.org/i4a/pages/index.cfm?pageid=3313. Retrieved July 1, 2011.
36
Fake toys seized. NBC San Diego. (2009). http://www.nbcsandiego.com/news/local/Fake‐Toys‐Seized‐
78465702.html.
37
Cheap knockoffs and counterfeits can be hazardous to your health. Daily Finance. (2011)
http://www.dailyfinance.com/2011/06/17/cheap‐knockoffs‐and‐counterfeits‐can‐be‐hazardous‐to‐your‐health/.
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labels certifying their safety.38 Resulting injuries may include overheating, fires, and
explosions.
3.3 Counterfeit pharmaceuticals and medical products
The problem of counterfeit medicines is not limited to lifestyle drugs – which
became ready targets once products like Viagra hit the market. Counterfeit essential
medicines and medical products, generic, branded and patented medical products such as
antibiotics, are discovered from Texas to Hanoi. Generic medicines are not counterfeits.
Indeed, unfortunately generic medicines can also be counterfeited from an IP perspective if
trademarked and other wise falsified. Indeed for a well known company such as Cipla, the
name itself is a trademark within the common law meaning of the word. If the name is
registered as a trademark under Indian law, a falsified Cipla product is also a counterfeit
Cipla product in the IP sense. Just as bad if not worse, there are non‐IP ways to defraud
consumers with the false presentation of information on source or identity. Though not
necessarily counterfeit in the IP sense, falsification is as much of a public health problem.
This subject of the nomenclature of counterfeit medicines is treated elsewhere in this paper
and is the topic of an ongoing global debate.
Medicines, essential or otherwise, are a critical element of a health system because
medicines are used to treat and prevent disease. It is axiomatic that counterfeit medicines
pose a serious public health problem. Counterfeit medicines were identified by US CBP as
constituting the greatest percentage of all seizures in 2009. SiteJabber, a consumer
protection service funded by a grant from the National Science Foundation created a
graphic (see Annex 4.0) on the size and growth of the international counterfeit drug
industry measured in dollars. This graphic supplements industry estimates that the
number of counterfeit drug incidents tripled worldwide between 2004 and 2009.39 In 2002,
the WHO estimated that 10% of the global medicines supply was counterfeit, but has not
released another estimate since then. As stated by Prof. Dr. Paul Newton, “Even 1% of
essential medicines being of poor quality is a severe public health problem.”40
38

Fake electronics sold could put you in danger. WSOCTV.com (2010).
http://www.wsoctv.com/news/21500641/detail.html.
39
Growing Problem of Fake Drugs Hurting Patients, Companies. USA Today. September 12, 2010.
http://www.usatoday.com/money/industries/health/2010‐09‐12‐asia‐counterfeit‐drugs_N.htm.
40
Bialik, C. Counterfeit Drug Count Is Tough to Swallow. Wall Street Journal. September 11, 2010.
http://online.wsj.com/article/SB10001424052748704644404575482284154942708.html
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The topic deserves a study of its own given its importance to health. In order to
highlight this critical dimension of the subject of counterfeits and health, each part of this
paper devotes a section to the topic and how legislators, regulators, and enforcement
officials are addressing counterfeit medicines.
3.3.1 Why are counterfeit medicines a public health problem?
Medicines are intended for use in prevention, diagnosis and/or treatment. No health
system anywhere can function successfully without reliable medical products, including
medicines for human and animal health. Medicines include branded and generic products
and over‐the‐counter and prescription items; these products come in a variety of forms,
including pills, injectables, solutions, sprays, powders, vaccines, etc. All of these forms can
be, and have been, counterfeited. When medical products are counterfeited, patients and
consumers do not receive the intended benefit and, in some case, instead are exposed to a
toxin that may cause illness or death. There is now sufficient evidence to confirm that
counterfeit medicines are associated with multidrug resistance for certain diseases
including malaria, TB and HIV among others. Patients facing a multidrug resistance form of
some diseases have no alternative medicines to try.
No serious dispute exists regarding the problem that counterfeit medicines pose, yet
due to a lack of rigorous data collection efforts, an exact quantification of how much of the
medicine supply is counterfeit remains elusive. Industrialized countries with effective
regulatory systems and market control (e.g., Australia, Canada, Japan, New Zealand, most of
the EU and the US) estimate their incidence of counterfeit medicines as extremely low – less
than 1% of market value whereas in many African countries, and in parts of Asia, Latin
America, and countries in transition, a much higher percentage of the medicines on sale
may be counterfeit.41 To date, no government or other agency has designed a good tracking
mechanism. Though current data is not particularly robust, there is enough information to
determine that a serious problem exists ‐‐ so much so that the matter is referred to as a
“crisis” by many. And the number of initiatives related to counterfeit medicines suggests
there is consensus that there is a problem, though there is no agreement on what to do
about it.

41

World Health Organization. (2010). Fact Sheet N°275 [Fact Sheet].
http://www.who.int/mediacentre/factsheets/fs275/en/index.html. Retrieved January 18, 2011.
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3.3.2 Focus on counterfeit anti-malaria medicine
The most robust and therefore conclusive studies have been on anti‐malaria
medicines, in particular artesunate in Southeast Asia. Early studies pointed to a significant
presence of counterfeit malaria medicines followed by more recent studies that
demonstrate a 15% increase in just three years.42 Counterfeit anti‐malaria medicines are
partly to blame for the increased drug resistance in India and Southeast Asia. A January
2011 study by WHO on anti‐malaria drugs in sub‐Saharan Africa demonstrated that 11.6 %
of the products reviewed showed extreme deviation from specifications and 28.5% were
noncompliant with specifications. 43 Though the type of data collected for this study were
insufficient to allow for significant conclusions on how many of these products were
counterfeit, results did show that at least 40% of the malaria supply is insufficient to
achieve the desired treatment effect. Given all that is known about counterfeit malaria
medication, it can be concluded that a sizeable percentage of the drugs that do not meet
specifications are indeed counterfeit.
Malaria in and of itself is a disease of endemic proportions. In some regions, such as
Southeast Asia and the “malaria belt” in Africa, adults and children suffer the disease several
times a year, burdening already strained health systems. Thus, counterfeit artesunate poses
a great threat due to the nearly universal resistance to the earlier therapy chloroquinine,
and growing resistance to sulfadoxine‐pyrimethamine, the second treatment mainstay.
This multi‐drug resistance has positioned artesunate as the only available anti‐
malaria drug in some situations. One strain of malaria, Plasmodium falciparum, has become
resistant to numerous medicines previously used to treat it.44 As victims develop resistance
to a drug, they are left with fewer and fewer treatment options. Widespread counterfeiting
of the remaining option, artesunate, has now caused the death of many people suffering
from malaria who would have otherwise survived.45 Artesunate is a terrific criminal target
because of its relatively higher cost and the size of the market in malaria high‐burden
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countries where incomes are generally lower, making counterfeit product attractive and
delivering an incentive to criminals to ramp up production and sales.46
3.3.3 The future for counterfeiters is bright if we are not careful
Malaria is not the only disease for which evidence establishes a link to counterfeit
medicines and other products used in health, such as bed nets and repellant products, and
those that support health, such as foods. Drug resistance has been charted globally also for
HIV, pneumonia, shigella, MDR‐TB, and MRSA with documented examples. In fact, the link
has become so clear that the WHO has noted that counterfeit drugs are, in part, the cause of
disease resistance in these diseases.47 A similar pattern of necessity and cost exists for these
high‐burden diseases for which some second‐ and third‐line treatments are available only
at higher cost. And for many diseases there is no second‐ or third‐line treatment. On top of
this sobering reality now runs another wave of health burden from non‐communicable or
chronic disease (NCD). An increasing number of countries are facing the double burden of
infectious disease and NCDs. There is such great concern about NCDs that the UN held the
first summit on the matter in September 2011, taking the topic to the entire General
Assembly, rather than just the WHO. The specter of NCDs – such as heart diseases, stroke,
diabetes and cancer – now accounts for two‐thirds of all deaths globally due to population
aging and the spread of risk factors associated with globalization and urbanization,
particularly lifestyle factors such as diet. The demand for treatments will continue to rise,
making opportunity for a profitable global business for counterfeiters if vigilance is not
sustained.
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4.0 LEGISLATION
Since 2000 there has been a significant number and variety of international,
regional and local legislative initiatives to combat counterfeits. Initiatives have mainly
focused on law enforcement measures and counterfeit medicines, adding features that
reflect the collective wisdom of regulators and confirming the findings of a recent study on
what regulators want. Innovative provisions have been devised in two regions and
demonstrate a trend toward a more comprehensive legislative approach that addresses any
counterfeit product that can or does cause harm to humans, animals and plants. This
approach addresses counterfeits by broadening the legislative scope to encompass
substandard and illegal products. Thus, the acronym “SIC” is coined to indicate a product
that when substandard, illegal or counterfeit can cause harm to humans, animals or plants.
4.1 International legislation and agreements
The most significant of the international activities has been the international Anti‐
Counterfeiting Trade Agreement (ACTA), the final draft text of which was completed in
November 2010.48 The agreement establishes an international law enforcement framework
to address the global proliferation of commercial‐scale counterfeiting and piracy by
deepening international cooperation and enhancing enforcement practices. ACTA
participants include Australia, Canada, the European Union (EU), EU Member States, Japan,
Korea, Mexico, Morocco, New Zealand, Singapore, Switzerland and the United States of
America. [Please see author’s note regarding the status of ACTA and this section of the
report at footnote49] The participants represent many of the countries that are key
destinations for counterfeit products of all types. Some ACTA measures as they stand now
are protective if public health, others could be adapted to be more protective of health
without reducing the value of the law enforcement measures of ACTA or integrated into
national counterfeit plans even if ACTA is not adopted. The discussion that follows
considers these points.
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4.1.1 ACTA has no role in the absence of IP components
The text states clearly that ACTA only applies to intellectual property rights
as they are recognized under the law. Thus, any other product, such as “fake
medicines,” that may have a health consequence would not be covered by ACTA if
there is no associated IP right.50 This factor may have little effect on the debate that
has raged in the last few years over the nomenclature of counterfeit medical
products, the manner in which nations enforce IP rights against medicines, and the
scope of the work of the WHO on counterfeit medicines.51 Currently, a vernacular is
proposed to describe products that historically have been called “counterfeit
medicines”. Terms like “fake medicines” and “adulterated medicines” are either
adopted or proposed to describe problematic medicines in ways other than with
intellectual property rights references. If health system regulators and related law
enforcement officials are sufficiently empowered, in theory they should be able to
combat suspicious medical products without reference to an IP dimension and
instead rely on marketing authorization, registration, packaging and labeling
requirements, and quality standards. The problem is however those regulators are
not empowered and are otherwise hampered in their ability to manage the quality
of medical products. Fortunately IP Law enforcement measures are available to
police suspicious medical products where health regulators fail and it is critical that
these remain in place.
Moreover, concerns over IPR seizures may not be quelled even though ACTA
does not apply unless an intellectual property right exists under national law. Since
trademark violations, which are subject to ACTA, continue to be the predominant
type of IP that is counterfeited and generic medicines and other consumer goods can
be and are trademarked, products relevant to health will remain in the seizure loop.
4.1.2 Burden of proof protects health
The burden of proof requirement of Article 17 will help avoid the seizure of non‐
counterfeit goods. Under ACTA, before competent authorities may impose a detention
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procedure at the request of a right holder, a burden of proof must be met to establish a
prima facie case of infringement. This recognition of rule of law principles bodes well for
the protection of public health as preliminary results of a recent study indicate that respect
for rule of law is a predictor of access to medicines.52
4.1.3 Commercial scale defined
Prior to ACTA, there was an insufficient definition of the phrase “commercial scale”
from the Agreement on Trade Related Aspects of Intellectual Property (TRIPS) in its
provisions on compulsory licensing and the application of criminal sanctions. The ACTA
definition brings more clarity to what is or is not commercial scale. This is important as
TRIPS and many national IP laws permit compulsory licenses for non‐commercial public
use. Compulsory licenses have been used for medicines and will become more prevalent in
food‐ and water‐ saving technologies as food and water become scarcer in the next 20 years,
and debates increase around food and water access ‐‐ both even more essential to the
health of the public than medicines. Moreover, in ACTA, commercial scale counterfeit label
and packaging activities are criminal are now defined as a criminal offense. These aspects
of a product are subject to health and safety regulatory control and are the very visual
features used to dupe consumers into buying counterfeit consumer products. Criminalizing
these activities is protective of health.
4.1.4 Recognize society as a participant when implementing ACTA
ACTA Article 2(3) echoes General Agreement on Trade and Tariffs (GATT) Art. 20(b)
and TRIPS Articles 7 and 8, which set the precedent that public health may be considered in
national implementation and practice. When a country considers ACTA Article 6(2) that
states:
“Procedures ….. shall be fair and equitable, and shall provide for the rights of
all participants…..
There is nothing in ACTA that would preclude a state party from interpreting “all
participants” to include the public’s health because actual or potential harm linked
to counterfeits can have a population level health effect. Just as society holds the
position of the aggrieved party in the criminal law system, the public’s health or the
52
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health of society can be so acknowledged in law enforcement measures at
implementation. Doing so will strengthen the rationale for implementing the ACTA
or any of its provisions. This interpretation is supported by the numerous
exceptions for health in trade law such as the GATT 1947 Art. XX (b), the preambles
to TRIPS in Art. 8 and in the SPS and in other international instruments and national
constitutions that obligate governments to protect the health of the public.
Protecting the health of the public is always done at a population level even if a
country also is the provider of health care to individuals. Thus all participants refers
to the public’s health.
4.1.5 Health considerations and proportionality
ACTA addresses the concept of proportionality. An article 6(3) implementation
could reference the public’s health as a party in interest:
In implementing the provisions of this Chapter, each Party shall take into
account the need for proportionality between the seriousness of the
infringement, the interests of third parties, and the applicable measures,
remedies and penalties.
Many products used or consumed by humans
Vaccines operate through the herd effect, a
phenomenon by which the protection of the
vaccine extends to persons who have not
received the vaccine – thus a wider audiencebecause the result of the vaccine is to reduce
the transmissibility of the disease agent.
Thus, the “herd’ is protected. If a counterfeit
vaccine is distributed, the herd effect is lost.
In the event of a particularly virulent
pathogen, such as the anticipated
consequence of bird flu for which the antiviral
drug Tamiflu was being stockpiled by the US
in 2006, a loss of the herd effect due to
counterfeiting could have disastrous effects
beyond the cost of the loss to the right
holder.

