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Acronyms and
abbreviations

AIDS — Acquired Immune Deficiency Syndrome

APIs — active pharmaceutical ingredients

ARIPO - African Regional Intellectual Property Office

ARVs — anti-retrovirals

CHAM — Christian Health Association of Malawi

CMS - Central Medical Stores

DFID — Department for International Development

FDC — fixed-dose combination (primarily in the context of ARV triple therapy)
FPPs — finished pharmaceutical products

GFTAM (or Global Fund) — Global Fund to Fight Tuberculosis, AIDS and Malaria
GMP — good manufacturing practices

HIV — Human Immunodeficiency Virus

IPRs — intellectual property rights

MSF — Médecins sans Frontiéres

NGOs — non-governmental organisations

TRIPs — Uruguay Round Agreement on Trade Related Aspects of Intellectual Property
Rights

UNICEF — United Nations’ Children’s Fund

WB - World Bank

WHO - World Health Organisation

WTO — World Trade Organisation
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Executive Summary

Malawi is a least developed country with poor socio-economic indicators, particularly in
public health. It has a limited pharmaceutical manufacturing base and thus depends
significantly upon the importation of products from foreign-based manufacturers. In the
case of relatively newer medicines, some of which are covered by intellectual property
rights, Malawi must import from brand name manufacturers. Where a patent bar does
not exist, Malawi relies on manufacturers based in India and, to some extent, in China
and South Africa. With respect to anti-retrovirals, Malawi’'s HIV/AIDS treatment
programme, funded by the Global Fund, relies almost exclusively on fixed-dose
combinations generics imported from India. This reliance is potentially problematic
because some of the component medicines are still patent protected in Malawi.

Malawi’'s patent legislation must become generally compliant with the Uruguay Round
Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPs) by January
2006, but this will require a comprehensive review to meet this deadline. With respect to
medicines, Malawi has some flexibility to extend its date of compliance until 2016 under
paragraph 7 of the Doha Declaration and under subsequent action by the World Trade
Organisation General Council. This extension does not obviate the need for prospective
domestic legislative reform to take advantage of existing TRIPs flexibilities, including the
extended ftransition period. Moreover, given Malawi’s current system for granting
pharmaceutical patents, the right to extend the transition period re medicines will not
necessarily suspend the effect of previously granted patents. Thus, provision will need
to be made for granting compulsory licences and/or authorising government use with
respect to existing on-patent medicines. In addition, Malawi’'s underlying patent
legislation reflects few of the available TRIPs public health safeguards with the
exception of some provision for compulsory licences and government use. However,
even where these are available, there is little, or no, capacity to implement them and
thus no experience in their use.

In sum, there is minimal awareness of the approaching 2005 and 2006 deadlines and,
where awareness does exist, almost no knowledge of the technical details at issue.
Malawi’'s current efforts to regularise its intellectual property rights affecting access to
medicines are ad hoc, problematic and reflect a limited technical capacity.
Nonetheless, the apparent political will to revise the Malawian Patents Act and make
best efforts to ensure maximum access to medicines should be capitalised upon and key
ministries and institutions, particularly the Ministries of Health and Commerce and the
Patents Office, should be supported in their access to medicines-related and broader
TRIPs-related initiatives. However, this intellectual property reform will not be possible
without the assistance of development partners in increasing the availability of specialist
skills on issues such as intellectual property law and international drug procurement and
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Executive Summary

further assistance in facilitating the thorough review of legislation and associated
policies.
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Introduction

1.1 Political Context

Malawi was ruled by Britain from 1891 to 1964, attaining its independence on 6 July
1964. After independence, Malawi slid into a one party dictatorship with a President for
Life.* This state of affairs lasted for almost 30 years until 1993 when Malawi changed
from a single party to a multiparty system of government. The political transition was
legally marked by a new Constitution, which became completely effective in 1995.°

The Constitution prescribes two sets of fundamental principles that were designed to
guide the interpretation of other Constitutional provisions and to inform subsequent
legislation, policy initiatives, and executive action. The first set of principles is
constitutional and the second governs national policy. With respect to health, the
principles affecting national policy impose an obligation on government:

...to actively promote the welfare of the people of Malawi by progressively
adopting laws and policies aimed, inter alia, at providing adequate health care
commensurate with the health needs of the Malawian society and international
standards of health care.®

Section 30 provides for the right to development and obliges the state to take all
necessary measures to provide equality of opportunity for all in their access to basic
health services.” “Access” includes physical access and economic access. One of the
core minimum obligations of the state towards this end is the provision of essential drugs
to its people.®

Among the major obstacles to the provision of some newer essential medicines in
Malawi and in other developing countries is the enforcement of intellectual property
rights.® This is due to the fact that patent protection, in the short run, effectively confers
upon the patent holder a monopoly over the manufacture, sale and importation of the
patented drug. In Malawi, the Patents Act grants the holder of a patent full power, sole
privilege and authority, during the term of a patent, to make, use, exercise and vend an
invention within Malawi in such a manner as he deems fit. The holder also has a right to
enjoy the whole profit and advantage accruing by reason of the invention during the term
of the patent.” The effect of this exclusivity is to reduce competition and increase market
prices meaning that patented drugs are often not registered, or sometimes even
physically available, in poor countries or are sold at prices that are unaffordable to the
majority of Malawians. As a result, poor people do not have access to treatment for
many diseases or are vulnerable to fake products of suspect quality.”

