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Abstract
The paper surveys the intellectual property (IP) laws of seven Southern African Development Community
countries to better understand the nature, scope, and depth of their patent laws with particular focus on
their utilisation of TRIPS flexibilities to facilitate pharmaceutical access. The selected countries –
Botswana, Malawi, Namibia, South Africa, Tanzania, Zambia, and Zimbabwe – represent a mix of both
major and modest economies. While the current literature contains widespread assertions on the impact
and effect of TRIPS on access to medicines in these countries and less-developed countries in general, this
paper finds that the countries lack explicit and workable provisions implementing key TRIPS flexibilities.
Hence, available TRIPS flexibilities have not been well utilised and it is often the complicated and unwork-
able domestic framework – rather than TRIPS – which becomes the stumbling block to pharmaceutical
access. Another major finding is that patents may not be a major impediment in the region given that
few patents and even fewer pharmaceutical patents are filed. The paper argues that since the surveyed
countries are mainly net IP importers with similar developmental contexts and aspirations, the best
approach would be to fully take advantage of existing flexibilities and more aggressively leverage policy
space to engender access to cheaper medicines.
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Introduction

One of the reasons that many African countries resisted the inclusion of intellectual property (IP) into
the multilateral trade regime was the concern that it might impede access to essential medicines.1

Twenty-five years since the creation of the World Trade Organization (WTO) and adoption of the
Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement),2 Africa
still struggles with issues of access to medicines. While critics argue that IP rights (IPRs) and the
minimum standards brought about by the TRIPS Agreement hamper access to medicines for

†This research is supported by the Hong Kong RGC Senior Research Fellow Scheme 2022/23 (Project No SRFS2223-
4H01), for a project entitled ‘Access to Vaccines in a Post-COVID-19 World: Sustainable Legal and Policy Options’. The
project is led by RGC Senior Research Fellow Bryan Mercurio, Simon FS Li, Professor of Law, The Chinese University of
Hong Kong. The views expressed in this publication do not necessarily represent the views of others involved in the project.

1Only a handful of African countries played a significant role in the TRIPS negotiations. See J Watal and A Taubman (eds)
The Making of the TRIPS Agreement (WTO, 2015) pp 86 and 308. When active, African submissions mainly sought to ensure
adequate special and differential treatment rather than overtly oppose the inclusion of IP into the multilateral framework. See
eg GATT Trade Negotiations Committee ‘Statement by the African Countries’, MTN.TNC/W/23, 25 July 1990, para 7; GATT
Trade Negotiations Committee ‘Communication from Nigeria’, MTN.TNC/W/86, 28 August 1991, para 4.

2Agreement on Trade-Related Aspects of Intellectual Property Rights, 15 April 1994, 1869 UNTS 299, 33 ILM 1197 (1994).
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developing countries and least developed countries (LDCs) as they, inter alia, increase the price of
medicines, prevent reverse engineering of patented products and delay the entry of generic drugs,3

others point to non-IP related issues such as infrastructure, government priorities and corruption
as playing a major role in depriving the population of needed medicines.4

The TRIPS Agreement introduced minimum standards on substantive and procedural aspects of
IPRs applicable to all WTO Members. The Agreement, however, contains several important safeguards
and recognises ‘the special needs of the LDC members in respect of maximum flexibility in the domes-
tic implementation of laws and regulation in order to enable them to create a sound and viable techno-
logical base’.5 Article 1.1 further acknowledges this when stating that Members ‘shall be free to
determine the appropriate method of implementing the provisions of this Agreement within their
own legal system and practice’. Moreover, through a series of waiver decisions taken by the WTO
Members, LDCs have not had to implement and do not have to protect pharmaceutical patents
and test data until 2033.6

Perhaps the most notable achievement in the post-TRIPS era has been the success of developing
countries and LDCs in gaining recognition of the issue and concessions through the Doha
Declaration on TRIPS and Public Health in 2001. Coming on the back of the HIV/AIDS epidemic
of the late-1990s, the Declaration focuses on the potential adverse impact of IP on public health7

and acknowledges that compliance with TRIPS does not and should not prevent Members from
adopting public health measures.8 In addition, the Declaration further affirms the interpretation
and implementation of TRIPS Agreement in a manner that supports Members’ right to protect public
health and, in particular, promote access to medicines.9 Moreover, the Declaration explicitly
acknowledges the difficulties that Members with ‘insufficient or no manufacturing capacities in the
pharmaceutical sector’ could face in making use of the compulsory licensing provisions under

3See eg M Azam Intellectual Property and Public Health in the Developing World (Cambridge: Open Book Publishers,
2016); MD Islam et al ‘Impacts of intellectual property provisions in trade treaties on access to medicine in low and middle
income countries: a systematic review’ (2019) 15 Global Health 18; B Tenni et al ‘What is the impact of intellectual property
rules on access to medicines? A systematic review’ (2022) 18(40) Globalization and Health 1; JB Motari et al ‘The role of
intellectual property rights on access to medicines in the WHO African region: 25 years after the TRIPS agreement’
(2021) 21(1) BMC Public Health 1.