and animals are products of low cost or
value, and while the right holder may not
suffer a great financial loss, the collateral
damage to population health from
counterfeits can be quite significant. When
counterfeited, inexpensive items such as
anti‐malaria products (bed nets are an
example), toothpaste, and food stuffs
result in costs to the health care system
and to the household, including lost wages
and a decline in economic status at the
family level as described earlier. A

determination of proportionality should include the public’s health within the notion of
interested parties. The example of counterfeit vaccines is illustrative of this population
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concept.53 Thus, whenever a product can or does have a health effect, imposing more severe
measures, remedies and penalties can be done without risking claims that these lack
proportionality.
4.1.6 Mandate destruction if health at risk
The scope of ACTA Article 10.1 can be expanded to support public health. It states:
At least with respect to pirated copyright goods and counterfeit trademark
goods, each Party shall provide that, in civil judicial proceedings, at the right
holder’s request, its judicial authorities have the authority to order that such
infringing goods be destroyed, except in exceptional circumstances, without
compensation of any sort.
If goods have the potential to harm humans, animals or plant life, the destruction of the
offending goods should not be at the option of the rights holder. Rather, to protect health,
destruction should be mandatory to eliminate the risks the infringing goods pose.
At implementation, Article 10.2 offers another opportunity to enhance protection of
public health. It states:
Each Party shall further provide that its judicial authorities have the authority
to order that materials and implements, the predominant use of which has
been in the manufacture or creation of such infringing goods, be, without
undue delay and without compensation of any sort, destroyed or disposed of
outside the channels of commerce in such a manner as to minimize the risks of
further infringements.
At the time of legislative implementation of Section 10.2, the provisions of “or harm
to public health” could be added. Such an addition would not only prevent the possibility of
counterfeits finding their way back into the stream of commerce, it would also eliminate a
risk to health and thus be protective of health without reducing the overall benefits of ACTA.
4.1.7 Expedited process for health products and consignee compensation
Another appropriate place to consider public health during implementation of ACTA
is found in Article 12 on provisional measures. During implementation states will consider
whether implementation requires new national legislation, or whether some form of sub‐
national legal or policy instrument used is necessary to interpret or operationalized ACTA
53
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provisions. This depends on the situation in each country’s legal system. For example at an
operational level, expedited procedural obligations in situations involving suspected
counterfeits that have health uses (such as imported foods or agricultural pesticides that
may have a seasonal use) would help address concerns. In the case of products used for
health, any detention procedures could be fast‐tracked to avoid undue delays, the consignee
alerted and its needs identified so as to set parameters on how fast the procedure should be
conducted. This is because in the case of foods, medicines, or other products that are for
health use may have limited shelf life, or the products may be to fulfill a stock‐out of
essential medicines such as those used for the treatment of chronic diseases such as
diabetes or AIDS. The nature of the urgency of the product cannot be determined from
shipping documents – rather the consignee or buyer of the goods will have this information
and will need to be contacted to obtain it. The recipient of compensation might also be
considered so for example if a buyer must obtain the same goods in an urgent situation, and
is forced to do so at a higher price, then there is collateral damage to the buyer who is not
the IP holder or the defendant and not currently considered in the text.
4.1.8 Consignees of products for health should get assurance
In addition to costs, the other needs of the ultimate consignee should be taken into
consideration in the case of products relevant to public health. Article 18 allows for the
provision of a security or equivalent assurance to the right holder:
…… require a right holder that requests the procedures …… to provide a
reasonable security or equivalent assurance sufficient to protect the defendant
……and the competent authorities and to prevent abuse…..
The security as noted in the text is in favor of the defendant. Such goods may have a short
shelf life or other storage requirements. Or the delivery date may be critical to fill a gap in a
supply chain, as is the case with foodstuffs, vaccines or drugs. In the event a good has public
health consequences, ample reason exists to broaden the scope for determining who are the
beneficiaries of the security and the nature of what that security will be. This determination
can be made by the same competent authority. Furthermore, not only are expedited
procedures in order, but when ACTA is implemented what ever enabling instruments,
operational guidance or otherwise are used if any, should require contacting the ultimate
consignee in order to determine the relevant public health issues and gather information on
how these may be addressed in terms of the security. If the item is an infringing good, the
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ultimate recipient will be able to take immediate action to find a replacement for the
shipment. If the item is not an infringing good, it will be possible for the competent
authority to establish a timetable and the appropriate actions for security or other
assurance to avoid harm to public health.
4.1.9 No return to commerce if health is at risk
In some instances, seized counterfeit goods find their way back into the stream of
commerce, a concern that must be more thoroughly addressed with regard to those
products that could have negative effects on public health. In Article 20(1), the only harm
currently considered is the harm suffered by the right holder:
Each Party shall provide that its competent authorities have the authority to
order the destruction of goods following a determination referred to in Article
19 (Determination as to Infringement) that the goods are infringing. In cases
where such goods are not destroyed, each Party shall ensure that, except in
exceptional circumstances, such goods are disposed of outside the channels of
commerce in such a manner as to avoid any harm to the right holder.
The concerns of public health should always be considered when goods are
destroyed. At present there is at best a patchwork of applicable law and existing law and
practice do not provide guidance on the destruction of counterfeit goods that when
destroyed might have negative consequences to public health. Many counterfeit goods are
in essence environmental hazards as many are produced with toxic content. If not properly
disposed of, there can be serious environmental harm and thus injury to the health of the
public when goods are not destroyed in a safe manner. Reference should be made to the
relevant authority when disposing of counterfeits. In many countries the relevant authority
is the environmental protection agency. The topic of safe destruction has not received much
attention in the realm of counterfeits. The online training materials for this project do
contain materials on this topic. Therefore, authorities must take into consideration more
than just the effects on the rights holder. In the case of goods that can harm health, there
should be no return to the channels of commerce, and such goods should be destroyed by
methods appropriate to the type and content of the product.
The ACTA already incorporates limitations regarding destruction of goods in terms
of environmental concerns in Article 32:
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The destruction of goods infringing intellectual property rights shall be done
consistently with the laws and regulations on environmental matters of the Party in
which the destruction takes place.
Given the patchwork of national practices, it is advisable to require reference to
international laws and standards for destruction if those of the Party are not aligned and
comprehensive. 54 An example of this patchwork is the US system, where the DEA (the
office of national drug control) and FDA (Food and Drug Administration) are responsible for
such efforts, but the Consumer Product Safety Commission (CPSC) has no role in the
destruction of counterfeit goods. Counterfeit goods are rightly classified as environmental
pollutants or hazardous materials and should be treated as such when disposed or
destroyed. Oversight of proper handling and disposal of counterfeited goods is best
accomplished by a designated officer within a competent authority, likely the
environmental pollution agency, who is a technical expert and required to comply with
international laws and standards.
4.1.10 Ex officio procedures
An outline of procedures for the investigation of criminal offenses is in Article 26 of
ACTA and states:
Each Party shall provide that, in appropriate cases, its competent authorities
may act upon their own initiative to initiate investigation or legal action with
respect to the criminal offences specified in [previous paragraphs] for which
that Party provides criminal procedures and penalties.
Given that actual or potential harm to the health of the public or any individual is a social
harm, the addition of ex officio authority to all relevant authorities is protective of public
health. Indeed, when there is harm or potential health harm, competent authorities should
be required to pursue ex officio action and be mandated to refer for criminal prosecution
those instances of counterfeiting that begin as civil matters. How this would be
operationalized depends on local practice.
4.1.11 The Internet
Due to the significant use of the Internet as a platform for a large number of
transactions, including criminal acts, the ACTA includes a lengthy section addressing
54
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enforcement in the digital environment. There is significant work to be done to slow the
growing use of the Internet as a mechanism of counterfeit trade.
4.2 Regional legislation
Regional bodies have taken legislative actions that have run concurrently with
national legislative efforts. This was the case in particular in the East African Community
(EAC), which developed a draft law and policy on anti‐counterfeiting that could supersede
national legislation and harmonize law within its members.55 Its members have also taken
notable steps in developing national agendas. In 2009, Kenya passed its Anti‐Counterfeit
Law, 56 which has been mirrored by Tanzania, Uganda and Zambia.57
These laws grappled with the challenge of defining a counterfeit in a way that would
capture all types of goods without risking seizure of generic medicines. Zambia’s draft law
addresses the issue of distinguishing between counterfeit and generic medicines by a clear
statement that generics are not counterfeit– a distinction missing in the Kenyan law that
drew strong complaints from critics and 58 Uganda uses a dual‐definition approach starting
with the general definition that counterfeiting means without authority, as does the EAC
draft, and adds another for medicines. It states:
In the case of medicines, includes the deliberate and fraudulent mislabeling of
medicines with respect to identity or source, whether or not such products have
correct ingredients, wrong ingredients, have sufficient active ingredients or have fake
packaging.
Theoretically, this approach gives an extra basis for law enforcement to capture counterfeit
medicines. In comparison, Tanzania’s draft, which creates a specific criminal offense for
counterfeiting, allows the Chief Inspector to refer a case to prosecutors for violations of a
law banning imports and exports that endanger public health or safety.59 Tanzania is the
only one of the EAC countries that refers to health and safety issues and thus recognizes a
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risk to health as criminal behavior. This deterrent approach is thought to be useful to
combat counterfeit actors. Any deterrence will in the end protect public health.
The provisions of the EAC and national laws as a whole are a comprehensive body of
anti‐counterfeiting measures. Even if not all are adopted in each country, the trend is
positive. Most notable are the designation of inspectors, the grant of powers to them and the
scope and definition of a counterfeit. The Kenyan and other EAC regional laws provide
these powers to regulators (especially to inspectors), the absence of which has previously
impeded their ability to police counterfeits. (A detailed side by side analysis of the EAC and
member draft laws is included at Annex 3.) This provision fulfills several of the critical
needs identified by regulators in a recent survey.60
Consistent with what regulators said in the WHO study, the EAC region is very active
in strengthening its regulatory infrastructure overall giving inspectors and regulators the
powers that will enable them to better do their jobs. The new national anti‐counterfeit
legislations, while not solely focused on medicines, are being enacted as the region also
moves towards a harmonized regional medicines regulatory system as organized by NEPAD
and the EAC secretariats. The combination of both IP‐counterfeit focused and regulatory‐
strengthening legislation should improve prospects for controlling harmful counterfeits and
present a model for others.
4.3 National legislation
4.3.1 The Kenyan 2009 law and related law suit
In the same year it was enacted, a 2009 court case stayed the implementation of the
Kenyan anti‐counterfeit law. The case involves three persons living with HIV seeking to
have the law declared unconstitutional, claiming that the definition of a counterfeit could be
confused with generics.61 The main claim was that section 2 of the law could lead to generic
medicines being seized as counterfeit goods. On April 20, 2012 the High Court of Kenya
struck down section 2 on the basis that the lack of clarity in the definition could lead to
incorrect seizures. The Court directed the state to revise the definition of Section 2. This is
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the only part of the law the court overturned. It remains to be seen how the Kenyan
government will handle the new definition and whether it will delay the implementation of
the other aspects of the law that remain in effect. Otherwise regulations were issued in
August 2010 with forms and refinements to procedures for filing a complaint, seizures and
inspection.62
4.3.1.1 Prohibited actions

