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Right to Health Encompasses Right to Access Essential 
Generic Medicines: Challenging the 2008 Anti-
Counterfeit Act in Kenya

Allan Maleche and emma day

Abstract

To what extent has the right to access generic HIV medication been implemented in Kenya 
for the 1.6 million people living with HIV? How does this relate to the right to health under 
international and national law? This paper examines a constitutional challenge brought to 
the High Court of Kenya in 2009 (the “Anti-Counterfeit Case”) against the Anti-Counterfeit 
Act of 2008, which the petitioners, all of whom were living with HIV, argued would affect 
their ability to access affordable and generic antiretroviral medication. They argued that this 
would amount to a violation of their right to life, dignity, and health. This case is particularly 
interesting because the new Kenyan Constitution came into force in 2010, after the case had 
been filed, and specifically provided for the right to health for all of Kenya’s citizens, as well 
as giving direct effect to all international laws ratified by the Kenyan government. This paper 
follows the Anti-Counterfeit Case, which includes amendments filed by the petitioners fol-
lowing the new constitutional changes, the arguments by the different parties in the case, and 
the inappropriateness of counterfeit laws as measures to control substandard and falsified 
medicine. The case has resulted in the suspension of significant parts of the Anti-Counterfeit 
Act that would pose a challenge to parallel importation, and to the court issuing a directive 
that the sections be amended. The judgment is examined in detail, as are the broader impli-
cations of this case for other countries in Eastern Africa.
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Petition 409/2009 (the “Anti-Counterfeit 
Case”), filed in the High Court of Kenya (“the court”) 
on July 8, 2009, speaks to the lives of three brave 
Kenyans who are living openly with HIV. Patricia 
Asero, Maurine Murenga, and Joseph Munyi are all 
adults who have been living with HIV for a period 
ranging from nine to 19 years. Asero has worked as 
a peer support counselor for MSF-Spain and is a 
member of the International Community of Wom-
en Living with HIV/AIDS. She has twice shared her 
testimony on issues of access to treatment at judicial 
dialogues in Johannesburg and Nairobi, in 2009 and 
2013, respectively. Murenga recently founded Lean 
On Me, a community-based  organization  provid-
ing comprehensive care for adolescent girls living 
with HIV. She is also an HIV social worker based 
in Kisumu County, and an ambassador for the Here 
I Am campaign. She filed the petition on behalf of 
her son. Munyi is a member of the National Em-
powerment Network of People Living with HIV/
AIDS and plays an active role in Kajiado Tumaini 
Support Group, a community-based group of peo-
ple living with HIV. 
  	 Asero, Murenga, and Munyi have been on ge-
neric antiretroviral medications (ARVs) for the 
last eight years. They must adhere strictly to their 
treatment program, taking three tablets a day; if 
they fail to take the medications consistently—even 
for a few days—they risk becoming drug-resistant, 
which would then necessitate changing to a more 
expensive drug. The three take first-line ARVs, 
mainly 3TC (Lamivudine), AZT (Zidovudine), and 
NVP (Nevirapine), medicines which have been 
available in the Kenyan market since the passing of 
the Industrial Property Act 2001 (IPA).  The IPA is 
defined as “an Act of Parliament to provide for the 
promotion of inventive and innovative activities, to 
facilitate the acquisition of technology through the 
granting and regulation of patents, utility models, 
technovations and industrial designs, to provide 
for the establishment, powers and functions of the 
Kenya Industrial Property Institute and for pur-