8 DFID Health Systems Resource Centre 2004



Introduction

Anti-retroviral drugs for the treatment for HIV/AIDS have been the focus of the debate
over intellectual property rights and access to medicines both in Malawi and elsewhere.
They are relatively new inventions, and many are protected under the patent laws of
Malawi and other developing countries, thereby limiting access to life-saving treatment
for millions of mostly poor Africans. There are other diseases for which the prohibitive
cost of medicines denies people the right to safe and affordable medicines,™ including
malaria, meningitis, tuberculosis, and other opportunistic infections.” According to the
World Health Organisation (WHO), most patented drugs are sold at 20—-100 times the
marginal cost." Consequently, patents pose a serious challenge for developing and
least developed countries in accessing essential medicines.

Any country seeking to provide adequate health care for its citizens needs to carefully
revisit its intellectual property laws in the light of the current global developments. Itis in
this context that we consider the extent to which the government’s legislative and policy
programme has furthered access to essential medicines in Malawi and, in particular, has
taken advantage of the flexibilities under the TRIPs agreement.

1.2 Socio-economic Context

Malawi remains one of the poorest countries in the world, with a per capita GNP of US$
210 (1999 estimate)."” The last population and housing census indicates that Malawi has
a population of 9.9 million'™ with an annual growth rate of 2% per year.” 11% of the
population lives in the major urban areas, the rest is rural based. Malawi is a landlocked
country and has a narrow economic base with no significant mineral resources and high
costs of external trade.’” Consequently, it is heavily dependent on donor support.

Approximately 50% of Malawi’s population is below the age of 15 years, thus presenting
a huge dependency burden.” Over 60% of Malawians live below the absolute poverty
line.”® Literacy in Malawi is extremely low. According to the 1998 population census
results, 58% were basically able to read and write in a particular language. Literacy rates
among males and females stood at 64% and 51% respectively.” Up to 80% of rural
women can neither read nor write.?

Since the formulation of the first National Health Plan in 1964, and subsequent plans in
1973 and 1986, Malawi has made some impressive strides in the health sector.”® The
number of health units the government put in place and the immunisation coverage on
communicable diseases evidences this expanded commitment. Despite these
improvements to health care delivery, the health status of the population remains
relatively poor. This is due to a lack of financial and human resources, reduced donor
support, increased demand for health services, the resurgence of diseases such as TB
and malaria, and the escalation of the AIDS pandemic.

Among the major challenges is the consistent shortage of essential drugs and medical
supplies at service delivery points. This is partly because of the chronic under funding
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of the health sector. Health expenditure as a percentage of GNP in Malawi is among the
lowest in Sub-Saharan Africa.** Problems are often compounded by mismanagement,
pilferage, and less than efficient drug procurement and distribution procedures.

Health indicators are amongst the worst in the world and have shown little improvement
in recent years:*

Year Kenya Malawi Zambia

Life expectancy at birth (years) 2002 50.9 40.2 39.7
Maternal mortality rate (per 100,000 live births) 2000 1,000 1,800 750
Under 5 mortality rate (per 1,000 live births) 2000 113 197 185
Infant mortality rate (per 1,000 live births) 2000 79 117 111

Source: WHO (2004).”

The Malawi social indicators survey of 1995 showed that approximately 70% of in-
patients deaths in Malawian health institutions are due to malnutrition, pneumonia,
anaemia, malaria, AIDS-related diseases and tuberculosis.

Much of the gains in terms of life expectancy expected from expanded access to health
care services appear to have been eroded by the impact of HIV/AIDS.?® According to the
National AIDS Commission, the analysis of results from sentinel surveillance collected
in 2003 indicates that HIV prevalence among all adults is 12—17%,* which implies that
some 700,000 to 1,000,000 Malawians are infected. This epidemic has mainly affected
the most productive age group in that approximately 75 % of AIDS cases are found
between ages of 20 and 40.* Considering that this is the most economically active
segment of the population, deaths in this age group impose a significant economic
burden.®” HIV/AIDS also accounts for over 40% of the in-patient admissions, placing
major burdens on health care services and on limited health budgets.** AIDS has tripled
the number of adult deaths to nearly 80,000 a year.** Apart from the resulting decline in
life expectancy, HIV/AIDS has adversely affected the national economy.

The other commonly reported cause of morbidity in both adults and children is malaria.
Resistance to commonly used anti-malarial drugs is increasing.** Studies indicate that
the sulfadoxine-pyrimethamine parasitological failure rate is about 25% and that the
overall treatment failure rate has increased from 5% in 1991 to a national average of
13%. The above indicators depict the enormous public health problems facing the health
sector.*

These problems are aggravated by the fact that the majority of people cannot afford to
pay for quality care and that free health services are not adequately resourced.* This is

10 DFID Health Systems Resource Centre 2004



Introduction

especially so in the area of drugs. For instance, despite the remarkable therapeutic
effect of anti-retrovirals (ARVs) in developed countries, the vast majority of HIV infected
people in Malawi do not have access to ARVs.”

Additional factors contributing to lack of access to medicines in Malawi include
inadequate capacity to administer and monitor complex and potentially toxic drugs,
including laboratory testing, patient follow-up and treatment of drug side-effects.* The
relatively high cost of drugs, most of which are imported, in the context of a stagnant
economy and increased public awareness of the existence of these drugs has resulted
in a situation where a substantial amount of the health budget has been devoted to the
acquisition of drugs.