Kenya’s act begins in Section 2 by defining

“counterfeiting” as any one of a set of enumerated actions without the authority of the
owner of any intellectual property right existing in Kenya or elsewhere. These actions
include the manufacture, production, packaging, re‐packaging, labeling or making, whether
in Kenya or elsewhere, of any goods whereby those protected goods are imitated in such
manner
to such a degree that those other goods are identical or substantially similar copies of
the protected goods;
or
(b) … the other goods are calculated to be confused with or to be taken as being the
protected goods of the said owner or any goods manufactured, produced or made
under his license;
4.3.1.2 All inspectors are “counterfeit inspectors” and given authority
One of the impediments to law enforcement in developing countries is that health
and safety inspectors may not have a full set of police powers. For example, inspectors may
be able to inspect goods, but not be able to seize them, shut down a facility, or otherwise
take appropriate actions when counterfeits are suspected. Kenya’s approach eliminates or
minimizes possible regulatory gaps and strengthens the ability of local authorities to
combat counterfeits. The Act also establishes an anti‐counterfeit agency and board that has
the ability to appoint inspectors.
The Kenyan law does not refer to any product in particular, allowing for the capture
of all kinds of counterfeit products. Rather, it puts a focus on the process of inspection and
related procedures and relies upon inspectors from all national agencies. For example, an
inspector with subject matter expertise in transportation is appointed by the Act as a
counterfeit inspector. The Act identifies existing officers from customs, trade and industrial
development; trademark and patent examiners; seed and plant inspectors; public health
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inspectors; and those inspectors appointed under the Standards Act, the Weights and
Measures Act, the Copyright Act, 2001, the Food, Drugs and Chemical Substances Act and
the Pest Control Products Act as inspectors under the Act. Most importantly, the act grants
“police powers” to these officers.
4.3.2 United States
The US has been active since 2000 in enacting several pieces of legislation that can
protect public health and combat counterfeits. The most recent 2010 Food Safety
Modernization Act establishes standards, gives the USFDA the ability to hold food
companies accountable for failing to prevent contamination, and requires importers to
perform supplier verification, reaching back into the supply chain for better management.
In addition, the act authorizes the FDA to require certification of compliance with food
safety standards for imported food based on risk criteria, and gives FDA mandatory recall
authority over foods and the ability to block imports from facilities that refuse FDA
inspections.63 These new legislative measures follow the global trends of strengthening the
supply chain by increasing accountability of all parties – from content producers to
intermediaries – allowing sanctions and potentially barring import into the US. These
measures enable authorities to more quickly identify reliable and unreliable importers.
In 2008, the Prioritizing Resources and Organization for Intellectual Property (PRO‐
IP) Act became law. By coordinating enforcement among different agencies under the
supervision of an executive‐level intellectual property enforcement coordinator known as
the IPEC, the Act helps to strengthen US intellectual property laws. A top priority for the
IPEC was to develop a national strategic law enforcement plan to address counterfeits by
identifying structural weaknesses in the current system; ensuring information sharing
across departments; strengthening the ability of other countries to protect and enforce
intellectual property rights; working with other countries to develop international
standards and enforcement policies; and protecting intellectual property rights overseas by
working with other countries to crack down on the sale and trafficking of counterfeit goods.
A work plan was issued in 2010. In addition the act enhanced penalties for IP violations.
The act mandates the US Government Accountability Office to evaluate the
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effectiveness of the work of the IPEC in combating counterfeit. As the national strategic
plan was just released in 2010, no evaluation has yet occurred. Moreover, given that in 2010
the GAO reported that existing data were insufficient to quantify the problem of counterfeits
as a whole, it is likely to be impossible to evaluate the effects of the actions taken under the
IPEC plan. 64

Some industry organizations, such as Motor & Equipment Manufacturers

Association (MEMA), are concerned that the PRO‐IP Act does not address international
issues relating to counterfeit goods, including trans‐shipment, border and port issues. 65
In 2007 the US Federal Sentencing Guidelines were amended to comply with the
2006 STOP Counterfeiting in Manufactured Goods Act.66 The Guidelines now specify that a
base level offense is to be raised if the offense involves the conscious or reckless risk of
serious bodily injury, but falls short of the broader risk to the public.67 The STOP act revised
prohibitions against trafficking in counterfeit goods to include trafficking in labels and
packaging of any type or nature if done with knowledge. This amendment is important as
labels and packaging are what consumers look at before purchase.68.
Local jurisdictions have not been quiet on the issue in the US. New York City is
considering a bill to make buying a fake a crime. Led by Councilwoman Margaret Chin,
whose district includes Chinatown, the effort is designed to prevent the area from being
known as a prominent source of counterfeit goods. Consumers interviewed regarding the
pending legislation stated they thought it was their decision whether or not to buy fakes. If
the bill passes, violators could face $1,000 fines, a year in jail, or both.
4.3.3 Brazil
In October 2004, Brazil created the National Council against Piracy and IP Crimes
(CNCP) within the Ministry of Justice.69 Its objective is to implement the Council’s National
Plan for Combating Piracy, based on four distinct approaches: enforcement, education,
economic, and institutional policies.
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4.3.4 India
Taking steps to strengthen its often‐violated intellectual property laws, India passed
The Patents (Amendment) Act 2005 and The Patent Amendment Rules 2006. The new
legislation introduced a product patent regime that affords protection to pharmaceuticals
and agrochemicals by recognizing the end result (i.e., an actual product).70
4.4 Changes to customs laws
Some legislators have chosen to address the problem of counterfeits through non‐
IP‐specific legislation, such as customs laws. The EAC Customs Management Act 2004 was
amended in 2008 to prohibit trade in counterfeit goods with a simple amendment that
added counterfeit goods to the list of prohibited and restricted good.71 Not only did Russia
effect updated legislation that provides Customs Authorities with broader jurisdiction and
more discretion in apprehending counterfeit goods, it joined Belarus and Kazakhstan in a
Customs Union in 2010.72 Members are currently working to combine the national
trademark registries into a large combined registry that is expected to be operational by
2012. Thailand has proposed legislation to address landlord liability for infringement and
to enhance the authority of Thai Customs to take enforcement actions ex officio.73 The EU
continues to look for ways to avoid seizure of Indian generics passing through an EU
member state to Africa or Latin America. The EU has agreed to refrain from seizures of
these goods in transit and to amend its Customs regulations.74
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4.5 Changes to punitive measures
By strengthening penalties for counterfeiters, some countries have taken measures
that aim to increase deterrents. A new Czech Republic criminal code raises the maximum
penalties for IPR‐related crimes from two to eight years imprisonment. The law, which
came into effect January 1, 2010, also criminalizes the manufacture and storage of
counterfeit items.75 India passed the Drugs and Cosmetics (Amendment) Act of 2008 that
increases penalties for spurious and adulterated pharmaceuticals.76 Russia has also seen
amendments of a criminal law that changed the categorization of IPR infringements
(copyright and trademarks) to "serious gravity crimes."77
Taking penalties even further, Vietnam, the UAE, Oman, Bahrain, Kuwait and Qatar
have incorporated provisions for the death sentence into their national laws as punishment
for counterfeit drug‐related offences.78 In a landmark legislative achievement, Britain
passed The Corporate Manslaughter and Corporate Homicide Act 2007, providing for
corporate liability for deaths resulting from gross breaches of duty of care, including actions
that contribute to fatal incidents resulting from counterfeit products. 79
4.6 Changes to Internet laws
Due to the increase in counterfeit trafficking over the Internet, legislators have
turned their focus to this arena. These provisions encourage ISPs to cooperate with
authorities in fighting counterfeit sales of harmful products online and reduce the avenues
for trade available to counterfeiters.
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4.7 Changes to standards laws
In 2009, the EU passed the Directive on the Safety of Toys.80 The new directive
replaces the 1988 directive and updates safety standards to address the evolving
technology in toy production. The directive places the burden of preventing the entry of
counterfeits into commerce on the shoulders of manufacturers, importers and distributors.
It also includes provisions to require transparency of operators and procedures. Chapter IV
of the directive establishes assessment procedures to ensure that all toys being placed on
the market have met the applicable standards.
4.8 Legislators and counterfeit medicines
Numerous actions taken by legislators relate to medicines or medical products and
range from creating new, specific legislation to refining existing laws to better manage the
problem within regulatory and law enforcement systems. There seems to be a trend,
somewhat confirmed by the initial results of criminal law study, to create counterfeiting
crimes in which causation is described in minimum terms of (at least) palpable dangers to
life and/or health.81 Brazil and others chose to call this “the crime of medicines
falsification”.82
4.8.1 A framework convention on counterfeit medical products
In 2005, the International Conference of Drug Regulatory Authorities (ICDRA) voted
favorably to take the next steps towards a framework convention to combat counterfeit
medicines.83 A proposal for such a convention was circulated in a background paper during
80
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both the pre‐conference and main meeting. 84 The main elements of the proposed
convention were focused on enhancing regulatory authority for the National Medicines
Regulatory Agency (NMRA), ministries of health (MOH) and consumer product safety
commission (CPSC). The proposal covers specific enumerations for a single point of contact
within drug regulatory authorities; regulation of the supply chain; a code of good practice
for drug inspections; adoption of a uniform or harmonized definition for counterfeit
medicine; and enforcement of good manufacturing practices. From the law enforcement
perspective, the proposal included the establishment of offenses and increase of sanctions
when the public’s health is harmed. Members would also be obligated to maintain data and
provide for cooperation between law enforcement and regulatory agencies. Despite the
favorable reaction of medicines regulators to the convention, the idea lost in favor of a task
force approach for political and other reasons that cannot be explained logically.
In 2006 the International Medical Anti‐Counterfeiting Task Force (IMPACT) was
What is a medicine?
Any substance or mixture of substances that is
manufactured for sale or distribution, offered for sale, sold,
supplied or presented for use in:
(i)
the treatment, mitigation, cure,
prevention or diagnosis of disease, an abnormal
physical state or the symptoms thereof in humans or
animals; or
(ii)
normal physiological conditions in humans or
animals: or
(iii)
the restoration, correction or modification of
organic functions in humans or animals, or any
substance in a pharmaceutical product that is used
to modify or explore physiological systems or
pathological states for the benefit of the recipient.1

formed and, despite its
substantial and costly
effort to illuminate a
variety of good
practices, it came under
tremendous political
pressure ‐‐ particularly
in the 2010 World
Health Assembly ‐‐ and

has again morphed. It is now a Working Group of the World Health Assembly. It met in
spring 2011 and, ironically, the idea of a legally binding instrument was raised again by
some Member States.85 The 2011 WHA voted to have the working group continue and

2011. See also, Cockburn R., Newton p., et al. The Global Threat of Counterfeit Drugs: Why Industry and governments
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24, 2011.