poses incidental thereto and connected therewith.”1 
The cost of treatment with these generic ARVs is 
approximately $20 per month, an amount beyond 
the reach of any of the petitioners, particularly 
Murenga, whose son is on similar treatment.2 The 
cost of treatment with non-generic medicines is 
beyond the reach of all but the wealthiest Kenyans. 
	 The IPA was crucial in making such essential 
medicines available to large numbers of Kenyans 
because it allowed for parallel importation, which 
enables the importation of non-counterfeit drugs 
from other countries, without the permission of 
the intellectual property owner.3 Parallel importa-
tion can result in the availability of much cheaper 
pharmaceuticals in the local market. Parallel im-
portation is defined as the importation of a good 
or service as to which exhaustion of an intellectual 
property right has occurred abroad. The goods and 
services subject to such trade are commonly re-
ferred to as parallel imports. “Parallel importation” 
as interpreted under Kenya’s Industrial Property 
Act differs slightly from the broader usage of “par-
allel importation” as defined above. Under Section 
58(2) of the Kenya industrial Property Act as read 
with rule 37 of the Industrial Property Regulations 
2002, it authorizes the importation of a generic 
version of an on-patent drug (e.g., importation of 
generic lamivudine manufactured by Cipla without 
the authorization of GlaxoSmithKline). This all 
changed in 2008, when Kenya’s Parliament passed 
the Anti-Counterfeit Act (Act No. 13 of 2008).4 This 
Act included essential medicines in the definition 
of “counterfeit” goods, making it an offense to sell 
or purchase such medicines, and allowing the in-
tellectual property owner to ask the commissioner 
to seize and detain all suspected counterfeit goods.5 
This presented a significant threat to parallel impor-
tation, and therefore to the availability of cheaper 
ARVs. 
	 There was strong opposition from civil society as 
the Anti-Counterfeit Act went through parliament, 
and various civil society organizations (CSOs) 
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engaged in advocacy efforts with parliamentarians 
and other key government officials to point out the 
dangers in the Bill’s provisions. The efforts were 
fruitless and the Act passed, eventually leading to 
the filing of the petition.
	 Access to essential medicines is recognized in 
UN General Comment 14 (2000) as an element 
of the right to health.6 However, there is a lack of 
consensus regarding which aspects of the imple-
mentation of this right are the responsibility of the 
State, and which aspects are the direct responsibil-
ity of pharmaceutical companies themselves. The 
2008 Human Rights Guidelines for Pharmaceutical 
Companies in Relation to Access to Medicines, and 
the UN Guiding Principles on Business and Human 
Rights arguably can be applied to pharmaceutical 
companies directly, as well as to States. This debate 
has been analyzed in depth by Moon in her article 
for a 2013 edition of this journal, “Respecting the 
right to access to medicines: Implications of the UN 
guiding principles on business and human rights 
for the pharmaceutical industry.”7  This has implica-
tions for the extent to which States should regulate 
the importation of generic medicines, and for how 
broadly the term “counterfeit” should be defined in 
national law.8

	 Asero, Murenga, and Munyi argued that the Act 
would affect their ability to access affordable and 
essential medicines, including generic medicines. 
This, they argued, would infringe on their rights to 
life, dignity, and the highest attainable standard of 
health as outlined in Articles 26(1), 28, and 43(1)a 
of the Constitution of Kenya 2010.9 The petitioners 
sought the following declarations: 

1.	 that the fundamental right to life, human dig-
nity, and health, as protected and envisaged by 
Articles 26(1), 28, and 43 of the Constitution, 
encompasses access to affordable and essential 
drugs and medicines, including generic drugs 
and medicines;

2.	 that insofar as the Anti-Counterfeit Act 2008 
severely limits access to affordable and essen-
tial drugs and medicines, including generic 
medicines for HIV and AIDS, it infringes on 
the petitioners’ right to life, human dignity, 

and health, guaranteed under Articles 26(1), 
28, and 43 of the Constitution; and 

3.	 that enforcement of the Anti-Counterfeit 
Act 2008, in so far as it affects access to 
affordable and essential drugs and medication, 
particularly generic drugs, is a breach of the 
petitioners’ right to life, human dignity, and 
health, guaranteed under the Constitution. 

The attorney general was sued as the respondent, and 
the chairperson of the Anti-Counterfeit Agency was 
later enjoined. AIDS Law Project Kenya (ALP) and 
the United Nations Special Rapporteur for Health, 
Anand Grover, were enjoined as interested parties.10 
Justice Roselyn Wendoh issued a temporary order 
on April 23, 2010 restraining the enforcement of the 
contentious sections as they relate to the importa-
tion of generic drugs and medication, pending the 
full hearing of the petition.11 The petition was heard 
on January 24, 2012 and judgment delivered on 
April 20, 2012.12