Considering that access to medicine is an essential element of an effective response to
pandemics, the Malawi government has devised strategies to ensure the availability and
accessibility of essential drugs.* More specifically the government intends to negotiate
for reduced prices to enable poor people to afford essential medicines, including ARVs.*
In some cases, action has already been taken to reduce the cost of drugs or to provide
them free of charge.*

DFID Health Systems Resource Centre 2004 11



2 Sources of Supply

The providers of formal health care services in Malawi can generally be classified into
two, namely public and private. The public health sector comprises the Ministries of
Health and Population, Local Government, Education and Agriculture; and the armed
forces,** police and prisons.”® Private health care providers can be classified into three.
The first one is the non-profit category within which fall the Christian Health Association
of Malawi (CHAM).* The second category includes profit making private practitioners
and hospitals. The last category is of traditional healers and traditional birth attendants.*
The Ministry of Health and Population provides about 60% of the total national health
care services; CHAM and non-governmental organisations (NGOs) 37%; the army and
the police 2%; and the Ministry of Local Government 1%.

The Ministry of Health and Population regulates hospitals. It sources its funding from the
Ministry of Finance (primarily from internal revenue and donors).”” CHAM receives
annual financial support from the Ministry of Health and Population, primarily in terms of
payment of staff salaries.® It also gets its funding from a variety of local and foreign
sources. For instance, CHAM implements user fees for a wide range of its health
services* and also gets revenue from drug sales.

The above health service providers procure essential medicines from both similar and
varying® sources in both developed and developing countries depending on their
internal procurement policies, government procurement regulations, individual
institutional needs, and availability. Policies set by funding agencies also determine the
sources of essential medicines. In terms of volume, the majority of drugs consumed in
Malawi’s public and private sectors appear to be sourced from generic manufacturers in
the developing world.*'

The Ministry of Health and Population centrally procures medicines for all government
hospitals through the Central Medical Stores (CMS). CMS stores and distributes the
bulk of drugs and supplies used in the health system. The sources of essential
medicines for public hospitals are varied and depend on the type of drug to be procured.
Nonetheless, pharmaceutical industries based in developing countries, such as India,
have been a valuable source of essential medicines supplied to public hospitals in
Malawi.”* The major procurement agent for government for ARVs and other drugs under
the Global Fund is UNICEF.*®* The Government also procures drugs through local
suppliers like Pharmavet, Pharmachemie and YB Enterprises, who have links with
Indian pharmaceutical companies such as CIPLA and Ranbaxy.*® The Government
used to procure brand-name drugs® but is gradually giving preference to generics, so
long as they are pre-qualified by WHO and are registered by the Pharmacies, Medicines
and Poisons Board. This growing preference for generics has substantially increased
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the affordability of the drugs.*®* Domestic generic manufacturers also supply the Ministry
of Health albeit on a small scale. The Public Procurement Act seems to reflect deliberate
government policy to encourage domestic manufacturers/suppliers to supply goods to
the government. Section 31(17) of the Act stipulates that “in the evaluation of tenders, a
procuring entity may apply the margin of price preference in favour of domestic bidders.”

Mission hospitals and NGOs are not bound by the government procurement regulations.
CHAM procures its essential drugs mainly through the International Dispensary
Association (IDA)* and the CMS.*®* Some drugs, however, are sourced from local
pharmacies.® In terms of ARVs, the preference of mission hospitals has been generics
supplied by manufacturers in India. However, whether a mission hospital procures
branded drugs or generics is dependent on need, conditions set by funding agencies,
and availability. NGOs either procure from local suppliers like Pharmachemie,
Chemicals and Marketing and Pharmavet, or import directly. Medecins Sans Frontieres
(Luxembourg) (MSF), for example, sources about 90% of its drugs from Europe and has
been very restrictive in buying medicines from the developing world.®*® There are
however specific medicines for which MSF has a different policy. These include malaria
drugs, ARVs®' and drugs for the treatment of opportunistic infections. When it comes to
these drugs MSF’s policy is to promote the use of FDCs produced generically.®> These
are primarily imported from India through local suppliers.®

Unlike public and mission hospitals, private hospitals procure medicines as individual
institutions. This means that they usually hold small stocks of drugs. Because private
hospitals are profit-making entities, they do not engage in sourcing for essential
medicines directly from manufacturers partly for efficiency and human resource reasons
and partly because of their policy of concentrating on their core business — treatment.
Private hospitals normally go through local suppliers who have links with pharmaceutical
industries in developed® and developing countries. These suppliers include Indian and
Chinese generic manufacturers.

It should be noted, however, that local private-sector importers import in response to the
wishes of their customers. Private sector customers who are price conscious generally
opt for generics from the developing world, whereas those who are more affluent and
quality conscious frequently opt for brand name medicines. Consequently, on-patent
drugs produced by proprietary manufacturers in the developed world are also part of
their stock. Most of the drugs sold by Chemicals and Marketing Company Ltd., for
example, come from Western brand manufacturers. In terms of volume, Pharmachemie
imports more from Indian companies, but in terms of value the amount of money spent
on importing generics is more or less equivalent to the sum spent on brand products
from the West. Pharmavet also imports most of its drugs from India.

The level of supply to the private sector from local manufacturers is quite low. This is
partly because these manufacturers produce a limited range of drugs on a very small
scale.