46

Counterfeit Hard Goods and the Public’s Health and Safety:
A Study of Interventions V5_9_1_12
report to it in 2012. Some academics also raise a call for an international convention on the
criminal counterfeiting of medicines.86
4.8.2 Standardizing the definition of “counterfeit”
The debate within the public health community regarding solutions has frequently
focused on the definition of the phrase “counterfeit medicines” and, more specifically, the
use of the term “counterfeit.” Opponents of the term “counterfeit” are concerned that it is an
intellectual property law term and its use may place undue emphasis on the IP issues rather
than public health. In response to this debate, Dr. Margaret Chan, Director General of the
WHO, sought clarification in November 2009 by asking what terms Member States actually
use. Member States were asked to supply their definitions of counterfeit medicines (or
equivalents) as used in national legislation; a total of 65 definitions were collected and
assessed.87 Not surprisingly, out of 65 country definitions, the majority (42 of 65) fell within
the drug regulatory authority (DRA). Fourteen States had no definition, and ten had an IP‐
based definition that was independent of the type of product.88
The result of this debate at the WHO is new nomenclature: “falsified medical
product.” This new terminology is public health‐specific and without reference to an IP
concept, although a companion definition of “counterfeit medical product,” meaning a
falsified medical product with a counterfeit trademark, is included in the background
document.89 Although this public health definition narrows the scope of authority of health
sector authorities, it accords a wider scope of wrongs associated with the sector than what
is associated with a counterfeit trademark, including misleading statements with respect to
manufacturer, country of origin, marketing authorization holder, steps of distribution,
name, composition, strength, or other elements. None of these elements has reference to
any IP concept. This dual‐definition approach had been adopted by some countries and
there seems to be a trend toward this direction, as is the case in the EU discussed next.
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4.8.3 Amending existing and adding innovative legislative frameworks
The European Commission defines counterfeit good under Article 2(1) (a and b) of
Directive 1383/2003, a customs regulation on the entry of products into the legal supply
chain in terms of trademarks and copyrights. To distinguish infringements of intellectual
property rights from medical products in customs legislation, the Commission introduced
the phrase “falsified medical product” in a December 10, 2008 Proposal to amend Directive
2001/83/EC, which lays out the regulatory framework for pharmaceutical regulation.90 The
Europeans considered this change and more to protect public health interests after an
extensive study of the shortcomings in member state and European Union legislation.91
In 2010, The Council of Europe Committee of Ministers adopted an innovative
solution in a convention that criminalizes not only counterfeiting, but also the
manufacturing and supplying of medical products placed on the market without
authorisation or without being in compliance with quality requirements.92 Thus, the
convention governs counterfeit, substandard and unregistered medicines creating a law
enforcement framework that could capture all unacceptable forms of medical products.
In line with best practices, the Convention provides a framework for national and
international co‐operation and coordination across and between government agencies. It
adds preventive measures and provides for protection of victims and witnesses, a
monitoring body, and a central information point to oversee the implementation of the
Convention by the States Parties.
The Convention is innovative in several other ways. Medical products are defined in
Article 4 to include medicines for humans and veterinary use. The addition of veterinary
products to this act is very important as good health relies on safe food sources, which are
constituted in large part by animal meats and dairy. Specifically included in the Convention
are excipients, active substances and medical devices. In addition, accessories, documents,
parts and materials fall within the Convention’s scope. Even the term victim now includes
the natural person who suffers as a result of exposure to a counterfeit, substandard or
90
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unregistered product. Thus, the Convention directly demonstrates the concept that actual
harm is cause for criminal action.
The Convention adopts nearly universal jurisdiction in Art.10 as it expands the
jurisdiction of Member States to locations where acts are committed by Member nationals.
The illegal activities typically seen in relation to counterfeits are made criminal under the
Convention, including warehousing or keeping in stock and exporting counterfeit medicinal
products.
The Convention also incorporates new prevention measures. The regulatory
measures mandated by the Convention call for Members to establish quality and safety
requirements for medical products. It also requires Members to legislate safe distribution
(supply chain management). In addition to these mandates, it calls for members to take
measures to train healthcare professionals, protect witnesses, promote awareness
campaigns to the public, and implement methods of preventing illegal supply of counterfeit
medicinal products. Members are committed to integrate measures for prevention and
combating counterfeits into development assistance programs. Victims are now accorded
care, compensation, and access to information about any criminal proceedings in which the
perpetrator of their injury is involved.93
4.8.4 Singapore – a case study in counterfeit medicine-specific legislation
As early as 2007, Singapore had taken the same approach as the Medicrime
Convention and amended its Health Products Act. The amendments include specific
provisions for counterfeits, criminal and civil penalties for supply of same, and include
unregistered and poor quality products.94 Health products are defined by a schedule and
include pharmaceuticals, medical devices and cosmetics. Some key provisions of the Act
include prohibiting the supply of health products unless registered, and fines of up
to$100,000 and prison up to three years for the knowing supply of adulterated, counterfeit,
or tampered‐with health products.
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5.0 REGULATORS
Of all the interventions regarding counterfeits, most fall squarely on the shoulders of
regulators. As the operators of national policy and law, regulators can also be seen as the
keystone between law enforcement and legislators. They refer cases to law enforcement at
the limit of their adjudicatory powers but do not prosecute and inform legislatures about
what legislation is needed to do their jobs. Despite their critical role, there are few studies
on what regulators need to intervene in combating counterfeits and on what would be the
components of a set of optimal regulatory powers.
Although medicines are not the main focus of this study, counterfeit medicines have
received the most attention from all directions as the link between counterfeit medicines
and health is most clear. The only studies on factors that lead to a reduction in the
prevalence of counterfeit goods have been in the medicines arena, so the premise that more
counterfeits are found in countries with weak regulatory and enforcement systems remains
the standard.95 Regulators have taken actions based on their intuitive sense, professional
expertise and empirical experience even if unfamiliar with the few study results. In fact, all
of the innovative developments in the last ten years have occurred in advance of the release
of study results. The main innovations are to capture counterfeits along with illegal and
substandard products and to enhance the powers of inspectors. There have been
regulatory interventions in the traditional sphere of IPR as well such as the establishment of
a national IP enforcement office and cooperation arrangements between customs, finance,
and/or law enforcement with common database access as examples.
5.1 What regulators need
A recent study considered what regulators need. A survey of national medicines
regulators (NMRA) from 25 countries in Africa and the Middle and Near East show that
regulators favor and call for specific legislation that empowers them, criminalizes behaviors
around counterfeit medical products, and for legislation to control pharmaceutical trade
within free trade zones.96 A clear majority (Annex 5) ‐‐ 23 of the 25 countries ‐‐ would
welcome specific legislation on counterfeit medicines. Regulators noted weak cooperation
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between them, plus police and customs as problematic; the reason for this being a lack of a
legal framework for cooperation. High on the list of items that regulators indicated would
improve their ability combat counterfeits were 1) more information sharing between
regulators; 2) police and customs authorities; 3) more joint efforts; and 4) the identification
of a single point of contact to facilitate information exchange between agencies.
There are examples of recent legislative changes that provide regulators with the
powers they identified. Both the study and the legislative changes were made before the
study findings were released, and are testament to the capacity of regulators to empirically
determine their needs and confirming of study results. As mentioned in more detail in the
legislative section of this paper, one example is Kenya’s Anti‐Counterfeit Act, which
establishes a regulatory agency to implement the law and grants appropriate powers to a
variety of actors, such as inspectors from all product sectors. This regulatory agency will
also be responsible for increasing public education and awareness, as well as to coordinate
efforts to combat counterfeit trade within Kenya and with regional and international
organizations.97
5.2 A three-dimensional approach to regulation
The interventions considered in this study suggest that the next phase of anti‐
counterfeit measures must include empowering regulators to act against any product when
its IP feature is counterfeited and it can or does cause harm to humans, animals or plants.
They must also be empowered if the item is substandard and illegal according to sector or
products specific requirements. There is already movement in this direction in terms of
auto parts, children’s goods and foods, and recent solutions, such as the EU Medicrimes
Convention, to the problem of counterfeit medicines, which have criminalized substandard,
illegal and counterfeit medicines. By doing so, regulators can focus on dimensions within
their technical and subject matter expertise. Auto parts in Nigeria are an example.
According to the Nigerian Automotive Council (NAC), the country sees some of the highest
occurrences of auto accidents in the world – 66% of which are caused by tire or component
failure due to substandard parts.98There is a big market for auto parts as in Nigeria; one of
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every four brand‐new cars is abandoned or resold as a result of spare part problems. In
response, the Lagos State Motor Vehicle Administration Agency (MVAA) will now rely on
the dimension of legality, and has stated its policy to immediately revoke the operational
license of any seller or distributor of fake auto parts.99
The US Consumer Product Safety Improvement Act (CPSIA) has a focus on
children’s products and now mandates third‐party testing to ensure quality for certain
children’s products and toy safety standards. These are significant advances in protecting
the health of one of the most vulnerable populations – children. Also governed by the Act
are labeling requirements, standards for durable nursery products and mandates for
inspection of laboratories that certify products as meeting the standards. Absent these
certifications, the agency can act against products as illegal. The CPSIA has other
noteworthy provisions ‐‐ some of which are related to law enforcement but noted here.100
Among them are those noted in the following text box.
•
•

•

•

•

States that the legal authority of the US CPSC to halt unsafe consumer product imports,
Requires the Comptroller General to provide legislative recommendations related to the
inspection of foreign manufacturing plants and requiring foreign manufacturers to consent
to the jurisdiction of US courts with respect to enforcement actions by the Commission,
Grants State attorneys general authority to enforce certain federal product safety laws and
gives them powers to stop the sale of products that violate CPSC safety standards, such as
children’s products that have not been certified as tested by third-party laboratories and
unauthorized use of those safety marks,
Requires the Commission to develop a risk assessment methodology for the identification
of shipments of consumer products intended for import into the US that are likely to
include consumer products in violation of the Act, and
Mandates the commission to develop a plan for sharing information and enhancing
coordination with the US CBP to allow for quicker and more efficient identification of
harmful products.