4See European Union/African, Caribbean and Pacific Group of States/World Health Organization (EU/ACP/WHO)
‘Renewed Partnership: Strengthening pharmaceutical systems and improving access to quality medicines in 15 African
ACP countries’ (2016), available at https://cdn.who.int/media/docs/default-source/essential-medicines/medicines/emminire-
port.pdf?sfvrsn=63466c1c_2 (last accessed 11 December 2022) (citing resource constraints and lack of skilled personnel as
causes which result in poor availability of essential medicines in health facilities, substandard quality treatments, frequent
stock-outs and sub-optimal prescription and use of medicines). See also B Mercurio ‘Resolving the public health crisis in
the developing world: problems and barriers of access to essential medicines’ (2007) 5 Northwestern Journal of Human
Rights 1 (pointing to the lack of global commitment from developed countries, lack of political will from developing coun-
tries and unavailability of innovative funding schemes as barriers to access to medicines).

5See TRIPS, above n 2, Preamble.
6WTO ‘WTOmembers agree to extend drug patent exemption for poorest members’ News Item (6 November 2015), avail-

able at https://www.wto.org/english/news_e/news15_e/trip_06nov15_e.htm (last accessed 11 December 2022). In addition,
LDCs received a general waiver to 2013, which was extended until July 2021 and again until July 2034. WTO ‘WTO members
agree to extend TRIPS transition period for LDCs until 1 July 2034’ News Item (29 June 2021), available at https://www.wto.
org/english/news_e/news21_e/trip_30jun21_e.htm (last accessed 11 December 2022). For background see B Mercurio and A
Hold ‘After the second extension of the transition period for LDCs: how can the WTO gradually integrate the poorest coun-
tries into TRIPS?’ in B Mercurio and KJ Ni (eds) Science and Technology in International Economic Law: Balancing
Competing Interests (Routledge, 2013) p 260.

7For a comprehensive look at the AIDS epidemic and patented drug prices involving compulsory licensing, see D Barnard
‘In the High Court of South Africa, Case No 4138/98: The Global Politics of Access to Low-Cost AID Drugs in Poor
Countries’ (2002) 12(2) Kennedy Institute of Ethics Journal 159.

8World Trade Organization (WTO) ‘Ministerial Conference Fourth Session, Doha Declaration, 2001’, WT/MIN(01)/DEC/
2, 20 November 2001.

9Ibid, para 4.
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TRIPS Agreement,10 and led to a waiver-turned-amendment allowing for the importation of pharma-
ceuticals under a compulsory licence.11 The impact of the Declaration should not be understated – this
was the first time that the WTO collectively and unequivocally acknowledged the potential negative
impact of IPRs on access to medicines.

The debate surrounding the impact of IPRs on health has evolved with several public health emer-
gencies. These include the HIV/AIDS epidemic but also other emergencies such as the outbreak of
Ebola in West Africa (2014–2016) and the Zika virus in Latin America (2015–2016). The Covid-19
pandemic has amplified these concerns and reignited discussion on the interface between patents
and access to medicines. In fact, India and South Africa proposed a waiver of IPRs in order to enhance
access to Covid vaccines and therapeutics,12 and while supported by a majority of WTO Members,13

the negotiations culminated in a Ministerial Decision which is limited to vaccines and more akin to a
broadening of the compulsory licensing provision more than a waiver of IPRs.14

This paper examines the status of pharmaceutical patent law in the Southern African Development
Community (SADC). The SADC serves as a useful case study as the region has the highest prevalence of
HIV and AIDS,15 second highest in Malaria16 and primarily relies on generic drugs to treat diseases.17

Hence, access to patented vaccines and therapeutics (in terms of both affordability and availability) is a
crucial issue to the region. More specifically, the paper surveys seven of the sixteen SADC countries to
understand the nature, scope and depth of their laws. The selected countries – Botswana, Malawi,
Namibia, South Africa, Tanzania, Zambia, and Zimbabwe – represent a mix of both major and modest
economies. These countries are also representative of the region as four are developing countries and
three are LDCs. Such a survey is needed, as assertions are often made about the impact and effect of
TRIPS on developing countries and LDCs but the actual laws of these countries are rarely considered.

The survey finds that despite the advent of the TRIPS Agreement there have been relatively few
changes to the legal regimes of SADC member states. The laws for most of these states date back
to colonial-era legislation or remain based on a colonial model – for instance, South Africa’s patent
law dates to 1978, while others such as Malawi (1986) and Tanzania (1994) maintain pre-TRIPS legis-
lation. This survey reveals that SADC countries are not fully taking advantage of the flexibilities built
into the TRIPS Agreement in that these have not yet been transposed into the domestic regimes. This

10Ibid, para 6.
11TRIPS, above n 2, Art 31bis.
12See WTO ‘Waiver from certain provisions of the TRIPS Agreement for the prevention, containment and treatment of

COVID-19’ (Communication from India and South Africa), WTO Doc IP/C/W/669 (2 October 2020). See also the revised
version of the proposal: WTO ‘Waiver from certain provisions of the TRIPS Agreement for the prevention, containment and
treatment of COVID-19 (Communication from the African Group, Bolivia, Egypt, Eswatini, Fiji, India, Indonesia, Kenya,
LDC Group, Maldives, Mozambique, Mongolia, Namibia, Pakistan, South Africa, Vanuatu, Venezuela and Zimbabwe),
WTO Doc IP/C/W/669/Rev.1 (21 May 2021).