DFID Health Systems Resource Centre 2004 13
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2.1 Domestic Supply

As a least developed country, Malawi is deemed not to have a sophisticated
pharmaceutical industry, has no innovative capabilities, and can only manufacture a
small array of finished products from imported ingredients and/or repackage finished
products. The pharmaceutical manufacturing industry is characterised by a small
number of registered pharmaceutical manufacturers. Only four pharmaceutical
companies are actively engaged in the manufacture of a limited range of drugs,
particularly those that are in great demand on the local market.®® These are Pharmanova
Ltd. and its sister company SADM, Malawi Pharmacies (Pharmaceuticals Limited)® and
Kentam Pharmacies®. These manufacturers primarily target the domestic market and
they manufacture what the domestic market can absorb. Owing to the small size of the
domestic market, they have low production capacity.®®

Research and development in the pharmaceutical manufacturing sector is limited to
manufacturing processes rather than in primary research on innovative pharmaceutical
products. According to some manufacturers it is even cheaper to import certain drugs
than to invest in research and technology, considering the size of the market. Most of
these manufacturers have small research departments that mainly concentrate on the
reformulation of simple proven elements. These companies have no capacity to invest
in primary research partly due to the huge infrastructure investment required compared
to the small and impoverished domestic market. Malawi therefore does not have the
capacity to make most essential drugs, including ARVs, unless it deliberately develops
that capacity.

Production costs for domestic producers are generally high due to the non-availability of
locally produced primary, secondary and tertiary ingredients. Thus, almost all active
pharmaceutical ingredients (APIs) are imported from India and China. Even though no
duty is payable on APls, surtax is payable subject to refund. Unfortunately, the process
of claiming refunds from the Malawi Revenue Authority is unduly long with the result that
money which would have been usefully invested in drug manufacturing is tied up with
the revenue authority. The cost of electricity, the only source of industrial energy, is also
high. Additionally, electricity supply is very erratic in Malawi due to frequent power cuts.
As a landlocked country, the cost of transport remains a serious constraint to industrial
development with over 40% of Malawi’s total importation bill attributable to
transportation costs. The high cost of telecommunications is also a factor. Consequently,
generic pharmaceutical products manufactured in Malawi are generally more expensive
than those imported from elsewhere, for example from India.®

“Lack of a guaranteed market™ is also a factor. Government tenders are not predictable
and when available the orders are in small volumes. Local manufacturers are, therefore,
reluctant to make major investments in materials and research in the absence of a ready
market. Also the small number of private medical institutions does not warrant major
investments in drug manufacturing. Related to this is the fact that none of the local
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generic manufacturers are on the World Health Organisation (WHO) pre-qualified list of
suppliers. Thus even with Malawi being a beneficiary of the Global Fund to Fight
Tuberculosis, Malaria and AIDS (GFTAM) and World Bank (WB) programmes, the
Ministry of Health and Population cannot source drugs for treatment of these diseases
from the local generic manufacturers using funds from these multilateral programmes.

As a source of supply of essential medicines, local production has a limited effect on
availability and a negative impact on affordability. With regard to availability, the fact that
most of the essential medicines have to be imported means that even in the event of the
relatively frequent shortages from foreign sources local industries are not a factor in
ameliorating the shortage. The impact on affordability is easier to discern — the lack of
capacity to manufacture pharmaceutical ingredients and high production costs
negatively impact on price.

2.2 International Supply

In general terms, the international supply of essential medicines into Malawi can be
classified into two: as a source of supply of APIs for the generic manufacturers, and
secondly as a source of finished pharmaceutical products (FPPs), whether branded or
generics. As stated earlier, APIs are not locally available. Thus, all pharmaceutical
generic manufacturers in Malawi rely on outside sources, mostly from India and China.
This ultimately has a cost and price effect on the generic FPPs manufactured locally
because they must compete for a smaller market share against a more technologically
advanced and efficiently scaled set of competitors.

International supply of FPPs is the main source of supply of essential medicines in
Malawi. As a source of supply, its effect is felt often, either price-wise or when shortages
occur. The price at the market for imported FPPs is based on several factors including
cost, insurance and freight (C.I.F.), taxes and duties” paid at the point of entry,
distribution, and storage costs related to importation. This problem is compounded by
the fact that Malawi is a landlocked country. As a result, the affordability of essential
medicines is greatly affected.

Shortages of essential medicines, particularly ARVs, occur often, particularly in
government hospitals. For example, on 14 April 2004, local newspapers reported that
the biggest referral hospital in the country had run out of ARVs and the hospital
administrator was quoted as saying the money allocated for ARVs was not sufficient to
meet the growing demand.”? For HIV/AIDS patients, constant availability of ARVs is
central to ARV therapy treatment, primarily because resistance to particular courses of
drugs can develop quickly in the absence of consistent treatment.

DFID Health Systems Resource Centre 2004 15



3 Existing Legislation

Malawi is a founding member of WTO and thus agreed to be bound by its various
agreements, including TRIPs, in 1995. Malawi is also party to a number of other
international treaties, agreements and conventions. Of these, its membership of the
World Intellectual Property Organisation (WIPQO) is perhaps the most relevant, with
Malawi having ratified both the Paris Convention for the Protection of Industrial Property
(1883) and the Patent Co-operation Treaty (1970). However, Section 211 of the
Malawian Constitution provides that:

...any international agreement entered into after the commencement of the
Constitution shall form part of the law of the Republic if so provided by or under
an Act of Parliament.

This means that Malawi does not recognise the self-execution of international
agreements and thus any obligations are only domestically enforceable to the extent
that they are recognised by national legislation.

The following section of this paper examines several elements of national legislation in
terms of their relevance to access to medicines. First, it considers a number of sections
of the Patents Act,” one of the three elements™ of Malawi’s industrial property” regime,
which was first established by the colonial authorities in 1958.7 The section closes by
considering the impacts of procurement and competition legislation.