A 2011 law related to food granted similar regulatory powers to the USFDA in the Food
Safety Modernization Act (FSMA). The agency now has more power to prevent potentially
unsafe food from entering commerce by allowing it to administratively detain human or
animal food the agency believes has been produced under unsanitary or unsafe conditions –
both illegal and substandard.101 The previous law required a finding of credible evidence of
contamination or mislabeling in such a way as to have adverse health consequences or to
99
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cause death to humans or animals. Now, adulterated or misbranded foods can be blocked
from entering commerce whether counterfeit or not. Thus, counterfeits will be captured
along with other substandard or illegal products. 102 Under the FSMA, food importers are
required to notify the FDA if the food they are seeking to import has been denied entry into
another country.
5.2.1 Closing gaps in regulatory powers
In addition to intuition and empirical reflection, another strategy to identify gaps in
regulatory powers and underlying legislation is to conduct assessments. However, to do this
assessment tools must be based on some understanding of what should be in place. Here
again, there are too few studies on which to base an understanding of what are the essential
components of a comprehensive body of regulation to generally manage a regulatory
agency and then to specifically address issues such as counterfeits. The US Institute of
Medicine (IOM) is conducting a consensus study to identify the core elements of regulatory
systems in developing countries.103 When done, the report could be very useful. There is an
urgent need to strengthen regulatory infrastructure and for this standards are critical. To
this end, an assessment tool (Annex 6) has been created based on the findings of this study.
It is an outline created by assembling the elements of regulatory, legislative and law
enforcement interventions from the past ten years and organizing them logically.
Regulation is strengthened by product‐specific regulatory principles. Though when
assembled, these principles may not result in a comprehensive package of regulation, their
importance should not be underestimated. Veterinary products are an example. Here, the
World Organization for Animal Health (OIE) has developed regulatory principles and
continues to promote their adoption by regulators. The Terrestrial Animal Health Code also
sets responsibilities of the regulatory authorities in terms of counterfeits as follows in
Article 6.9.3.4
Regulatory authorities of importing countries should request the pharmaceutical
industry to provide quality certificates prepared by the Competent Authority of the exporting
and manufacturing country as appropriate. All countries should make every effort to actively
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combat the manufacture, advertisement, trade, distribution and use of unlicensed and
counterfeit bulk active pharmaceutical ingredients and products. 104
Global standard setting is a most efficient means of translating scientific
understanding into regulatory principles and standards. This is despite the difficulty in
achieving standards strong enough to do anything and flexible enough to take into account
the different levels of development. More importantly, global standards eliminate the need
for any one nation to determine good practices ‐‐ especially if it lacks scientific capacity or
political will. Ultimately, each regulator will place these principles and standards into its
local context. When industry organizations, relevant international governmental or non‐
governmental organizations establish relevant standards these can be incorporated by
reference into national regulatory schemes. In so doing, the qualities of a product –
whether finished, raw material, or a component, are established. If a product when
counterfeited does not meet the standard, regulators and law enforcement are better able
to identify counterfeit products that most often meet few if any standards. This use of
standards provides one more basis on which to take action against counterfeit goods.
The absence of regulatory standards has been a clear link to counterfeits and harm.
In one instance, nearly 100 people died and thousands around the world were sickened by
what authorities believe was an intentional counterfeiting of the blood thinner heparin. An
active pharmaceutical ingredient (API), heparin costs manufacturers around $900/lb. to
produce. In this instance, oversulfated chondroitin sulfate, a contaminant that costs about
$9/lb. to produce, was imported as a bulk chemical by the counterfeiters and substituted to
produce fake heparin.105 A regulatory standard that required importers to declare whether
a bulk chemical is intended for use in pharmaceutical products might have prevented this
situation. The legality and quality of the chemicals would have to be monitored by a national
regulatory body such as the NMRA in reliance on supply chain management techniques,
such as requiring API manufacturers to register with the agency. 106 Accordingly, a
manufacturer could check to see if its API vendors are authorized, increasing the likelihood
that products are genuine. Had there been a standard integrated into local practice in this
104
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situation, the product would have to be produced according to it, Ensuring such a level of
production could be done by a certification or inspection or other mechanism in which case
an absence of proof of meeting this standard would have been an indication to the heparin
manufacturer in this story that there was reason to suspect the raw material. Even if the
manufacturer could not have determined the IP status, it might have been able to avoid the
use of the counterfeit API by having had a reference to a standard that was enforced by
some required documentation or other approach.
5.3 Counterfeits as environmental pollutants, and safe destruction methods
Many counterfeits are made in such a manner that when their disposition is
considered they are rightly classified as environmental pollutants. The materials used in
counterfeits are harmful because of their toxicity, reactivity, ignitibility, or corrosiveness.
They might even be a material listed as an environmental pollutant, such as an off‐
specification chemical or industrial waste. Pollution occurs when a contaminant is
introduced into a natural environment and causes instability, disorder, harm or discomfort
to the ecosystem (i.e. physical systems or a living organism – humans, animals or plants).
Accordingly, in order to protect health, the nature of a counterfeit must be
understood before selecting a destruction method. There are destruction methods known to
be safe means for the final disposition of a polluting material, and these must be followed
when counterfeits are destroyed. There are some basic principles for the safe management
of waste when it is hazardous or polluting or otherwise defined under relevant laws.
Procedures include: recycling, mixing into cement to render the material inert,
neutralization, incineration, destruction, waste to energy uses, sequestering/landfill, and
others. Appropriate methods do not include flushing down a toilet or dumping in a landfill!
Counterfeits should be tracked from seizure to final disposition, records kept, their
destruction done by a permitted facility only, and witnessed by an independent third party.
Regrettably, applicable international and national laws, standards and guidelines on
destruction exist are a patchwork, as noted. Even these depend on the nature of the material
and what is planned for the item, such as whether a country is considering the export of the
waste. Therefore, basic principles of waste management apply, the first of which is to
appoint a designated officer who is responsible for the process, and to comply with
applicable laws and standards. It is important to note that the process starts at the crime
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scene itself, where an accumulation of component materials and the product may be found.
Just as these materials can be toxic to consumers, they can also be toxic to law enforcement
and regulatory officers who must handle them. The designated officer may be the same
person who is the counterfeit focal point, or the officer may be part of the national
environmental protection branch of government. Whoever this person may be, it is the
regulators who hold the scientific and subject matter expertise that should be lead
destruction and do so according to written standard operating procedures.
It is recommended that standards be adopted by each country. Some countries –
Russia among them ‐‐ have already adopted guidelines, such as for the destruction of
counterfeit and substandard drugs. The new law will require that the destruction of all fake
drugs be handled by organizations that are licensed for the collection, transportation and
disposal of grade I‐IV waste.107 The legislation also recommends that such organizations
should have access to specialized facilities where the counterfeit drugs can be disposed of
with the proper equipment.108 These changes reflect the international legal and scientific
standards regarding environmental pollutants.
5.4 Inter-ministerial cooperation
Coordination between ministries increases efficiency and better utilizes resources
while leveraging the strengths of each. Several countries have engaged in cooperative
initiatives between such as Singapore that has joined with INTERPOL, in the first alliance
between a national health authority and the international law enforcement organization.109
The main goals are to collaborate on new programs to facilitate training on prevention and
suppression of counterfeit medical products. There remains much room for cooperation to
evolve between regulators and law enforcement, whether the efforts start or are led by IPR‐
focused ministries or by non‐IPR ministries of health, agriculture, consumer safety and
industry. What is important is that all anti‐counterfeit activities are conducted
collaboratively, cooperatively and in a coordinated manner for efficiency. In the end this
will lead to the protection of public health and safety.
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The US has actively implemented a national strategy though an inter‐ministerial
approach since 2004, when it announced its Strategy to Targeting Organized Piracy
(STOP).110 Four agencies joined the campaign, including the departments of Justice,
Commerce, and Homeland Security (which includes the Customs and Border Protection
Bureau). This regulatory initiative moved to its next phase with the passage of the 2008
PRO‐IP Act that established the office of the White House IP Czar. No evaluation has yet
established whether STOP or the PRO‐IP Act initiatives have reduced counterfeits and thus
protected health. And although the IPEC office issued its first annual report in June 2011,
this report does not evaluate the effectiveness of the national strategy.111
The US is joined by Kyrgyzstan, Uganda, India and Nigeria in centralizing and
coordinating anti‐counterfeit efforts. The Kyrgyzstan Patent Office and the State Customs
Service produced a joint action plan for 2010‐2011, outlining cooperative efforts to identify
and interdict against methods used by counterfeit products traffickers.112 This approach to
border controls brings Kyrgyzstan more in line with international standards, and serves to
ensure utilization of all available resources in preventing the entrance of counterfeit
products into the country. In Uganda, the Ministry of Trade, Industry and Tourism and the
National Bureau of Standards are working together to increase personnel at national
borders to stop more counterfeits from entering the market.113 This initiative is part of an
overall scheme Uganda recently announced to fight the entrance of counterfeits into the
country.114 Another example of cooperation between national ministries is India, where the
Ministry of Finance and the Department of Revenue implemented IP Rights (Imported
Goods) Enforcement Rules in 2007, giving the Customs Authority the power to adjudicate
issues involving the import or export of infringing products.115 A rapid product evaluation
and infringement determination by Customs will help protect public health, eliminating
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delays in taking steps to prevent potentially dangerous products from entering the stream
of commerce.
5.5 Does training build capacity?
Substantial resources are directed at training to build capacity. It seems common
wisdom that training is the intervention that is best to strengthen the skills and abilities of
the various branches of government involved with counterfeits. There is no doubt that the
ability of regulators and other branches of government to perform their duties can be
improved, but it has not been until very recently that sponsors of capacity building have
begun to assess the results of these efforts. Such assessment initiatives have been noted at
national and international levels, although these are too few and too recent to offer insights
into the effectiveness of capacity building. In January 2011, the World Intellectual Property
Organization (WIPO) and World Customs Organization (WCO) conducted a Multi‐
Stakeholder Roundtable on Technical Assistance against Counterfeit Medicines. The
Roundtable was comprised of participants from other international organizations –
including the WHO, the World Trade Organization (WTO) and Interpol – as well as
pharmaceutical and non‐governmental organizations.116 Apart from being one of the few
efforts taken to consider the assessment of capacity building, at this point the meeting’s
outcomes are unclear.
In another study conducted by the USPTO, surveys of participants in IP trainings
demonstrate that desired training outcomes could be measured.117 Data such as these
informed the structure of the training developed under this project and suggest that the
following learning objectives are achievable: 1) develop a new policy document; 2)
implement new policies or procedures; 3) establish a better working relationship with
another ministry; 4) initiate a new program; 5) adopt an innovative IPR strategy; 6)
propose an amendment to legislation; and 7) establish a procedure to manage data and for
publishing statistics on enforcement.
Nigeria also conducted an internal review by hosting a meeting with national and
international stakeholders – including the USFDA, US Environmental and Occupational
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Health Science Institute (EOHSI), South African Medicines and Medical Devices Regulatory
Agency (SAMMDRA) – to improve staff training procedures and information sharing
techniques.118 Much more needs to be done to measure the benefits of capacity building.
5.6 Communication
One of the main regulatory functions of any ministry is to educate its particular
audience, whether they are consumers, industry or other persons including other branches
of government. In the health sector, this educational function is called health promotion and
prepares messages such as "Wash your hands during flu season." Rightly so, many
regulators launched communications campaigns, especially on websites, to educate their
audiences on counterfeit goods and to provide a place to report encounters with
counterfeits. Here again examples abound and can be as simple as in this text box.
Simple Guide for Consumers
Scrutinize labels, packaging, and contents.
Seek authorized retailers.
Insist on secure transactions.
Report questionable spam and faulty products.
Teach your kids about counterfeits.
Warn friends and family of illegitimate product
sources.
• Trust your instincts.
•
•
•
•
•
•

The Netherlands Health Ministry
launched a website that includes
warnings and an informative film
with quiz.119 In Nigeria, NAFDAC has
implemented awareness and