The status of the right to health in Kenya

To understand the context of the Anti-Counterfeit 
Case and the importance of the Constitutional 
process, it is necessary to look at the opportunities 
provided by the Constitution of Kenya 2010. The 
promulgation of the Constitution of Kenya on Au-
gust 27, 2010, was a milestone for the right to health.  
The 2010 Constitution contains a more expansive 
and progressive bill of rights and has made the right 
to health justiciable for all citizens at Article 43(1) 
and for all children at 53(1)c.13  
	 The initial petition was filed in 2009, before the 
new Constitution came into force, and therefore the 
prayers for relief were much more limited. Under 
the old Constitution, people living with HIV had to 
link access to treatment and the right to health with 
the right to life, given the absence of an express pro-
vision on the right to health.14 Until August 2010, 
Kenya was a dualist state, whereby a treaty did not 
become law even after ratification—nor would the 
courts apply it—until and unless parliament passed 
an independent law importing the provisions of 
that treaty. Since August 2010, Article 2(6) of the 
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Constitution makes any ratified treaty or conven-
tion part of Kenyan law. Thus, once the government 
ratifies any treaty, it is law and courts can apply it 
without the need for legislation importing its pro-
visions. This is the monist tradition. It should be 
noted, however, that even such treaty-based law is 
subject to Article 2(4) and is only applicable inso-
far as it does not contravene any provision of the 
Constitution.15 Thus, the provisions of ICESCR, the 
CRC, CEDAW, and the ACHPR, as they relate to 
the right to health, now form part of Kenyan law.16 
The provisions of the Agreement on Trade Related 
Aspects of Intellectual Property Rights (TRIPS) are 
also now directly applicable in Kenya. 
	 Furthermore, access to the courts under the 
Constitution of Kenya 2010 has been fundamentally 
enhanced under Articles 22(3) and 23(2) and (3). 
The articles reduce the privacy of locus standi, which 
was previously used as an excuse to dismiss human 
rights claims. This means that as well as people 
acting in their own interest, more applicants have 
standing to bring a claim, including anyone acting 
on behalf of another person, group, or in the public 
interest. The articles also require formalities to be 
kept to a bare minimum, and allow an avenue for 
concerned organizations, stakeholders, and people 
with certain expertise to appear as “friends of the 
court.”
	 Following these highly significant constitution-
al changes in 2010, the petitioners amended their 
pleadings to include arguments on the right to 
health and reliance on international instruments 
that Kenya had ratified that touched on the right 
to health and access to treatment. The amended 
petition was ground-breaking in advocating for the 
right to health in Kenya, and led other key stake-
holders to enjoin as interested parties in the case. 
Their expert affidavits and submissions guided the 
court in making its decision.

Arguments advanced by the parties

To support their claim of the unconstitutionality of 
sections 2, 32, and 34, the petitioners and the friends 
of the court advanced three major arguments against 
the provisions of the Anti-Counterfeit Act. The first 

argument was that the term “counterfeit,” as provid-
ed for in Section 2(d) of the Anti-Counterfeit Act, 
was too broad and vague, as it encompassed generic 
medicines produced in Kenya and elsewhere. The 
Act states that “counterfeiting” means taking cer-
tain actions without the authority of the owner of 
the intellectual property right subsisting in Kenya 
or elsewhere in respect of protected goods. “Coun-
terfeit goods” means goods that are the result of 
counterfeiting by any means.17 This vague definition 
did not explicitly exclude medications and generic 
drugs, and did not recognize the positive steps that 
government had taken through the Industrial Prop-
erty Act (2001) and the HIV & AIDS Prevention 
and Control Act (2006) to ensure access to generic 
medicines, including ARVs.18 The petitioners fur-
ther argued that the definition in the Kenyan Act 
went beyond the requirements provided for under 
Article 51 of the TRIPS agreement, which limits the 
use of the term “counterfeiting” to trademarked 
goods.19 The definition of the term “anti-counter-
feiting” has been debated extensively, with no clear 
consensus on the acceptable definition. In the 
Anti-Counterfeit Case, the court agreed with the 
petitioners’ arguments. A recent discussion paper 
from the UNDP entitled “Anti-Counterfeit Laws 
and Public Health: What to Look Out For” provides 
guiding principles to be taken into account when 
defining the term.20 This issue has become extreme-
ly contentious, even within the WHO, where the 
term “spurious/falsely labelled/falsified/counterfeit” 
(SFFC) is used to capture all interpretations. As Clift 
explains in his detailed analysis of this debate for 
Chatham House, the term has a specific meaning in 
the field of intellectual property: a willful violation 
of trademark.21 The term is used more broadly in 
health to encompass medicines that have a falsified 
source or identity, but may not have breached any 
intellectual property laws. This includes substan-
dard medicines, which may be in breach of quality 
control regulations but not necessarily in breach of 
any trademark rules. 
	 The second key argument centered on the fact 
that the application of the three controversial sec-
tions of the Anti-Counterfeit Act would result in 
a violation of the rights to life, human dignity, and 
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health, as enshrined in the Constitution of Kenya 
2010 and in international instruments ratified 
in line with Article 2(6) of the Constitution. The 
consequent inclusion of generic medicines in the 
definition of counterfeits would limit access to the 
lifelong generic ARVs used by the petitioners, since 
such generics could be seized within Kenya or in 
foreign ports. This, the petitioners argued, would 
severely limit their access to generic ARVs, without 
which they would not be able to enjoy the right to 
life, human dignity and health, or any other right 
enshrined in the Constitution of Kenya 2010. The 
Court agreed, observing: 	

In my view, the definition of ‘counterfeit’ in sec-
tion 2 of the Act is likely to be read as including 
generic medication. I would therefore agree with 
the Amicus that the definition ‘would encompass 
generic medicines produced in Kenya and else-
where and thus is likely to adversely affect the 
manufacture, sale, and distribution of generic 
equivalents of patented drugs. This would affect 
the availability of the generic drugs and thus pose 
a real threat to the petitioners’ right to life, digni-
ty, and health under the Constitution.