3.1 TRIPs Compliance

Malawian patent law is contained in its Patent’'s Act. Malawi was formerly a member of
the federation of Rhodesia and Nyasaland and its patent legislation is based on the old
Federation Patents Act. The Patents Act provides for a nationally independent system of
patent protection and establishes the Patents Office, which falls under the umbrella of
the Registrar General and is responsible for the registration of patents.” The Patents Act
substantially predates TRIPs and, to date, there has been no deliberate attempt to make
it TRIPs compliant. The Act has been subject to minor amendments, primarily to bring it
in line with the African Regional Intellectual Property Office (ARIPO) agreement (see
section 3.11, below).

Malawi is a least developed country and, as such, is due to comply with the general
provisions of TRIPs by 1 January 2006 pursuant to TRIPs Article 66.1.”® However, as
discussed further below, Malawi has flexibility under recent WTO decisions to reverse its
legislation and delay the granting of pharmaceutical product patents until 2016.7
Regardless of these potential flexibilities, the discussion here focuses on the existing
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binding provisions of the Patents Act (1992),*° which are far from compliant with the
provisions of TRIPs. As detailed below, there are numerous incompatible provisions in the
Malawian legislation, ranging from broad issues, such as the term of patents granted,®' to
more specific questions such as ordre publique and morality exceptions to patentability.®
The National Science and Technology Policy recognises the need to review the existing
Patents Act and other related laws to bring them into compliance with the TRIPs
agreement and to make them consistent with international practice.®* However, this study
is not intended to address the general question of Malawi’s forthcoming obligation to
become TRIPs compliant and thus does not provide any form of comprehensive analysis
in this area.* The study focuses on issues of relevance to access to medicines and notes
where provisions of the Malawian legislation vary from the standards provided for under
TRIPs and, in particular, where it fails to take advantage of TRIPs flexibilities.

In this latter regard, Malawi’s legislation does not take advantage of key flexibilities
available under TRIPs or the subsequent Doha Declaration or the August 30 Paragraph
6 Implementation Agreement,® although it does have some potential flexibilities built in.
In fact, in relation to access to medicines, Malawi’s entire patent regime can be
described as TRIPs—plus because it prematurely provides patent protections for
medicines.®* Nonetheless, on the plus side, some of its provisions could be exploited to
promote access to medicines.

There is some evidence of limited technical assistance to public agencies in relation to
intellectual property rights and access to medicines issues.®” However, this appears to
have been almost exclusively focused on Global Fund proposals® and has not
considered the broader picture. Civil society, and other non-profit, organisations have
established some links with groups active in other countries and access information and
ideas through these relationships. However, these relationships have yet to develop to
a point that they are able to provide anything that might be described as technical
assistance to public agencies.*

If Malawi intends to fulfil its general TRIPs obligations by, or soon after, 2006 and if it
intends to amend its patent scheme to make maximum use of TRIPs flexibilities for
ensuring access to medicines, it will need at least some level of technical assistance
from local, regional and international sources.® To effectively inform government policy,
access to expertise from other fields also will be needed. In particular, assistance in
assessing local manufacturing and international procurement options could be critical.
Finally, underlying any efforts at technical assistance there will need to be a programme
of awareness-raising, as very few public agencies or officers are currently aware® of the
interactions between intellectual property rights and access to medicines.
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3.2 Exclusions from Patentability

e Potentially allows for over-broad exclusions, one of which, on the face of it, violates
TRIPs 27.2

® Probably prohibits new formulation and process patents

e May prohibit new use patents, but unlikely

e May prohibit FDC patents

The provisions of the Patents Act relating to patentability are simple and potentially very
broad. There are two elements of Section 18, “Refusal of application in certain cases”,
which are of potential relevance to the question of access to medicines. The first is
subsection 18.1(b),** which provides that the Registrar of Patents may refuse an
application where he determines, “that the use of the invention in respect of which the
application is made would be contrary to law or morality” (emphasis added). Subsection
18.1 clearly relates to TRIPs Article 27.2, which allows for the exclusion of inventions
from patentability on the grounds of ordre public or morality, but not on the basis of mere
illegality. Article 27.2 expressly includes the protection of human health within its scope,
so Malawi would be within its rights to invoke subsection 18.1(b) in addressing access
to essential medicines issues. However, subsection 18.1(b), in its current form, may be
in violation of TRIPs Article 27.2, which permits Member states to exclude some
inventions from patentability, “provided that such exclusion is not made merely because
the exploitation is prohibited by their law”.*®* Because mere illegality is insufficient, the
challenged patentability and exploitation of the product must be specifically linked to
public order or morality.

The second element of Section 18 of potential relevance to access to essential
medicines is subsection 18.1(c), which is a provision that potentially impacts several
intellectual property rights strategies commonly employed by the major brand name
pharmaceutical companies to extend the life of their patents beyond the TRIPs
mandated 20 year term:

18.1 If it appears to the Registrar in the case of any application for a patent — ...

(c) that it claims as an invention a substance capable of being used as food or medicine
which is a mixture of known ingredients possessing only the aggregate of the known
properties of the ingredients, or that it claims as an invention a process producing
such a substance by mere admixture, he may refuse the application.

Subsection 18.1(c) could be invoked to prohibit a range of pharmaceutical patents, in
particular those relating to new compositions or formulations of known ingredients and new
processes based solely on admixture. New use patents might also be prohibited, although
this would be a somewhat strained interpretation.* Similarly, the reference to “a mixture of
known ingredients possessing only the aggregate of the known properties” might also
suggest a ban, or at least limitation, on the patenting of products such as FDC drugs.
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Subsection 18.1(c) is probably TRIPs compatible on the basis that it primarily relates to the
definition of the term “invention”, a subject where member states have considerable
flexibility. However, the fact that the text refers to “food or medicine” raises concerns
regarding the possibility of discrimination as to technical field, in violation of TRIPs Article
27.1. These concerns can probably be addressed with the argument that subsection
18.1(c) addresses problem areas, rather than technical fields, but this argument would be
stronger if the text referred to “an invention of relevance to food security or public health
rather than a substance capable of being used as food or medicine”.