enlightenment campaigns in all 36 states of the Federation.120 For consumer goods,
SaferProducts.gov is a platform where consumers can report incidents of unsafe products,
including counterfeits. There, businesses can register and review reports about their
products before publication. The portal just went live in the spring of 2011, so the value of
its data and effectiveness is not yet known. Health leads the way again in the United
Kingdom (UK) where the Medicines and Healthcare Products Agency (MHRA), an executive
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agency of the UK Department of Health, has dedicated a 24‐hour hot line, an email address
and a "postal address for reports of counterfeit medicines and devices.121
Japan's Patent Office (JPO) commenced an "Anti‐Counterfeiting Campaign" in
December 2010, in cooperation with the Intellectual Property Policy Headquarters and
related ministries to raise public awareness of the issues. As consumers purchase more
products online, the JPO is ramping up efforts to warn consumers of the risks of counterfeits
due to the increased distribution of counterfeit goods via the Internet, says the Ministry. As
part of the initiative, 6,000 posters will be displayed across Japan in government offices,
companies and institutions. In addition, a major media campaign involving print, television
and web media will be instituted.122
Trade associations, such as the US National Association of Boards of Pharmacy
(NABP), are adding their communications campaigns. NABP recently announced the
purchase of AWARxE, a website and campaign that seeks to educate the public about the
dangers presented by illegal online pharmacies. Using the AWARxE consumer protection
program as a vehicle, NABP aims to educate and raise public awareness about counterfeit
medications, rogue Internet drug outlets, and prescription drug abuse, among other serious
issues."123 The question is whether these communications campaigns are sending the right
messages and in the right medium. Section 7.3 considers these questions.
5.7 Public-private partnerships and technology
Despite the breadth and depth of actions taken at the governmental levels, the
likelihood that every single counterfeit good will be identified and seized prior to entering
the stream of commerce is very small. Consumers and industry are part of the equation for
finding a solution to eliminating harmful products, and now regulators are turning to them
both to help combat counterfeits. Consumers are considered in Section 7.3 on
communications. Cooperation between industry players and government officials
significantly increases the effects realized by anti‐counterfeit initiatives. Technology and
trainings/conferences appear most frequently as the mainstays of these cooperative efforts.
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Nigerians and Ghanaians are now able to use mobile phone codes to determine the
authenticity of their medicines through an African social enterprise network called
“mPedigree”.124 Nigerians can also participate in a pilot program that is testing the use of
mobile phones, one that shows promise due to its simplicity. A patient simply scratches off a
label, sends an image via cell phone, and gets back a text indicating whether or not the
product is genuine.125 Cell phones are also being used in India to text a set of code numbers
to a pharmaceutical database, where they will be cross‐referenced and, if a duplicate is
identified, the customer is instantly warned.126 Unichem Laboratories, a major Indian drug
manufacturer, has retained a New Delhi company, PharmaSecure, to print random code on
approximately 70 million pill packets. These types of initiatives are particularly effective in
developing nations, where citizens rely heavily on the use of cell phones in their daily
lives.127
India, which it is known as the world’s pharmacy but also the largest net exporter of
counterfeit drugs, has also adopted another technological solution to combating
counterfeits in the pharmaceutical area. The Indian Commerce Ministry passed regulations
requiring all medicine exports to carry bar codes with serialization, as per global standards,
on primary, secondary and tertiary packaging levels. The rules will be implemented in
phases and mandatory coding of all medicinal exports is expected by July 2012.128 Indian
industry has expressed concerns that, while the system may work for capturing exports, it
will not aid importers unless they have access to the database developed to house the bar
code information. Another regulation on exporters will require that a copy of the Certificate
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of Analysis be filed with the government and product samples retained for later
reference.129
Recognizing the benefits of public‐private partnerships (PPP), the UAE Ministry of
Health and Pfizer organized a conference aimed at protecting patients from the dangers of
counterfeit pharmaceutical products.130 The conference brought together senior officials
from Bahrain, Egypt, Iraq, Jordan, Kuwait, Lebanon, Libya, Saudi Arabia, Syria, Yemen and
the UAE to share best practices and discuss transnational cooperation in areas such as
legislative and regulatory reforms. PPPs are another important element of the strategy to
combat counterfeits because no government alone can manage all the dimensions needed to
succeed.
When it comes to determining quality, or whether or not a product meets standards,
there is an enormous need for good laboratories. These facilities are valuable for
monitoring or conducting quality control checks for all locally manufactured and imported
medicines and other products to ensure they meet international or national quality
standards.131 A real impediment to combating counterfeits is the determination of
authenticity, a step that may require more than a visual inspection and for which good labs
and other technological devices are essential. This has been an area in which PPPs have
been active and should be applauded and encouraged.
5.8 Conclusion
It is encouraging to note that since 2000, regulators have been granted new powers
and new inspectors to combat counterfeits, as well as given a broader basis by which to
capture counterfeits: that of quality and legality. Also, the nature of the products that are
the focus of anti‐counterfeit efforts is being broadened to include more products that, when
counterfeited, can cause harm. As a result, in addition to medicines and consumer
regulators, other sector regulatory agencies can focus on counterfeits. There is still room to
improve data capture to measure the impact of interventions and trainings.
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The variety of regulatory interventions noted in the Assessment tool derive from
sections of this paper other than this one, as many are new and only just established in
legislation. As these are regulatory in nature they are included in the section of the tool on
regulation.
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6.0 LAW ENFORCEMENT
Since the 2003 report was released, law enforcement has worked actively to combat
all counterfeit products ‐‐ not just those that could cause injury. Reliance on basic
principles of law enforcement remains the primary strategy to stop the manufacture,
import, export, transit, warehousing, and distribution of counterfeit goods. The plan is
simple: have laws, enforce the laws and enhance the deterrent effects of penalties by
imposing their maximums. These basic tactics directed at all counterfeits – not merely
products that can harm humans, animals, and plants ‐‐ have been deployed over the past
years. The basics are protective of health even if the fundamental reason they are deployed
is to enforce IP rights. In some instances, law enforcement has focused especially on
products that can harm health such as the addition of the new seizure category of goods
that can cause harm. Additionally, law enforcement has coordinated and collaborated
between national, regional and international agencies, built capacity, added specialized IPR‐
focused police units and courts and, many countries have increased sanctions. In this
section, the term law enforcement refers to customs, the courts, regulatory inspectors, and
police.
It has become accepted knowledge that counterfeits flourish in locations and sectors
where there are significant variations and/or weaknesses in law enforcement capabilities
or regulatory authority, such as when there is no substantive crime of counterfeiting or no
law on consumer protection. Free trade zones (FTZs) and transshipment ports also
exemplify the points where counterfeiters exploit these gap opportunities.132 Products
move more freely, as the ability of local law enforcement to police such sites is limited,
allowing counterfeiters to establish a growing and global trade. Often, counterfeiters will
ship the components of counterfeit products separately to FTZs to be assembled and then
shipped once again to be distributed in another country.133 New mediums for counterfeit
trade complicate matters, leaving law enforcement in a catch‐up mode. This is especially
true with the emergence of the Internet as a “transit” point or “trade route”. Other
technologies, such as those that enable counterfeiters to make labeling and packaging so
alike the genuine, makes spotting counterfeits ever more difficult.
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Legislators have strengthened law enforcement by clarifying and expanding the
definition and scope of counterfeit crimes, adding all the activities from start to finish, such
as packaging, labeling and warehousing, and giving law enforcement more powers, such as
the right to seize equipment used to make counterfeits, among others. However, problems
particular to IPR enforcement continue, especially lack of ex officio authority and the
inability to collect and share information fast enough to enforce certain provisions, such as
detention of specific goods. Data collections, and therefore monitoring and evaluation, still
suffer from inattention. On the demand side, law enforcement officers are underutilized as
effective carriers of behavior change messages, and data is not used to demonstrate or
improve the effectiveness of law enforcement strategies.
6.1 Enforcement and deterrence are primary reduction strategies
Since 1999, there has not been another study confirming or refuting the principle
that stronger and more effective criminal and border enforcement reduces the flow of
counterfeit product into a country and between neighboring countries.134 National success
stories continue to confirm the validity of the principle established by the 1999 study and
demonstrate that consistency and targeted law enforcement coupled with public awareness
campaigns and training of enforcement personnel, is the road to law enforcement success in
reducing counterfeits. This strategy resulted in the closure of Hungary’s notorious Verseny
street market, a major selling outlet for a wide range of counterfeit and illicit products.135
When law enforcement succeeds and tells the story, criminals take notice and move on, as
did many website owners who voluntarily took down sites in response to the US Operation
in Our Sites effort.136 In the end, law enforcement is a key dimension in protecting public
health, but only when it is strong and effective. The nature of criminal behavior is such that,
without robust law enforcement, no amount of regulation and legislation will be sufficient
to accomplish goals.
The main value of strong law enforcement is deterrence; by reducing the
profitability of the crime there is less incentive to counterfeit. The reason why it works is
simple. Counterfeit profits are high because of several factors, including the poor quality of
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the counterfeit products, evasion of customs duties and taxes or national pricing regimes or
business regulatory requirements, such as labor laws. Unfortunately, the potential profit
margin for counterfeits far outweighs the penalties that most countries have in place. 137
Thus when penalties are too low ‐‐ or maximum penalties are not imposed or counterfeiters
are not prosecuted at all, as is the case too often ‐‐ the benefit of strong enforcement is
lost.138 There are too many stories demonstrating this principle. One is the case of
Indonesian IPR enforcement, which is significantly weakened by impediments to the
successful prosecution of IPR crimes – delayed proceedings, infrequent convictions and
minimal fines that fail to act as a deterrent for repeat infringers.139
6.2 Initiatives to Enhance Law Enforcement Basics
6.2.1 International, regional, and national cooperation and coordination
As the value of cooperation and coordination to strategies to combat counterfeits
has become clear, a number of national, regional and multilateral initiatives have been
undertaken in the past decade. By this cooperation, inefficiencies and duplication are
avoided, gaining the benefits of the respective strengths of all the various parties. Many of
the initiatives did focus on medicines counterfeiting but, nonetheless, exemplify
collaborative approaches. For example, in 2009 The Economic Community of West African
States (ECOWAS) received support to develop a regional action plan to combat drug
trafficking and organized crime from The United Nations Office of Drugs and Crime
(UNODC), the United Nations Office for West Africa Department of Political Affairs and
Peacekeeping Operations and INTERPOL. Additionally, the Central Asian Regional
Information and Coordination Centre (CARICC) has improved the flow of information and
intelligence used to identify and disrupt transnational trafficking networks. The Centre
produced trainings on basic methods of counterfeit product detection, identification of
persons and entities involved in the crimes, and techniques of investigation. The successful
results of the partnership led to agreement by the Gulf States to establish a similar network
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built on the same model.140 UNODC has also been active in cooperation with the WCO by
initiating in 2003 the Container Control Program (CCP) to assist governments in building
enforcement capacity in seaports susceptible to trafficking via maritime containers. In 2005,
Ecuador became the first pilot country to join the CCP. Similar initiatives have since
commenced in Ghana, Pakistan, Senegal, and Turkmenistan.141
Operations Jupiter and Pangea are examples of multi‐jurisdictional approaches to
stem cross border counterfeit traffic. “Operation Jupiter – South America,” a cooperative
effort between Argentina, Brazil and Paraguay facilitated by INTERPOL, successfully
blocked a major anti‐counterfeiting operation in the tri‐border area.142 Operation Pangea III,
in which 45 countries participated, is an INTERPOL‐organized campaign to combat online
counterfeit drug crime that demonstrated success. The results included recovery of US $2.6
million worth of illicit and counterfeit drugs, 76 arrests, and the investigation of 694
websites – 290 of which have already been shut down. 143 Pangea IV, its fourth phase,
targeted online sales and resulted in a seizure of $6.3 million of potentially harmful
medicines.144
6.2.2 Creation of specialized police units and courts
Recognizing the special dimensions of IPR crime and related activities, some nations
are creating specialized enforcement mechanisms to address the problem. This movement
comes as nations acknowledge the threat that counterfeit products pose for human and
animal health and the critical need for dedicated resources to combat them. The Indian
ministerial committee on IPR enforcement created specialized IPR police units and
implemented the 2007 IPR (Imported Goods) Enforcement Rules.145 The Indian courts are
140
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successfully upholding these new rules; they have issued a series of rulings protecting
rights in trade dress and product markings, two elements of IPR that are frequently
counterfeited.146 In July 2008, Taiwan established a Specialized IPR Court.147 The Supreme
Court of Russia issued a resolution on the application of article 146 of the Criminal Code of
Russia (copyright infringements) that provided guidelines for judges and summarized
national court practices.148 These efforts to clarify the rules relating to counterfeit offenses,
and specialized courts to impose them, improve the likelihood that law enforcement will
successfully prosecute and punish counterfeiters.
6.2.3 Using additional laws to stop counterfeiters
Law enforcement continues to rely on alternative means to successfully prosecute
criminals who promote counterfeits. In Operation Smoking Dragon, US law enforcement
agencies waited to break up a counterfeiting ring until the smugglers brought illegal
weapons and counterfeit currency into the country, despite having monitored the illegal
cigarette trade for several years.149 Another example is the arrest of fake drug spammer
Oleg Nikolaenko, a 23‐year‐old Moscow resident, and the alleged mastermind behind the
Mega‐D botnet, a spam disperser that promoted counterfeit materials. The disperser was
allegedly used to deceptively market and sell herbal products and generic prescription