13For literature advocating for a waiver see eg S Thambisetty et al ‘Addressing vaccine-inequity during the COVID-19 pan-
demic: the TRIPS intellectual property waiver proposal and beyond’ (2022) 81(2) The Cambridge Law Journal 384, available
at https://doi.org/10.1017/S0008197322000241 (last accessed 11 December 2022). For literature cautioning against a waiver
see eg R Hilty et al ‘Covid-19 and the role of intellectual property’ (Position Statement of the Max Planck Institute for
Innovation and Competition of 7 May 2021), https://www.ip.mpg.de/fileadmin/ipmpg/content/stellungnahmen/
2021_05_25_Position_statement_Covid_IP_waiver.pdf (last accessed 11 December 2022); B Mercurio ‘WTO waiver from
intellectual property protection for COVID-19 vaccines and treatments: a critical review’ (2021) 62 Virginia Journal of
International Law 10; V Owade ‘TRIPs and COVID-19: is an IP waiver (un)necessary?’ (2022) 1 Intellectual Property
Quarterly 30.

14WTO ‘Draft Ministerial Decision on the TRIPS Agreement’ Ministerial Conference, 12th Session’, WT/MIN(22)/W/15/
Rev.2 (17 June 2022). For discussion see B Mercurio and P Upreti ‘From necessity to flexibility: a reflection on the negotia-
tions for a TRIPS waiver for COVID-19 vaccines and treatments’ (2021) World Trade Review 1 (First View).

15According to the UNAIDS, Southern and Eastern Africa have the highest prevalence of HIV/AIDS in the world. See
https://www.unaids.org/sites/default/files/media_asset/UNAIDS_FactSheet_en.pdf (last accessed 11 December 2022).

16WHO World Malaria Report 2021, available at https://www.who.int/teams/global-malaria-programme/reports/world-
malaria-report-2021 (last accessed 11 December 2022).

17JB Motari et al ‘The role of intellectual property rights on access to medicines in the WHO African region: 25 years after
the TRIPS agreement’ (2021) 21(1) BMC Public Health 1.
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is true even for SADC countries that have relatively recently amended their legislation. That being the
case, another major finding of the survey is that in most of the surveyed countries, few patents and
even fewer pharmaceutical patents are filed. If patents are not filed, there is no protection and no
domestic impediment to manufacture, importation and distribution. This is not to say, however,
that the TRIPS Agreement does not have an effect. To the contrary, patent status in other countries
still impacts whether and how easily a SADC country can import pharmaceuticals, as importation
can only occur if the product can be legally exported from a third country.

This paper proceeds as follows. Part 1 briefly describes the IP landscape in SADC before examining
patents in surveyed SADC countries and the African Regional Intellectual Property Organization
(ARIPO) with a focus on pharmaceutical patents. Part 2 introduces the relevant flexibilities in the
TRIPS Agreement and analyses the domestic laws of the surveyed countries in light of these flexibil-
ities. Part 3 summarises the findings and offers recommendations while the final section provides
summaries and conclusions.

1. Intellectual property landscape and patenting trends

Established in 1992 with the primary objective of promoting sustainable and equitable economic
growth and socio-economic development among Member States,18 SADC is one of the eight
Regional Economic Communities recognised by the African Union (AU). SADC has not formulated
a regional instrument specifically addressing IPRs. However, all members of SADC are Members of the
WTO. In addition, SADC’s Protocol on Trade provides for members to adopt IP policies and measures
in accordance with the TRIPS Agreement.19 SADC has also adopted a Protocol on Health with the
principal objective of cooperation and coordination of activities aimed at improving access to health
and progressive standardisation of health services in the region.20 The Protocol provides for cooper-
ation among parties in the production, procurement and distribution of affordable essential drugs,
and the development of mechanisms for quality assurance in the supply and conveyance of vaccines.21

All of the surveyed SADC countries, with the exception of South Africa, are members of ARIPO.
Founded by the Lusaka Agreement (1976), ARIPO works to strengthen member states’ IP systems. By
signing the Lusaka Agreement, ARIPO members agreed ‘to pool their resources to develop an IP sys-
tem that would support economic, social, scientific, technological, and industrial development’.22 A
vital component of this process is ARIPO’s facilitation of IP cooperation among its 19 members
(including 11 LDCs).23 ARIPO’s Harare Protocol on Patents and Industrial Designs (Harare
Protocol) allows patent applications to be submitted to any contracting party or directly to
ARIPO.24 The Harare Protocol establishes a system enabling patent applicants to indicate which mem-
ber state they are requesting protection for, and in this regard operates in a similar fashion to the
Patent Cooperation Treaty (PCT).25

18See Consolidated Text of the Treaty of the Southern African Development Community, SADC Secretariat 2014, Art
5. The SADC is the successor to the Southern African Development Coordinating Conference (SADCC), which was estab-
lished on 1 April 1980.