In addition to the substantive issues, there are two procedural questions raised by
Section 18. The first is that subsection 18.3 provides that, “[a]n appeal shall lie from any
decision of the Registrar under this section”, something that is discussed further in part
3.8 of this study, below. A second procedural point relates to the enforcement of Section
18.1, potentially expanding its scope beyond immediately interested parties and
allowing for judicial review.* Pursuant to subsection 22.1(m), the grant of a patent may
be opposed on the grounds that it should have been refused under Section 18.1.
Section 22.8 provides that the Patents Tribunal is competent to hear applications for
opposition by “[alny person interested, including the Government”. Orders or decisions
of, and presumably a failure to act by, the Patents Tribunal may, as discussed below, be
appealed to the High Court. This effectively means that any person that might be
affected by the grant of a patent has the option to oppose its grant as far as the courts.*

3.3 Parallel Importation

¢ No provisions specific to import or export
e Parallel importation, in any form, apparently illegal but accepted on the basis of
administrative interpretation

Parallel importation, or more accurately the underlying concept of the exhaustion of
rights, is usually provided for as a limitation of, or an exclusion from, a patent holder’s
rights. The Patents Act contains no provisions fitting this description and relies instead
on Section 28, ‘Extent, effect and form of patent’. Section 28.4 is the primary section
iterating the extent of a patent holder’s rights:

The effect of a patent shall be to grant to the patentee, subject to this Act and the
conditions of the patent, full power, sole privilege and authority by himself, his agents
and licensees during the term of the patent to make, use, exercise and vend the
invention within Malawi in such a manner as to him seems meet, so that he shall have
and enjoy the whole profit and advantage accruing by reason of the invention during
the terms of the patent.

Section 28.4 does not specifically address rights of import or export, rights that are not
explicitly addressed anywhere in the Patents Act. At first glance, this would appear not
to grant any exclusive rights to import or export on the basis of the well-established legal
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principle that what is not specifically prohibited is permissible.”” However, the closing
language of Section 28.4 appears designed to provide comprehensive rights addressing
all activities, and thereby specifically prohibiting unauthorised import and export, as not
providing for exclusive rights to import and export would appear to take away from “the
whole profit and advantage accruing by reason of the invention”. As a result of this
language, the Patents Act does not, on the face of it, allow for a theory of international
exhaustion and, therefore, prohibits parallel importation.

Despite the presence of the closing language of Section 28.4, the Malawian authorities
have adopted an interpretation based on the assertion that there is no explicit reference
to rights of importation, meaning that parallel importation is permissible and would not
infringe Section 28.4 patent rights.® This extremely broad interpretation effectively
means that any understanding of the scope of parallel importation® might be acceptable,
since there is no indication of the particular understanding adopted. Too broad an
interpretation of Section 28.4 of the Malawian Act, however, would be incompatible with
Article 28.1 of TRIPs if it did not provide for the minimum rights to be available to patent
holders pursuant to that Article. In addition, the adoption of the principle of interpretation
that only the most explicit mention of a right may be considered, while it may promote
access to medicines under Section 28.4, may also restrict Malawi’s options under other
sections of the Patents Act, as discussed in part 3.5 of this study, below.

3.4 Voluntary Licences

¢ Limited specific text allowing maximum flexibility
e | ess restrictive than commonly accepted standards

The Patents Act contains only very limited provisions relating to the regulation of
voluntary licences. The terms and conditions of licensing contracts are, in general, left
to standard contract law without the imposition of additional government regulation or
supervision. The few qualified restrictions that are imposed are contained in Section 49,
“Avoidance of certain restrictive conditions in contracts”. Section 49.1 provides that
contracts must:

e not unreasonably restrict the licensee’s use of products or processes owned by
others than the licensor

® not unreasonably require the licensee to purchase any product that is not the
subject of the licence.

However, these restrictions do not apply where there is evidence that a licensee had a
reasonable choice as to whether to accept them or not and the contract contains a three-
month termination clause. Section 49.2 is, perhaps, the most restrictive of the provisions
of Section 49 in that it contains a mandatory requirement. However, this requirement is
only that contracts may not enforce periods for notice of termination of longer than three
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months once the patent rights that are the subject of the contract have expired. Section
49.3 includes several general provisions related to the independence of contracts and
allowing for contracts to provide for the physical maintenance of patented products.

Overall, the provisions of Section 49 constitute minimal regulation of voluntary licences
and would be unlikely to negatively impact the opportunities of Malawian companies and
institutions to obtain such licences. Indeed, the provisions of the Malawian Patents Act
are less restrictive than those the legal systems of some developed countries, such as
the United States, impose on their citizens when licensing technologies abroad.