drugs falsely advertised as FDA‐approved. In a collaborative enforcement effort, the US FBI
and Federal Trade Commission began following Nikolaenko in 2007. In 2010, he was
indicted for violating the Controlling the Assault of Non‐Solicited Pornography and
Marketing Act, a law unrelated to counterfeiting but effective nonetheless for capturing this
counterfeit criminal. In November 2009, an undercover federal agent purchased Viagra
from Nikolaenko via the Internet and received herbal supplements disguised as Viagra. The
pills were subsequently deemed to be counterfeit. On November 16th, 2010, Nikolaenko
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was arrested and charged on several counts, one being the execution of a scheme to defraud
by failing to send purchased prescription drugs. He is currently awaiting trial in Milwaukee,
Wisconsin.150
6.2.4 Capacity building
Even the best plans and strategies are worthless if they cannot be implemented due
to insufficiencies in capacity – including adequate personnel, with appropriate skill sets,
equipment, and financial resources. There have been and are many training programs in
the last ten years. Regrettably, little to no study has been directed to design these programs
or to determine if they have actually augmented any capacity.
Training and capacity building examples abound. Interpol, WCO, WIPO, and regional
and national IPR offices have been active in generating training programs. Interpol, for
example, offers an annual IP training program that is now in its seventh year. Attendance at
these programs is substantial. In 2010, 500 delegates from nearly 50 countries attended,
reflecting the quality of the program and the desire for increased capacity. Interpol also
offers an online International IP Crime Investigators College at www.iipcic.org plus other
regional and topic specific programs.
Another training example is the 2009 WCO program that established a Regional
Working Group on Human Resources Management. This program enabled the countries of
West and Central Africa to build capacity in their customs administration by strengthening
their national training programs and improving their operational management. Hungary
has implemented numerous public awareness‐raising campaigns and training as well as
educational seminars for police, prosecutors, and judges.151
In 2009, the UNODC issued the Serious Organized Crime Threat Assessment
Handbook, providing policymakers with much‐needed tools for identifying threats, trends,
and future challenges to implementation of effective strategies. When published by an
international organization, this type of compilation of best practices is extremely useful.
Creating such tools requires collecting comprehensive information – efforts that few
national governments or local organizations have the necessary resources to fulfill. Yet all
authorities can benefit from this type of resource when building local capacity.
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What’s more, with the wealth of options readily available, there is no need to create
a training program. These include many online programs, as well as global and regional
conferences and manuals. A list of organizations offering training is included at the study
website. The curriculum designed under this study does not duplicate the content of these
existing training programs, but rather focuses on materials these programs are not offering.
In particular, topics included in the law enforcement sections are on what can be done to
protect public health and safety, how to improve the quality of data for its several uses,
including the design of interventions, targeting enforcement resources, and monitoring and
evaluation.
6.3 Law enforcement and counterfeit drugs
6.3.1 Increasing regulatory efficiency leads to stronger law enforcement
Recognizing the need to improve law enforcement, many countries have taken steps
to strengthen regulatory infrastructure. An example is simply having a list of approved
medicines ‐‐ or any product subject to regulation. Creating such a list is the responsibility of
the regulatory agency ‐ this is not merely a bureaucratic action. Absent a list, law
enforcement has difficulty in verifying the status of a product so it can determine whether
to allow entry, refuse entry, or impose other measures. Organizations like Nigeria’s
NAFDAC are addressing this regulatory gap by establishing procedures to increase
efficiency, reduce delays in medicines registration, and increase organized surveillance and
monitoring activities at factories and points of sale known for counterfeit medicines
violations.152 These regulatory actions should assist law enforcement to do its work to
apprehend counterfeiters.
6.3.2 Functional definitions in civil and criminal law
Many counterfeit products do not satisfy legal requirements, such as quality
specifications or product registration requirements, and are thus illegal without reference
to any IP infringement. If IP violation cannot be sufficiently established at an inspection
point to be caught, it is essential to have other functional definitions as the basis of law
enforcement, and to empower any inspector to take action under any of one or more
definitions. As described in the legislation section of this paper, some countries and regions
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have taken steps to create a series of crimes and civil acts of wrongdoing, capturing not only
counterfeits but also substandard, illegal or unregistered products. Counterfeits are also
substandard and illegal. This approach is now seen in health, consumer, agricultural and
industrial product laws and is an approach that is not inconsistent with TRIPS.
6.3.3 Combating online sales of counterfeit drugs
The Internet has emerged as an area of special focus and concern. Medicines sold
over the Internet seem to get the most attention, given their potential to cause such harm
when counterfeited. Some estimates claim that over 50% of pharmaceuticals purchased
over the Internet from sites that conceal their physical address are counterfeit. The
difficulty in tracing the manufacturing and distribution channels of these products makes
eliminating their circulation in national markets a challenge. Despite the obstacles,
significant steps are being taken to address this new transit point for counterfeits. Several
major regulatory and law enforcement initiatives have taken hold, such as the previously
noted “Operation Pangea.”
In 2011, the European Union ambassadors approved an agreement to regulate
medicines sold over the Internet and protect legal suppliers of medicine by requiring
Internet pharmacies to register with authorities in their home country and ensure that
products sold are licensed for sale in the country of purchase. 153 As stated by Marisa
Matias, a Portuguese delegate who led the negotiations on the proposal: "The absence of a
legal framework encourages not only counterfeiting but also counterfeiters, who are
organized in highly profitable criminal networks." 154
Major American Internet companies are helping to establish a non‐profit
organization targeting illegal Internet pharmacies. The participants are credit‐card
payment networks, advertisers and companies that control domain names – in other words
the building blocks of any online business, including illegal online pharmacies. The National
Association of Boards of Pharmacy has also joined the online fight against counterfeits, and
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developed a certification mechanism for Internet sites called Verified Internet Pharmacy
Practice Site (VIPPS) that can be used for both human and pet medications.155
6.4 Conclusion: Moving Forward; Enhancing Law Enforcement
6.4.1 Barriers to and gaps in successful enforcement
Despite the known value of the deterrent effect of enforcement, barriers remain.
Due to long waits for authorities to process counterfeit claims through criminal procedures,
rights holders are hiring private investigators to “bring down” drug counterfeiters by
pursuing them through civil channels.156 In some cases, enforcement authorities hesitate to
conduct enforcement actions due to the heavy presence of organized crime gangs in well‐
known selling outlets.157 Seizure procedures still suffer from a lack of cooperation with
rights holders, such as former US CBP policies that prevented the release of product
identification information to the rights holder – either via samples or photographic
evidence – when detained products are suspected of infringement. This procedure was
reported to have prevented the rights holder from making a definitive statement regarding
the product’s authenticity.158 Fortunately in the US, CBP has changed it regulations in this
regard. Due to a lack of ex officio authority, coupled with the inability of rights holders to
submit the documentation within the legal timeframe following notification from Customs,
a large number of identified counterfeit goods are released into the marketplace.159
In most legal systems only imported counterfeits are subject to law enforcement
based on international principles as found in TRIPS, whereas domestic source counterfeits
are subject to national laws. Exported counterfeited products are not generally subject to
either set of laws. However, some countries are now imposing counterfeit laws on exports
to fill this gap.
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Another gap in law enforcement arises in those countries that are not yet members
of the WTO (approximately 40 states). For these nations, law enforcement is based on
national laws that may not be in alignment with international standards. The fact remains,
however, that in many countries (including WTO members) existing national health and
safety consumer protection laws either are inadequate or do not exist at all. Thus, if a law
enforcement official cannot make a case based on a potential IP infringement, in the absence
of health and safety laws to which the officer can refer, law enforcement cannot take action.
The result is counterfeits of all types enter markets. Therefore, closing regulatory gaps so
that law enforcement can take action on any and all grounds is a critical step and is to be
included in any national plan.
6.4.2 Trade facilitation and avoiding erroneous seizures of health products
The experience of health products procurement, whether donor or government
funded, demonstrates that trade facilitation failure is a major reason that shipments are
delayed or incorrectly seized.160 These trade facilitation failures can be remedied by
implementing expedited procedures for medical or other product with a health‐related use,
and training for inspectors to reduce the potential for occasional incorrect tagging of
products as suspected counterfeits.
6.4.3 DATA – Improvements and use
There is tremendous room for improvement in the collection and use of data.
Targeted enforcement and trend analysis become possible when countries collect data on
type, volume, origin, provenance, and other aspects of counterfeit products. These data
become significantly more robust and useful if collected and categorized according to
standards that result in the ability to compare across countries, within national borders and
around the globe. This requires harmonious (if not uniform) data fields, categories and
reporting periods for any product that, when counterfeited, can cause harm. The category of
CSCT is a start but, being limited, is not sufficient.
Since 2009, there have been some encouraging developments in this area with the
establishment of the WCO Research and Strategies Unit that has already published useful
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studies.161 In light of the WCO theme of “Knowledge as a catalyst for customs excellence”,
this new research office with its social science expertise should take the lead on
harmonizing seizure data fields. As recently a 2011, the UK Home Office also began an office
of research and statistics. 162 The office has already demonstrated the importance of
applying social science techniques to the design of interventions and measuring their
success.
Examining how products arrive is a good example of how data collection can be
used to determine where to place resources. An analysis prepared by Hungary for the EU
shows that irrespective of quantity, the most significant proportions of seizures are those
transported by mail, vehicle, vessel and air.163 Thus, placement of law enforcement officers
at ports of entry or passage for these types of transport would be in order. The use of data
has led to big changes in the UAE, a primary point of transshipment and origin for products
headed to the EU. The EU data showing that 73.7% of counterfeit medical products entering
Europe arrive from the UAE may have pressured the Dubai customs authority to begin
cracking down on counterfeiting by launching an e‐gate for IPR enforcement in 2001.164
Yusuf Mubarak, Senior Director of the IPR Department at Dubai Customs, said the project
aims to develop awareness on intellectual property rights; protect the national economy,
customers, investors and traders; and boost legal trade for the benefit of the society: "The
online portal to be open to the public would feature detailed information on the intellectual
property rights as well as the relevant local, regional and international laws,” he stated in
2001. “Statistics on the IPR violations and seizures by every participant ministry, authority
and department will also be displayed."
6.4.4 Behavior change communications
Law enforcement communicates to several external audiences: the public, criminals
and to policy and lawmakers. There are numerous examples of such communications, many
of which inform this report and the suggestions that follow here on improving external
161
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communications as part of an intervention strategy. Communications are a mechanism to
reduce consumer demand and to let counterfeiters know that there are real consequences
to such crimes. Moreover, like any other stakeholder, law enforcement must make its case
to legislators that its budget requests are justified because it can show that what it is doing
is working.
Perhaps as important a role for law enforcement as capturing counterfeit criminals,
is carrying the message to consumers about why it is important to refrain from buying
counterfeit and what do to do if a counterfeit is encountered. As mentioned, recent studies
demonstrate that police are effective messengers of the two main reasons why consumers
should refrain from purchasing counterfeits: the health and safety dangers, and the risks of
prosecution.165 Law enforcement plays a role in reducing the demand side of the
counterfeit equation, thus any strategy should contain a communications component.
The supply side of the equation is also influenced by law enforcement. Each time a
case is won ‐‐ and even better if it is a high‐profile case ‐‐ publicity about the case sends the
message that law enforcement is serious about combating counterfeit crime and that there
are significant consequences. High‐profile cases make clear to counterfeiters that such
crimes can carry significant risks. Prime examples are the sentencing of six Chinese citizens
to death for importing fake drugs into Nigeria, and the sentencing to death of the former
head of China’s Food and Drug Administration for taking bribes to approve untested
medicines. When these cases are reported in newspapers, law enforcement reaches the
largest audience compared to placing articles in other media.166 This remains the situation
even though the Internet is a widely used medium of communication. An extension of this
type of communication is directed to trading partners and audiences at international
meetings. The presentation of materials on health and safety in annual reports, in data
fields, in discussions in bilateral consultations, FTAs, and at meetings of international
organizations by law enforcement is, by extension, more effective than when presented by
other speakers. This should be kept in mind when speakers are selected for such meetings.
Finally, perhaps law enforcement’s toughest job is to garner the budget it needs to
adequately conduct its business. By employing established social science techniques of data
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collection and monitoring, as well as by evaluation, law enforcement will improve its ability
to demonstrate its success and show why budget support should be continued and
increased.
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7.0 CONCLUSIONS
This report began with a reflection on the five dimensions of a strategy to combat
counterfeit goods while protecting public health, as recommended in the first global study
on this topic. Based on this follow‐up research, this report concludes that the same five
dimensions are as valid today as in 2003. These are discussed next and as the overall
conclusion of this report.
7.1 Change policy and collaborate
In 2003 the policy recommendation
was to “reframe” the policy perspective as a
matter of public health. Since then, senior
officials at all levels of government and other
public figures have spoken about the health
implications of IP‐infringing goods as the
rationale for stronger law enforcement. As
recently as early 2011 officials such as John