19Protocol on Trade in the Southern African Development Community (SADC) Region, 24 August 1996 (entered into
force on 25 January 2001).

20Protocol on Health in the Southern African Development Community, 18 August 1999, entering into force on 8 August
2004, Art 3.

21Ibid, Art 29.
22Motari et al, above n 17, at 7.
23WIPO Magazine, Africa Regional Intellectual Property Organization (ARIPO) promoting innovation in Africa, available

at https://www.wipo.int/wipo_magazine/en/2019/si/article_0003.html (last accessed 11 December 2022).
24See the Harare Protocol, available at https://www.aripo.org/wp-content/uploads/2018/11/Harare-Protocol-2019.pdf (last

accessed 11 December 2022)..
25Patent Cooperation Treaty, 28 UST 7645; 1160 UNTS 231; 9 ILM 978 (1970). ARIPO itself can be designated under the

PCT. It is also a member of the Paris Convention for the Protection of Industrial Property.
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As of October 2019, ARIPO has received only 11,896 patent applications,26 8.5% of which come
from within Africa and only 2.5% of which are from ARIPO member states.27 What is most surprising,
however, is that in over 40 years of ARIPO’s formation there have only been a few applications for
pharmaceutical patents.28 Furthermore, a study conducted by the WHO Regional Office for Africa
Universal Health Coverage/Life Course Department finds only 3,458 health-related patents registered
in ARIPO as of April 2019.29 The study also indicates that ARIPO employed a shockingly low number
of patent examiners – with only six in total.30

Based on the analysis of the countries of origin filing health-related patents at ARIPO, South Africa
is the only African country to make the top 10. What is perhaps more striking is that Kenya,
Mauritius, Namibia, Zambia, Zimbabwe and Egypt are the only other African countries with any
health-related patent applications. Broadly speaking, the data available in Table 2 indicates that
Africa in general only accounted for 0.5% of the total patent applications filed worldwide in 2018.
Table 1 is more specific and indicates the number of patents filed in the studied countries in 2020.

With data being notoriously difficult to obtain in Africa, the figures captured in Tables 1 and 2 may
not be an entirely accurate representation of patents in the jurisdictions, but they nevertheless lend
credence and support the low patenting trend which has been well-established in the literature.32

This low patenting trend indicates that there are many other factors responsible for the paucity of
pharmaceuticals in African countries other than patent protection. That being said, the SADC
countries should nevertheless focus attention on IP-related issues affecting the availability of essential
pharmaceuticals. As discussed below, this includes making better use of flexibilities available in the
TRIPS Agreement – including those that are not necessarily dependent on whether patents are in
force in a jurisdiction.

Table 1: Patent application by office 2020

IP Office Patent Applications

Botswana 4

Malawi NA

Namibia Nil

South Africa 6,688

Tanzania NA

Zambia 23

Zimbabwe 11

Source: Author tabulation from WIPO and ARIPO statistics databases.31

26WIPO Magazine, above n 23.
27Ibid.
28See generally Motari et al, above n 17; V S Moreira ‘Patents referred to medicaments in the context of the ARIPO and its

contracting states’, available at https://inventa.com/en/news/article/446/patents-referred-to-medicaments-in-the-context-of-
the-aripo-and-its-contracting-states (last accessed 11 December 2022).

29Ibid.
30Ibid.
31See WIPO Statistics Database, available at https://tind.wipo.int/record/44650; ARIPO Statistics Database, available at

https://www.aripo.org/ip-statistics/ (both last accessed 11 December 2022).
32WIPO ‘IP facts and figures 2021’, available at https://www.wipo.int/publications/en/details.jsp?id=4577&plang=EN (last

accessed 11 December 2022). WIPO pointed out three disclaimers on the data: first, that not all listed countries/territories/
intergovernmental organisations have an IP office; secondly, that some offices do not receive applications for some IP rights;
and thirdly, that only those offices with at least one application filed are presented.
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Table 2: Patent applications by region, 2008 and 2018

Region
No of

application 2008
No of

applications 2018
Resident shares

(%) 2008
Resident share

(%) 2018
Share of world
total (%) 2008

Share of world
total (%)
2018

Average
growth (%)
2008–2018

Africa 14,100 17,000 15.8 18.4 0.7 0.5 1.9

Asia 980,000 2,221,800 70.6 83.7 50.8 66.8 8.5

Europe 345900 362,000 63.7 59.4 17.9 10.9 0.5

Latin America and
the Caribbean

59,500 56,000 11.3 14.9 3.1 1.7 −0.6

North America 498,400 633,300 47.5 45.7 25.8 19.0 2.4

Oceania 32,100 36,200 12.7 10.4 1.7 1.1 1.2

World 1,930,000 3,326,300 60.2 71.5 100.0 100.0 5.6

Note: Totals by geographical region are WIPO estimates using data covering 160 offices. Each region includes the following number of offices: Africa (32), Asia (45), Europe (45), Latin America and the Caribbean
(32), North America (2) and Oceania (4).
Source: WIPO Statistics Database, August 2019.
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ARIPO has been criticised for promoting an IP maximalist agenda. For instance, a survey con-
ducted in 2014 concluded that the East African Community (EAC) has been constrained in its ability
to fully utilise the TRIPS flexibilities due to the workings of ARIPO.33 The study found that ARIPO
places barriers to the importation and local production of affordable pharmaceuticals by failing to
encourage and facilitate full use of TRIPS exceptions.34 Health activist Brook K Baker also criticised
the ARIPO-commissioned ‘Comparative Study of the Industrial Property Laws of ARIPO Member
States’ (Comparative Study) for failing to take into account the vast majority of TRIPS flexibilities
available to its members.35 More specifically, Baker criticised the study for:

lack[ing] of substantive discussion on stringent patentability standards; a range of allowable non-
inventions and exclusions; on research and education, as well as other exceptions permitted
under TRIPS Article 30; disclosure requirements; the prerogative of governments to define the
grounds for compulsory licences; and the use of competition policy to address abuse of patents.36

Rule 7(3) of the Harare Protocol regulation is a clear example of a TRIPS-plus provision which may
not be suitable for the region in that it allows claims ‘relating to second uses of known and already
patented pharmaceutical products’. At the same time, one can question the actual real-world impact
of the Protocol. For instance, while second-use patents are said to encourage frivolous patent applica-
tions and evergreening, given the low levels of patent applications in the region the claim does not
stand for ARIPO member states as rarely is there even a patent on the first use. That is to say, despite
the existence of a TRIPS-Plus provision that is known to encourage the filing of frivolous patents and
evergreening elsewhere, it did not have this effect in ARIPO member states.

This is not to say that impactful reforms could not be made. Here, Baker proposes reforms that
could maximise member states’ policy space to enhance access to affordable medicines. More specif-
ically, Baker recommends that ARIPO member states should: (1) consider adopting both pre- and
post-grant opposition systems; (2) adopt international exhaustion rules and easy procedures for par-
allel importation; (3) adopt remuneration guidelines to simplify the process of issuing compulsory and
government-use licences; (4) simplify procedures for the use of Article 31bis when utilised either as a
producer/exporter or as a user/importer; and (5) retain the right to issue compulsory licences on the
grounds that the patent is not worked locally.37 Baker’s analysis and findings are relevant to and in line
with the crux of this paper, which centres on the need for the surveyed countries to take action to
ensure they can benefit from TRIPS flexibilities.

2. TRIPS flexibilities and SADC countries

TRIPS flexibilities refer to provisions within the TRIPS Agreement providing policy space for WTO
Members to calibrate their domestic IP regimes.38 In this regard, the TRIPS Agreement provides
Members with scope to interpret certain provisions in line with their needs, priority and health

33See S Shashikant ‘The African Regional Intellectual Property Organization (ARIPO) protocol on patents: Implications
for access to medicines’ (2014) 56 Research Paper, available at https://www.southcentre.int/wp-content/uploads/2014/11/
RP56_The-ARIPO-Protocol-on-Patents_ENl.pdf (last accessed 11 December 2022).

34Ibid.
35BK Baker ‘A full description of WTO Trips flexibilities available to ARIPO member states and a critique of ARIPO’s

comparative study analysing and making recommendations concerning those flexibilities’, available at http://kelinkenya.
org/wp-content/uploads/2019/05/ARIPO-Member-States-obligations-and-flexibilities-under-the-WTO-TRIPS-Agreement-
March-2019.pdf (last accessed 11 December 2022).

36See YA Vawda ‘Compulsory licenses and government use: challenges and opportunities’ in C Correa and R Hilty (eds)
Access to Medicines and Vaccines (Springer, 2022) p 81 (summarising the findings in Baker, above n 35).

37Baker above n 35, at 23, 24, 34 and 35, 31 and 32 and 29 (respectively).
38See C Ncube Science, Intellectual Property Policy, Law and Administration in Africa: Exploring Continental and

Sub-regional Cooperation (Routledge, 2016) p 14.
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objectives.39 Of course, the fact that flexibilities exist in the TRIPS Agreement is only half the story –
the degree to which these flexibilities are incorporated into domestic legislation determine the precise
scope available to countries seeking to protect legitimate domestic interests.40 The built-in flexibilities
allow developing countries and LDCs space to tailor patent legislation to their own developmental
needs, but cannot be of assistance if Members do not provide for their applicability in domestic legis-
lation or guidelines.

Before continuing, we must acknowledge that the lack of action in implementing flexibilities is not
always down to neglect or indifference but rather due to pressure (both political and technical) exerted
by certain developed countries and the innovative pharmaceutical industry. This pressure, which could
be in the form of a subtle public relations campaign or direct threat of reduced aid or availability of
certain pharmaceuticals, attempts to coerce developing countries and LDCs into modifying, strength-
ening and/or adopting/repealing measures and discourages the adoption and exploitation of
TRIPS-compliant flexibilities.41

It nevertheless remains worthwhile and important to canvass and assess the utilisation of flexibil-
ities in developing countries and LDCs. While TRIPS flexibilities have been extensively discussed in
academic discourse at a general level,42 there have been few attempts to examine whether countries
have effectively utilised them in their domestic legislation and policies. This is particularly the case
in Africa. This section reviews various types of flexibilities and their application in the selected
SADC countries: (1) transition periods; (2) standards of patentability; (3) parallel importation; (4)
compulsory licensing; (5) test data exclusivity; and (6) regulatory review exception.