3.5 Compulsory Licences for Food and Medicines

No clear grounds for grant

Implied, but not explicit, purpose of availability at lowest possible price
Unclear whether allows for import, perhaps implicitly

No explicit bar to use for export

The Patents Act provides for the granting of compulsory licences in Sections 37 and 38.
Section 37 provides for the grant of compulsory licences generally, while Section 38
specifically refers to the grant of licences for food and medicines. Given its specific
relevance to this paper, Section 38 is considered in detail while Section 37 is considered
only to the extent that Section 38 is dependent upon, or related to, it. The one exception
is Section 37.6 licences granted on the grounds of anti-competitive practices. The
reasons for focusing on Section 38 are threefold. First, where medicines are concerned,
the specific provisions imply, although they do not explicitly state, that Section 38 is to
be applied to the exclusion of Section 37. Second, the key differences between Sections
37 and 38 do not suggest any reason why an applicant might wish to apply for a licence
pursuant to 37 and not 38, except in the instance of anti-competitive practices. Third, the
greater flexibility under Section 38 would seem to reflect a legislative intent that the
authorities should view compulsory licence applications for medicines more favourably
on the basis that they are in the national interest.

Section 38 — Inventions relating to food or certain other commodities

(1) Subject to section 37(14) and without prejudice to the other foregoing provisions of
this Act, where a patent is in force in respect of —

(a) a substance capable of being used as food or medicine, or in the production of food
or medicine;

(b) a process for producing such a substance as aforesaid; or

(c) any invention capable of being used as or as part of a surgical or curative device,
the Patents Tribunal shall, on application made to it by any person interested, order the
grant to the applicant of a licence under the patent on such terms as it thinks fit unless
it appears to such Tribunal that there are good reasons for refusing the application.
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(2) In settling the terms of licences under this section the Patents Tribunal shall
endeavour to secure that food, medicines, and surgical and curative devices shall be
available to the public at the lowest prices consistent with the patentees deriving a
reasonable advantage from their patent rights.

(3) A licence granted under this section shall entitle the licensee to make, use, exercise
and vend the invention as a food or medicine, or for the purposes of the production of
food or medicine or as part of a surgical or curative device, but for no other purposes.

The first flexibility of Section 38, as opposed to Section 37, eliminates any waiting period
for filing an application for a compulsory licence. Under Section 37.1 an application may
only be submitted three years from the grant of a patent or four years from an initial
application, whichever is later. This requirement reflects the requirements of Article 5.A(4)
of the Paris Convention for the Protection of Industrial Property (1883), which is also
incorporated into TRIPs by Article 2.1 of the latter agreement. Section 38 includes no
comparable restrictions and thus potentially allows for the submission of applications for
compulsory licences at any time from the grant of a patent. The one exception to this is
Section 38.1’s cross-reference to Section 37.14, which primarily relates to the requirement
that the grant of compulsory licences only be considered where a patent is not “endorsed
‘licences of right’ under section 35.”'® However, given that Section 37.14 also refers, in turn
by reference, to a number of other elements of Section 37, Section 38.1’s cross-reference
potentially risks confusing the distinctions between Sections 37 and 38.

The second flexibility found in Section 38 relates to the grounds for the grant of a
compulsory licence. Section 37.1 provides that compulsory licences may generally be
granted where the “reasonable requirements of the public...have not been or will not be
satisfied”. Section 37.6 expands upon these basic grounds by providing a non-exclusive
list of examples that revolve around local working requirements™' and the prohibition of
anti-competitive practice. In contrast, Section 38.1 allows for the grant of licence “unless
it appears to [the Patents] Tribunal that there are good reasons for refusing the
application.” While Section 37.1 gives broad scope for the grant of licences, Section 38.1
can accurately be described as completely discretionary.

Section 38 provides little guidance as to the minimum terms and conditions that shall
apply to licences granted pursuant to it. The basic provision is found in the concluding
text of Section 38.1, where the Patents Tribunal is given powers to grant licences under
“such terms as it thinks fit.” However, three more specific terms and conditions can be
found in Sections 38.3 and 38.2. Section 38.3 contains the explicit condition that the
licence shall be limited to particular purposes, namely use in food and medicine. Section
38.2 is more ambiguous but appears to implicitly contain two terms to be included in any
licence. The first relates to the general meaning and intent of the text. The requirement
that the Patents Tribunal shall endeavour to construct the terms of any licence such that
its object “shall be available to the public at the lowest prices” implies that licences could
and perhaps even should include terms restricting the price of products manufactured
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under the licence. This clause could also be read as relating to the grounds for the
grant of a licence, meaning that the cost of products to consumers could be a
determining factor in such a grant. The second implicit term found in Section 38.2 is
derived from the language “consistent with the patentees deriving a reasonable
advantage from their patent rights.” This could be read as meaning one, or both, of two
things. First, is again in relation to the grounds for the grant of the licence and implies
that, where cost to consumers is a determining factor in a grant, the reasonable cost of
a product should be judged in terms of reasonable profits for patent holders. Second,
the text may imply a requirement that any licence require some form of compensation
for the patent holder who is deprived of their rights by the grant of the licence. This latter
meaning is reinforced when one considers that Section 44.4 of the Malawian
Constitution provides that “expropriation of property shall be permissible only...when
there has been...appropriate compensation”. Therefore, given that patents are widely
recognised as an element of personal property under common law, if a right to
compensation for patent holders is not recognised under Section 38.2 then the whole of
Section 38 may be found to be unconstitutional. Of course, non-compensation would
also violate Article 31(h) of the TRIPs Agreement.

The final substantive point regarding Section 38 is the question of whether it allows for
the import and export of products that are the objects of licences since it does not
explicitly address either option. Instead, Section 38.3 merely allows for rights to “make,
use, exercise and vend”. The right to import could be implied in the rights to “use,
exercise and vend”. However, applying the authorities’ principle of interpretation where
parallel importation is considered non-infringing because it is not explicitly listed as an
exclusive right (see 3.3. above), it would seem that a compulsory licence might not be
granted for importation because it is not explicitly referenced under Section 38.3. A
similar situation applies as regards rights to export under a compulsory licence, although
this is more likely to be deemed acceptable on the basis that, where Section 38.3 refers
to the right to vend, it does not specify whether this is domestically or internationally and
thus both might be presumed to be permissible. Vending/exporting predominant
amounts would, however, violate Article 31(f) of the TRIPs Agreement.