Article 2 of ACTA states:
(2) Nothing in this Agreement creates any
obligation with respect to the distribution
of resources as between enforcement of
intellectual property rights and enforcement
of law in general.
(3) The objectives and principles set forth
in Part I of the TRIPS Agreement, in
particular in Articles 7 and 8, shall apply,
mutatis mutandis, to this Agreement.

Morton, ICE Director, remarked in his
statement to the 6th Counterfeiting Congress
that it was necessary to change the terms of
the debate and to refrain from the use of legal
terms. Rather, Morton advocated using terms
like jobs, health, and taxes, and to talk about
organized crime, aircraft parts, airbags, honey and medicines. Moreover, he suggested that
health and safety resonates with the public and judges, so that more sanctions would be
imposed and the support of business gained.167 Even the outcome statement of the
Congress referenced “protecting consumer safety ‐ a critical driver to fight counterfeiting.”
168

These statements continue the idea that health harm is a rationale for action. Indeed it is

but it needs to be and can be more.
In 2011 it is clear that counterfeit goods remain a public health problem ‐‐ and by
some accounts a growing one ‐‐ so it cannot be said that policy has as yet been successfully
167
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reframed. There are obvious reasons for this, and others that reflect the need for
acceptance of certain realities and a substantive shift in thinking. The most obvious proof
that policy has not shifted is that, to date, robust data on injuries related to counterfeits
does not exist, and there are no common seizure data fields or statistics that allow for
comparison between countries, and therefore no reliable trend data. No one measures the
effectiveness of interventions: without data this cannot be done. Thankfully, these actions
are relatively easy to do and can still be undertaken. Indeed, there are exceptions, such the
country Singapore, which has started to collect data to link counterfeit goods with health,
demonstrating that it can be done. In 2008 and 2009, Singapore’s Health Sciences Authority
recorded a total of 302 adverse reaction reports associated with the use of counterfeit
products in the country ‐‐ including 11 deaths and 24 coma cases.169
There is more to a policy shift than data collection however. The topic of counterfeit
goods and the public’s health and safety was first understood to encompass the ways in
which such goods could ‐‐ and did ‐‐ cause harm to human and animal health. This
acknowledgement of health and safety was instrumental in increasing the attention and
resources to combat counterfeit goods that might cause harm. However, to a large extent
the initiatives have remained in the purview of the IP community, where IP protection is the
top line value rather, than as initiatives, where health is the top line value, so that by
protecting health, IP is also protected. An example of this point is ACTA, in which few if any
provisions explicitly reflect concern for health even though law enforcement is a key actor
in the protection of public health. As itemized in the ACTA section of this paper, some ACTA
provisions such as proportionality and destruction among others are devoid of reference to
health and safety. These and other provisions could have more explicitly reflected concern
for public health without jeopardizing the law enforcement objectives of ACTA. More proof
is found in this phase of the protracted debate over the nomenclature of counterfeit
medicines. This debate effectively cemented a line between health and IP by adding new
nomenclature and a definition claimed to be specific to public health. Each term and
related definition has implications for the separate communities that have yet to be
understood. Even approaches as innovative as the EU Medicrimes Convention (though it
now includes the three‐dimensional approach of substandard, illegal or counterfeit
169
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medicines), missed the opportunity to apply this innovative legislative infrastructure to any
product that when substandard, illegal or counterfeit could cause harm. As its scope
includes veterinary products, it does a partial job but it leaves out all other types of product.
This is not to say that efforts focused on IP alone should be abandoned or otherwise
reduced. There is no doubt that all efforts to reduce counterfeits of all kinds, either directly
or indirectly, lead to protecting health. This is to say that if the goal is to protect health ‐‐
and this is as rightful a goal for the IP community as it is for any other ‐‐ then there are steps
to be taken to reframe policy and approaches that are highlighted by this research. Simply
put, this means to increase regulatory and law enforcement initiatives against any product
that can cause harm – even if not counterfeit but also if it is. To do this, the IP community
will have to step outside of its comfort zone and work collaboratively with the health,
consumer, agricultural, industrial and other product communities. In this sense, this report
makes no change to the 2003 recommendation to collaborate among interested
communities. And let it be underscored that these other communities, especially health,
must also open their agendas to that of counterfeiting and the ways in which collaboration
can aid in solving this real public health problem. In sum, IP protection and enforcement is
one element of a comprehensive approach to protecting public health; approaches that silo
one sector against another will not work. All sectors must work together to efficiently
organize and align their respective competencies and responsibilities.
Reframing the policy discussion will also demand some new ways to approach the
problem. Indeed, some realities will force a shift. Opposition to ACTA and what we know
about consumer behavior highlights some of these factors. A main criticism of ACTA with
regard to public health is less about particular provisions and more about fundamental
differences between developing and developed economies. In developing and
underdeveloped countries where counterfeits are marketed and produced, government
resources for any purpose (including IPR enforcement) are limited. Such governments may
not devote resources to IPR enforcement as it is not the main concern of nationals. It is
observed that in developing countries more non‐nationals want their rights enforced than
nationals.170 This observation is important because recent evidence shows that people
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knowingly buy counterfeits due to constraints on financial resources.171 A person in a low‐
income country may choose a counterfeit product (even though he or she knows it may
have a negative health or safety effect) due to the inability to afford the genuine item. Also,
it may be more desirable to have some product rather than none.
The evidence suggests this is a correct observation – that cost trumps safety for
many consumers. Low cost also trumps the rights of others as purchasers of counterfeit
luxury goods demonstrate. A shift in thinking here might take the form of finding ways to
make such products affordable, such as establishing health finance systems that work or
devoting resources to fundamental regulatory infrastructure in which counterfeits can be
captured, rather than channeling resources to the narrower focus of IPR enforcement.
Approaching IPR as part of the larger system in which it fits, and with a view
towards development, might improve prospects for mainstreaming respect for IP.
Moreover, if the estimates on food and water shortages and the potential for crisis
surrounding access to these are true, absent strong fundamental regulation, legislation and
law enforcement, no amount of single‐topic interventions will be of much use.
This point leads to the lessons to be taken from the realm of counterfeit medicines,
which have without doubt been given the most attention in the last ten years. When
Margaret Chan, Director General of the WHO said,
"The WHO approach to address the problem in developing countries is the same as
that used successfully by wealthy nations to protect their populations. That is: strict
regulatory control of medicines on the market, strict enforcement of quality standards,
and diligent pharmacovigilance. Nothing suggests the need for a double standard."
she was referring to this same idea of enhancing the entire regulatory system ‐‐ not just the
pieces related to counterfeit medicines. This same idea was endorsed in 2005 by the
International Conference of Drug Regulatory Agencies when they voted in favor of a
framework convention to combat counterfeit medicines, the first element of which was to
build strong health, safety and consumer regulatory agencies.172
The realm of counterfeit medicines is responsible for another important idea.
Inadvertently, the disruption caused by the debate over counterfeit medicines
nomenclature has led to the innovation of the three‐dimensional approach to protect health
Supra note 164.
Forzley, M. Combating Counterfeit Drugs: A concept paper for an International Framework Convention and
Related Strategies. 2005. Accessible at www.micheleforzley.com/publications.
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and safety. This has already been adopted by the EU and was in place in some countries,
such as Switzerland and Egypt, which focus on substandard, illegal and counterfeit
products. To protect health from counterfeit goods, counterfeits must be grouped with
illegal and substandard products and captured within a comprehensive and coherent
regulatory environment that is supported by civil and criminal law enforcement. To the
extent that the IP enforcement system misses goods on entry to a market, whether across a
border or domestically produced, the health and safety regulatory system must function
well and be strong enough to get the job done. These systems are not limited to consumer
and health products, and must include the regulatory systems surrounding any product
that, when counterfeited, can cause harm. For this to happen regulators must have the
entire mix of authority, regulatory principles, staff, budget and skills ‐‐ and legislators must
provide these. Law enforcement – both traditional and those in regulatory agencies ‐ must
also stand ready and be prepared to do its part. This means adequate budget, staff, legal
authority, such as ex officio, a range of substantive crimes, and the other details noted in the
specific sections of this paper related to each branch of government.
7.2 “Monitor health status” means collect data, monitor and evaluate
“What you don’t measure you don’t change. “
The irony in the policy and attitudinal split regarding counterfeits and health is
that, despite all the evidence of what works to stem the problem, it is still death and
morbidity that leads to changes. Let us hope that we need not remain blind to the need for
useful indicators and we continue to let humans, animals and plants be our canaries in a
coal mine. Rather, let us hope that we can establish useful measures to tell us if what we are
doing is working.
The scope and nature of the counterfeit goods problem is still reported most often in
the popular press, by international NGOs, and specialized agencies such as the WHO, rather
than in national health and other statistical databases. The dollar value and number of
shipments are most closely monitored through seizure data. However, the different
methodologies employed in the collection of these statistics make comparative analyses
difficult or impossible, due to a lack of standardization and uniformity in data. This
difficulty remains even though the number of reports, articles and popular press items has
substantially increased since 2003. Government agencies and organizations have taken
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significant steps in establishing programs, projects and initiatives to combat the problem,
but the data are lacking and no indicators are established, thus making it impossible to
measure effectiveness. In 2011, some data collections tools, such as the US CPSC database,
are just coming into use; 173 some offices to assess and collect data have only begun in 2009
– the WCO office ‐2011 – the UK office; and others, such as the EU Observatory, are yet to
begin. These developments are most encouraging and should be supported and engaged
with as often and as soon as possible.
It is particularly frustrating to report this data gap, since some minor changes to
existing systems could make a big improvement. One change is for the WCO to take the lead
on harmonizing seizure data and set standards for categories, such as the CSCT in use by the
US and EU and other countries. Perhaps the WCO Research Office will take on this task with
the full support of the WCO Secretariat. Another is to amend the ICD to define disease
conditions that reflect exposure to counterfeits. Seven updates since 2003 have added
codes, but none have been added for anything related to a counterfeits.174 Sufficient
funding and attention must be devoted to the matter of data and related activities of
monitoring and evaluation. This is an opportunity to collaborate with non‐IP communities
where relevant expertise can be found, or the IP community should add this expertise to its
cadres.
7.3 Deploy a health communications strategy
Supply and demand
The supply side is typically managed by regulation, law
enforcement and legislation. The other side of the
equation is demand or that of the buyer or consumer.
This demand is managed by behavior change
communications.

Behavior change communications (BCC), or what is referred to in the 2003 report
and in the health field as health communication strategy, has been successfully deployed to
influence people to change personal and even intimate behavior, such as condom use to
prevent HIV transmission or seat belts in cars. Outside the field of health, it is relied upon to
change human behavior to protect beach dunes, animal habitats and more. The science of
BCC, also known as risk communication, has identified steps essential to successful
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behavior change. These are analysis, strategy design, develop, and pretest, implement and
monitor and evaluate. This know‐how can be deployed to reduce demand for counterfeits
and to refine communications from regulators and law enforcement.
The need for BCC is as great now as it was in 2003. Recent studies tell us that public
opinion may be no different today than in 2003. 175 And worse, there seems to be a
widespread public attitude that counterfeiting is a “victimless” crime, and that consumers
do not hesitate to knowingly buy counterfeits for several reasons, the first being cost. 176
Even if consumers are told of the dangers of counterfeits, a recent study on recalled
products and consumer behavior shows that consumers failed to take steps to respond to
recall notices for products they own. Only one‐fifth of US adults were even aware of having
purchased food, medication or another product (excluding automobiles) that was recalled
in the last three years, despite more than 632 injuries and 26 deaths in the US at the end of
fiscal year ending September 30, 2010. While not all recalled products are counterfeit, the
fact that they are dangerous to consumers makes them analogous to counterfeits for this
discussion.
This study shows that many countries have established websites and are attempting
other means of communications to various audiences as noted in Section 5.6. Surely,
significant resources have been spent to design and develop these sites; however it is not so
clear that the science of BCC was applied. A full exploration of BCC is beyond the scope of
this paper but, given its importance, a few comments are made here, and components of the
project training and website resources are devoted to it.
The science of behavior change has learned that change is rarely achieved without
highly tailored and carefully crafted messages, as well as a keen understanding of audiences
and their situations. Some quantitative proof is now available that shows that knowledge
about the potential negative health and safety consequences would have the most impact on
buying decisions, and that a reduced supply of product and the threat of prosecution for
buying an illegal product would also influence behavior.177 The question of what to say to
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audiences is somewhat now understood – but targeted research is needed to pinpoint the
right messaging. Much is now known about the best medium for delivery of information
and who will deliver it. This is important, because most regulators are relying on the
Internet, but many people (particularly in developing countries) do not have access to the
Internet. Even if they do, we know that consumers are most likely to learn of a recall from
traditional news outlets, such as newspapers and the radio, more than any other source.178
One article alone can contain precise guidance on what to do to protect oneself, and detail
the extent to which counterfeit goods have permeated the local marketplace.179 Finally,
there is the matter of who should deliver these messages. Should it be the ministry of
health? A recent study found that victims of harm were the most effective messengers,
followed by medical experts and then police, judges and corporate executives. Thus,
messages by celebrities or action figures, such as Jackie Chan and Arnold Schwarzenegger
(the “Governator”), may not be as effective as they are entertaining. Thus, if the demand
side of the counterfeit equation is to be managed BCC must be deployed by regulators with
the support and collaboration of law enforcement and the legislature.
In closing, it can be said that, if anything, this study demonstrates that the know‐
how to combat counterfeit products of any type ‐‐ and certainly those that can harm
humans, animals and plants ‐‐ is in hand. There is no magical formula; rather, the means are
familiar and within reach. To some extent, the means are so mundane or lacking in
newsworthiness that some of this available know‐how has not yet been implemented. Yet
these are the very actions – policy shifting, data collection, monitoring and evaluation,
capacity building, regulatory infrastructure strengthening and applying fundamental
regulatory principles, keeping law enforcement strong and efficient and calling on the
legislature to authorize whatever is missing – that will lead to a moment when it can be said
that the incidence of harms related to counterfeits have indeed been reduced.
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