(a) Transition periods

The TRIPS Agreement requires that Members provide patent protection to both products and pro-
cesses for a minimum of 20 years from the application filing date.43 However, the Agreement provides
Members with a transition period for implementation.44 While developed countries had to comply
with TRIPS within one year of it coming into force, developing countries and economies in transition
from central planning were granted a transition period to 1 January 2000.45 Acknowledging the
economic, financial, and administrative constraints of LDCs, the TRIPS Agreement initially allowed
for an 11-year transition, until 2006. This period was extended until 1 July 2013, then again until
1 July 2021 and most recently until 1 July 2034.46 With respect to pharmaceuticals, the Doha
Declaration exempted LDCs from complying with Sections 5 (Patents) and 7 (Protection of

39C Correa ‘Interpreting the flexibilities under the TRIPS agreement’ in C Correa and R Hilty (eds) Access to Medicines and
Vaccines: Implementing Flexibilities Under Intellectual Property Law (Springer, 2022) p 2.

40C Correa ‘Multilateral agreements and policy opportunities’ in C Mario et al (eds) Intellectual Property Rights: Legal and
Economic Challenges for Development (Oxford University Press, 2014).

41C Deere The Implementation Game: The TRIPS Agreement and the Global Politics of Intellectual Property Reform in
Developing Countries (Oxford University Press, 2009) p 151. See also RM Hermann ‘Developing countries are not making
the most of TRIPS flexibilities because of political pressure’ (2011) BMJ343, available at https://www.bmj.com/content/
343/bmj.d7706.long (last accessed 11 December 2022).

42See S Musungu and C Oh ‘The use of flexibilities in TRIPS by developing countries: can they promote access to med-
icines?’ Commission on Intellectual Property Rights, Innovation and Public Health, Study 4C (Geneva: WHO, 2006); M
Nkomo ‘The underutilization of TRIPS flexibilities by developing countries: the case of Africa’ (2010) 1 WIPO-WTO
Colloquium Papers 125.

43See also Art 70(8), which required the implementation of a ‘mailbox’ system for Members that ‘[did] not make available
as of the date of entry into force of the WTO Agreement (1 January 1995) patent protection for pharmaceutical and agri-
cultural chemical products’.

44TRIPS Agreement, above n 2, Art 66.1.
45Art 65.2. However, the article provides that such members must still abide by the National Treatment and

Most-Favoured Nation principles as embodied in Arts 3–4.
46See, respectively, WTO ‘Amendment of the TRIPS Agreement’, Decision of 6 December 2005, available at https://www.

wto.org/english/tratop_e/trips_e/wtl641_e.htm (last accessed 11 December 2022); WTO ‘Extension of the transition period
under Art 66.1 for least developed country members’, WTO Doc IP/C/64, 12 June 2013, available at https://www.wto.org/
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Undisclosed Information) of the TRIPS Agreement until 2016.47 The waiver has been extended until 1
January 2033.48

Three of the selected SADC countries – Malawi, Tanzania and Zambia – are LDCs and therefore
enjoy the extended transition periods.49 None of these countries, however, takes full advantage of
the extension. This is not to imply that the countries are in compliance with TRIPS – there are
anomalies. In fact, only Zambia provides for a protection period of 20 years from the filing date of
the patent application.50 In contrast, Malawi provides a term of protection of 16 years from the
date of filing (with the possibility of an extension of between 5–10 years),51 while Tanzania provides
a period of protection of 10 years from the date of filing, with the possibility of a five-year extension for
inventions being worked in the country or legitimate reasons why the patent is not being worked in
the country.52

Moreover, and despite the existence of a specific WTO waiver for pharmaceuticals, the LDCs do
not exclude pharmaceutical products or processes from patentability. The closest any of the covered
SADC LDCs get to an exclusion is section 13 of the Tanzanian Patents Act, which provides for the
temporary exclusion from patentability for any product by way of statutory instrument. This broadly
drafted exclusion, however, has never been applied to pharmaceuticals.

(b) Standards of patentability

The principal rule of patentability is that patents must be available to products or processes in all fields
of technology provided that they fulfill the patentability requirements of novelty, inventive step (non-
obviousness) and industrial application (usefulness).53 However, the patentability requirements are not
substantively defined under any international framework, including the TRIPS Agreement. Members
have leeway to flexibly interpret the criteria in their domestic legislation. There are countless ways to
narrow the scope of patentability in a manner that is consistent with the TRIPS Agreement. Several
countries adopt such an approach to promote local industry and enhance the availability of inexpen-
sive medicines.54 In particular, countries can legislate for substantive examination of patent applica-
tions that exclude patents for minor developments and those that place undue limitations on
legitimate competition.55 In addition, countries can assess ‘novelty’ using expansive definitions of
prior art to include everything disclosed to the public and to assess ‘inventive step’ in light of non-
obviousness to a person ‘highly’ skilled in the art.56 We now review each of the three criterion leading
to an invention in turn.

english/tratop_e/trips_e/ta_docs_e/7_1_ipc64_e.pdf (last accessed 11 December 2022); WTO ‘Extension of the transition
period under Art 66.1 for least developed dountry members’, WTO doc IP/C/88, 29 June 2021.