The procedural aspects of Section 38 are provided for in Rule 12 of the Patents Tribunal
Rules rather than in the principal statute. In simple terms, Rule 12 provides for several
steps in any application for a compulsory licence under Section 38:

e the application must specify the particulars of the grounds claimed for a grant and
be submitted in a prescribed form to the Registrar of Patents (12.1 and 12.2)

e the application must be served on the patentee and other officially recognised
interested parties (the latter primarily being registered licensees) (12.3)

e the application must be published in the Gazette in a form approved by the
Registrar (12.3)
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e an opposition to the application may be made within two months of its
advertisement in the Gazette provided that it specifies particulars of the
opposition and is served on the applicant (12.4).

Once the Registrar of Patents is satisfied that the above steps have been completed he
shall forward the application and all related documents to the Tribunal for adjudication
pursuant to Section 38.1 of the statute. It is important to note that these procedural
requirements do not require the licensee to negotiate for a voluntary licence with the
patent holder on commercial terms and for a commercially reasonable period of time.
Thus, this feature of Section 38 is also non-TRIPs-compliant.

A final point to note regarding the distinctions between Sections 37 and 38 is the
relationship between Section 50.2 and Section 37.6. Section 50 provides procedures for
the revocation of patents and Section 50.2 specifically refers to the right of “any person
interested” to apply to the Patents Tribunal for the revocation of a patent that has been
the subject of a compulsory licence granted upon any of the grounds specified in Section
37.6. There are three conditions for the consideration of such an application:

e two years must have passed from the grant of the licence under Section 37
e that any of the grounds specified in 37.6 are established, and
e that the purpose of an order under Section 37 could not be achieved.

Given that Section 37 allows for the transfer of any of a patent holder’s rights to the
licensee, up to and including exclusivity, it is not immediately clear in what conditions the
third of these conditions might be met. Additionally, it is important to note that Section
50.2 does not apply to Section 38. Given the general relationship between Sections 37
and 38, where Section 38 provides for greater flexibility, this is a somewhat anomalous
situation.

The above discussion highlights a number of points under Section 38 that are open to
varying interpretations. These ambiguities are exacerbated by the broad scope of
discretion allowed to the authorities, particularly the Patents Tribunal, under this section.
The primary problem is that there has been no experience, to the extent that the authors
have been able to determine, in the implementation of Section 38 and there is no
officially stated policy regarding its implementation. Indeed, as noted in 3.7 below, the
Patents Tribunal is not known to have ever been convened in the recent past. As
previously noted, several provisions of Section 38 are incompatible with the minimum
standards of TRIPs and thus the section should, theoretically, be comprehensively
reviewed and amended, or repealed, by January 2006. More positively, where the
authorities have the political will to issue compulsory licences to improve access to
medicines, the ambiguous and discretionary nature of Section 38 provides considerable
scope for the grant of compulsory licences for a range of activities.
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The last form of compulsory licensing worth discussing is a licence issued under Section
37 to remedy practices that are anti-competitive. In this regard, it is important to note
that there is a waiting period. Moreover, there is no jurisprudence whatsoever
concerning what behaviour by a patent holder might be considered anti-competitive.
Nonetheless, the advantages of a competition-based compulsory licence are many,
especially to the extent that Section 37 eventually is interpreted or amended to include
all of the flexibilities of Article 31(k) of the TRIPs Agreement. These flexibilities would
permit reduced compensation, would obviate the necessity of prior negotiations, and
would permit exportation of unlimited quantities. However, the use of Section 37
compulsory licences for medicine may, as noted above, be subject to challenge on the
basis that Section 38 exclusively provides for such licences, potentially meaning that
compulsory licences for medicines may not be granted exclusively on the basis of
anticompetitive practices.

3.6 Governmental Use

Not TRIPs compatible

Not clear whether import and export permissible — probably not
Significant discretion to the Minister

Compensation provisions may violate Constitution and TRIPs
Limited, or non-existent, accountability to patent holders

The provisions of the Patents Act relating to government use of patented inventions are
found in Sections 40 through to 42 of the Act. These provisions are particularly
significant due to the fact that Section 28.1 specifies that “[s]ubject to this Act, a Patent
shall have the same effect against the Government as it has against a subject.” The
Government cannot, therefore, claim any special privilege or immunity in regard to the
implementation of the Patents Act.

Section 40.1 provides the Minister'® with broad powers to authorise “any Government
department or any person” in writing to “make, use or exercise any invention... for the
service of the Government”. There are several points to note regarding this language.
First is that the Minister may authorise any institution or individual, whether public or
private sector, foreign or national. Second is the point, noted in 3.5 above, that it is not
clear whether the Minister’'s powers include rights to import and export. Under the
principle of interpretation stated by the Patents Office (discussed variously in 3.3 and 3.5
above), they might not, but given Malawi’s limited domestic drug manufacturing capacity
and limited market, it would be completely illogical to exclude rights of importation. Third,
the reference to “the service of the Government” could be extremely broad or relatively
narrow depending upon one’s understanding of that term. The role of government is a
subjective matter depending upon prevailing political theory. For example, if one took the
position that one role of government is to promote the economic development of the
country and to enhance the wealth of citizens, then almost any government use order
could be said to be in “the service of the G