	
The third argument concerned the use of intellec-
tual property rights laws to control sub-standard 
medicines. The petitioners argued that they were 
not opposed to the fight against counterfeit medi-
cines, but to the use of intellectual property rights 
laws to deal with issues of substandard and falsified 
medicine. They cited the provisions of Sections 32 
and 34 of the Anti-Counterfeit Act, which they ar-
gued were drafted in a manner that would safeguard 
the rights of individual intellectual property owners. 
They pointed out to the court that Section 34 gives 
powers to the police to impound goods considered 
to be counterfeit upon the suspicion of an owner of 
intellectual property rights anywhere in the world. 
They also cited incidences in the Netherlands where 
generic medicines suspected to be counterfeits were 
seized.22 The court, while agreeing with the argu-
ments advanced by the petitioner, stated: 

	
Clearly, as the above provisions show, the tenor 

and object of the Act is to protect the intellectual 
property rights of individuals. This explains the 
rights granted to the intellectual property holder 
to complain about suspected violation of Intellec-
tual property rights through trade in counterfeit 
goods, and the powers granted to the Commis-
sioner appointed under Section 13(1) of the Kenya 
Revenue Authority Act to seize suspected goods 
upon the complaint of a patent holder. Had the 
primary intention been to safeguard consumers 
from counterfeit medicine, then the Act should 
have laid greater emphasis on standards and 
quality. The Anti-Counterfeit Act has, in my view, 
prioritised enforcement of intellectual property 
rights in dealing with the problem of counterfeit 
medicine. It has not taken an approach focused 
on quality and standards which would achieve 
what the respondents have submitted is the 
purpose behind the Act: the protection of the pe-
titioners in particular and the general public from 
substandard medicine. Protection of consumers 
may have been a collateral issue in the minds of 
the drafters of the Act. This is why for instance; 
the rights of consumers of generic medicine are 
alluded to in the proviso to Section 2 of the Act. 

	
The practice of using anti-counterfeit laws to con-
trol standards of medicines was also addressed in 
the aforementioned UNDP paper, in which the au-
thors concluded that the use of anti-counterfeit laws 
as a policy measure for curtailing the spread of sub-
standard and falsified medicines is inappropriate. 
This observation and recommendation was shared 
by the findings of the Global Commission on HIV 
and the Law in their 2012 report Risks, Rights and 
Health.23 
 	 The arguments advanced by the respondents, 
which the court found weak and non-persuasive, 
included: i) the definition of counterfeits at Section 2 
was the same as the WHO definition, and given that 
neither refers to generic medicines, the definition 
was clear and specific, and would not give rise to 
any ambiguities; ii) there was no need to specifi-
cally exempt generic drugs from the definition of 
counterfeits, and doing so would amount to making 
excessive demands of the Anti-Counterfeit Act, 
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because the proviso at Section 2(d) was sufficient 
to exclude generic medicines; iii) the intention of 
the Anti-Counterfeit Act was to protect the public 
from the harm of using counterfeit goods, and extra 
measures needed to be taken into account to ensure 
that medicines in the market meet the required 
standard.24 The risk for substandard drugs was 
much higher for those who were using ARVs and 
hence the need to protect their rights through the 
enactment of the anti-counterfeit law. 
	 The court, in its findings, observed that the right 
to life, dignity, and health of the petitioner must take 
precedence over the rights of the patent holder.25 The 
court further observed that even though intellectual 
property rights needed to be protected, where the 
enforcement of such rights would jeopardize the 
fundamental human rights of others, intellectual 
property rights should give way to the fundamental 
human rights. In doing so, the court made refer-
ence to the provisions of paragraph 35 of General 
Comment No. 3 of CESCR.26 In its final decision, 
the court found that implementation of the three 
sections of the Anti-Counterfeit Act threatened to 
violate the right to life, dignity, and health of the 
three petitioners, and granted the declarations as 
sought. They further ordered the State to reconsider 
the provisions of Section 2 of the Act alongside the 
existing Constitutional obligations. 