47WTO ‘Declaration on the TRIPS Agreement and Public Health (Doha Declaration)’, WTO doc WT/MIN(01)/DEC/2, 20
November 2001, para 7.

48WTO ‘Extension of the transition period under Art 66.1 of the TRIPS Agreement for least developed country members
for certain obligations with respect to pharmaceutical products’, Decision of the Council for TRIPS, WTO doc IP/C/73, 6
November 2015, available at http://www.puntofocal.gov.ar/doc/ipc73.pdf (last accessed 11 December 2022).

49Other WTO recognised LDCs from SADC are Angola, Democratic Republic Congo, Lesotho, Madagascar and
Mozambique.

50Zambia, The Patents Act, Act No 40 of 2016 (Zambia Patents Act), s 65(3).
51Malawi, Patents Act, Cap 49:02 (Malawi Patents Act), s 29.
52United Republic of Tanzania, Chapter 217 The Patents (Registration) Act (Tanzania Patents Act), s 39.
53TRIPS Agreement, above n 2, Art 27.1.
54See The Patents Amendment Act of India, Act No 15, 2005. See also R Banerjee ‘The success of, and response to, India’s

Law against Patent Layering’ (2013) 54 Harvard Journal of International Law 204.
55Correa, above n 39, p 6.
56For instance, EAC ‘Regional intellectual property policy on the utilization of public-health related WTO-TRIPS flexibil-

ities and the approximation of national intellectual property legislation’ EAC IRC Repository, Strategies/Policy Frameworks,
2013-02, February 2013, https://ipaccessmeds.southcentre.int/wp-content/uploads/2019/12/EACTRIPSPolicy.pdf (last
accessed 11 December 2022).
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(i) Novelty
The first criterion is novelty – countries must protect inventions that are new, which refers to a subject
matter that does not form part of the prior (or existing) art. However, there is no universally agreed
definition of what constitutes prior art. Thus, countries must develop interpretive criteria within their
system in a manner that is consistent with domestic policy goals and avoids infringing the inter-
national standard. An overly liberal interpretation could grant patents to products for which the active
ingredient is already known. This, in turn, provides monopoly rights for a product that could other-
wise be manufactured as a generic.57 Most jurisdictions have adopted ‘absolute novelty’, meaning that
the invention cannot be known anywhere in the world before the patent application or priority filing
date. India, in particular, has adopted a rigorous standard of novelty requiring that the invention ‘has
not been anticipated by publication in any document or used anywhere in the world’.58 An alternative
to ‘absolute novelty’ is a ‘relative standard’, which defines prior art in terms of the use and knowledge
of the invention in a particular jurisdiction only. In the latter case, novelty means that the invention is
not known or used in a specific jurisdiction.

With respect to surveyed SADC countries, Botswana, Namibia, South Africa, Tanzania and Zambia
define the state of the art as anything disclosed anywhere in the world.59 Malawi and Zimbabwe, how-
ever, adopt a relative standard and thus the state of the art is limited to anything disclosed in their
respective jurisdiction.60

Moreover, a crucial part of the novelty assessment for pharmaceutical products is the scope of ‘use’
of the invention. First, second and subsequent medical uses and second nonmedical use of a product
can be interpreted differently when it comes to the grant of patents. Some jurisdictions opt to protect
second and subsequent medical uses if it is deemed new as a spur to follow-up innovation, while
others opt against protecting such uses with a view of preventing ‘evergreening’ and promoting access
to the product.61 Developing countries are often advised to avoid protecting ‘new uses’ of existing pro-
ducts to enhance access to medicines.62

With respect to the selected SADC countries, Namibia and Zambia explicitly provide for exclusions
from patentability on the ground of new uses of known products, including pharmaceutical products.
For instance, Namibia’s Industrial Property Act provides that patents are available for inventions that
are new, involve inventive step and are industrially applicable but excludes ‘new uses’ of known pro-
ducts (including pharmaceuticals):

New uses, methods of use, forms, properties of a known product or substance and already used
for specific purposes … except where the qualities of the subject matter are essentially altered or
where its use solves a technical problem that did not previously have an equivalent solution.63

57B Mercurio Drugs, Patents and Policy: A Contextual Study of Hong Kong, (Cambridge: Cambridge University Press,
2018) p 54.