Conclusion

This landmark decision has since facilitated ac-
cess to generic medicine for more than 430,000 
people living with HIV in Kenya who are now in 
treatment.27 The decision has also had implications 
beyond Kenya, particularly in Uganda, where civil 
society has used it to influence Uganda’s parliament 
to order revision of the then-Anti-Counterfeit Bill 
2010, which had provisions that would have affect-
ed access to generic medicines.28 The new draft bill, 
which is approved by the cabinet and will soon be 
tabled for discussion in parliament, omitted the in-
clusion of generic medicines as counterfeits.29

	 At the time of writing, an amendment bill to 
the Anti-Counterfeit Act has been tabled be-
fore the National Assembly.30 The most relevant 

amendment proposed is to Section 2 of the 2008 
Act, which currently defines “counterfeiting” as 
“taking the [below enumerated] actions without 
the authority of the owner of intellectual property 
rights subsisting in Kenya or elsewhere in respect of 
protected goods…”[emphasis added]. One of the 
amendments proposes the deletion of the words 
“or elsewhere,” which is a positive development 
because it will effectively stop Kenya from being 
required to police issues arising in other jurisdic-
tions. However, the proposed amendment seems 
to have missed the opportunity to implement the 
judgment that challenged this legislation, and in-
stead focuses largely on further strengthening of 
enforcement through introducing a board and a 
coordination/advisory committee. The real concern 
is that some amendments that Kenyan civil society 
organizations have been pushing for have not yet 
been achieved. These include limiting the scope of 
the definition of a counterfeit good to counterfeit 
trademarks and pirated copyright goods, as defined 
in Article 51 of TRIPS. The restriction of criminal 
liability on wilful trademark or copyright piracy on 
a commercial scale, as captured in Article 61 of the 
TRIPs agreement, is another element that has not 
been considered.31 
	 At a regional level, the Draft East Africa Com-
munity Anti-Counterfeiting Bill and Policy, which 
are yet to be passed as of August 2014, contain broad 
provisions that define generic medicines as counter-
feits.32 They also attempt to control the importation 
of substandard and falsified medicines using intel-
lectual property law, in a similar way to the Kenyan 
Anti-Counterfeit Act. Efforts are still under way to 
ensure that these provisions are removed. The fact 
remains that anti-counterfeit laws are an inappro-
priate measure to control the spread of substandard 
and falsified medicines. Efforts should instead be 
placed on building the regulatory capacity of the 
Pharmacy and Poison Board, in the case of Kenya 
and other National Drug Authorities in East Africa, 
by ensuring they have sufficient human and finan-
cial resources. This will enable them to take the 
necessary expedited action against the proliferation 
of unsafe medicines and to set standards that must 
be adhered to by all stakeholders. Countries that 
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are still eligible to use TRIPS flexibilities should 
make maximum use of them, including using par-
allel importation and not granting pharmaceutical 
patents. Countries such as Kenya should ensure 
they do not enact laws that prescribe for more than 
TRIPS requires. The enactment and enforcement of 
consumer protection laws is an additional measure 
that can help control the spread of substandard and 
falsified medicines.
	 A recent case involving falsified ARVs in the sup-
plies of Médècins Sans Frontieres (MSF) in Kenya 
highlights the distinct difference between falsified 
and substandard medicines.33 Falsified medicines 
may be fraudulently mislabelled, as was the case in 
the MSF batch of drugs in Kenya, and lack quality 
assurance as to their identity where the source has 
been fraudulently altered. In contrast, substandard 
medicines are legally registered, yet do not meet the 
prescribed standards set for them in law, meaning 
they could contain an incorrect dose, or could be 
contaminated by other ingredients. Cohn et al, in 
their analysis of the MSF incident, found that even 
though provisions in the 2008 Anti-Counterfeit Act 
were suspended at the time due to the court deci-
sions described above, there were sufficient laws 
and regulations in Kenya to address the problems of 
falsified medicines, but in fact the greatest challenge 
in practice was in appropriate execution of these 
laws.34 The authors also note that the danger of the 
2008 Act was that its focus on intellectual property 
does not make a significant distinction between 
falsified medications and quality-assured generic 
medications.35

	 The Kenyan decision in the Anti-Counterfeit 
Case demonstrates that strategic litigation can be 
used to ensure that access to the right to health is 
realized. In order to succeed in these kind of cases, 
it is important to have a clear case strategy from the 
outset, and to seek partnerships with people or or-
ganizations who possess relevant expertise to enjoin 
in the case, as this will help to ensure that the court 
has all the relevant decisions to make an informed 
judgment. We are of the view that this case will pro-
vide a pivotal reference point during deliberations 
on the development of laws and policies relating to 
anti-counterfeit goods at the East African regional 

level, and at the national level of each member state 
in East Africa which intends to pass laws similar to 
the Kenyan one. 
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