58India Patents Act, No 39 of 1970, Art 2(1)(l).
59South Africa Patents Act, s 25(6), Botswana Industrial Property Act, s 8(4), Namibia Patents Act, s 14(1), Tanzania

Patents Act, s 9(2), and Zambia Patents Act, s 18(1).
60Zimbabwe Patent Act, s 2(a), Malawi Patents Act, s 2.
61‘Evergreening is a strategy by which pharmaceutical companies apply for patents over derivatives, formulations, dosage

forms, etc of known drugs in order to extend their exclusive rights beyond the expiry of the original patent’. See C Correa
WHO, ICTSD, UNCTAD ‘Guidelines for the examination of pharmaceutical patents: developing a public health perspective’
(2007), available at https://ipaccessmeds.southcentre.int/wp-content/uploads/2019/07/ICTSD-WHO-WorkingPaper.pdf (last
accessed 11 December 2022).

62See for instance UK Commission on Intellectual Property Rights (CIPR) Integrating Intellectual Property Rights and
Development Policy (London, 2002) p 116.

63Namibia, Industrial Property Act, Act No 1 of 2012, s 17(1)( j).
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Zambia likewise provides for the grant of patent for an invention that is new, involves an inventive step
and is capable of industrial application, and explicitly excludes from patentability: ‘New uses of a
known product, including the second use of a medicine’.64

Malawi and Zimbabwe do not clearly exclude new uses of known products from patentability.
However, section 18(c) of the Malawi Patents Act provides that the Registrar may refuse to grant a
patent if the application 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…’ Section 13(1)(c) of Zimbabwe Patents Act provides for a similar provision. Botswana,
South Africa and Tanzania do not provide for the possibility to exclude from patentability new uses of
known products, including pharmaceutical products.

SADC countries could do more to ensure that pharmaceutical patents do not hamper access to
medicines by explicitly legislating for a higher standard of novelty to exclude inventions that lack genu-
ine novelty from patentability. This could be done by tailoring patent laws using a similar approach to
that of India, but another mechanism could be the adoption of the ‘prior consent’ approach. This
approach is utilised in Brazil, where patent applications need to seek prior approval from the
National Health Surveillance Agency to determine if the patent will endanger public health or create
barriers to access to medicines.65

(ii) Inventive step (non-obviousness)
The second criterion of patentability is inventive step (non-obviousness). Inventiveness is crucial to
patentability because lower standards of non-obviousness allow companies to gain monopoly power
over minor improvements that could, in turn, stifle innovation and competition. Similarly, a higher
standard of inventiveness could discourage innovation as the failure to receive protection would
deter investment into research and development (R&D). That being the case, non-obviousness is
not straightforward, as inventions in different fields of technology require different technical assess-
ments. Most jurisdictions find that the standard is met when the invention is not obvious to a hypo-
thetical person with ordinary skill in the art before the filing or priority date. Other jurisdictions,
however, adopt an ‘average person’ standard which refers to a person possessing a common general
knowledge in the art.

Despite the ‘differences’ in standards, non-obviousness always involves a complex technical assess-
ment that includes the ability and knowledge of the person, existing public knowledge and access to
relevant information. The answers to these questions could also differ across fields of technology.
Thus, there is ample room for differentiation across jurisdictions. The primary consideration should
be to establish a framework that encourages innovation while ensuring public access to technology. In
addition, some patent advocates champion assessing inventive step on the social value of the innov-
ation instead of solely by technical assessment. In this regard, in addition to being non-obvious, an
invention must also provide sufficient social value to justify patent protection.66 When it comes to
pharmaceutical products, the recommended policy option for developing countries and LDCs is to
apply a strict standard of inventiveness that only protects genuine innovation and prevent unwar-
ranted limitations to competition and access to existing drugs.67 Lower standards of patentability
would unnecessarily limit competition at the expense of innovation.

With respect to surveyed SADC countries, South Africa, Tanzania and Namibia assess inventive
step with reference to ‘a person skilled in the art’.68 Whereas Botswana and Zambia provide that an

64Zambia Patents Act, ss 15 and 17(e).
65For detailed discussion, see O Serrano and M Burri ‘India, Brazil, and Public Health: Rule Making through South-South

Diffusion in the Intellectual Property Rights Regime?’ (2021) 15 Regulation and Governance 616.
66See for instance Australian Government Productivity Commission Intellectual Property Arrangements, Productivity

Commission Inquiry Report No 78, 23 September 2016, available at https://www.pc.gov.au/inquiries/completed/intellec-
tual-property/report/intellectual-property.pdf (last accessed 11 December 2022).

67Correa, above n 39, p 8.
68South Africa, s 25(10); Tanzania, s 8(10); and Namibia, s 14.
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invention must not be obvious to ‘a person ordinarily skilled in the art’.69 Malawi’s Patent Act contains
a unique standard providing that an invention shall receive no patent protection if ‘… the invention is
obvious in that it involves no inventive step having regard to what was common knowledge in the art at
the effective date of application’.70 Curiously, Zimbabwe’s Patent Act does not provide for any defin-
ition of inventive step thereby leaving it to the patent examiners to make a factual determination on
the claimed invention.71 Moreover, South Africa recently adopted the first phase of a new IP policy
that has the objective of ensuring, inter alia, patentability criteria consistent with its constitutional obli-
gations, development goals, and public policy priorities specifically public health concerns.72 It
remains to be seen if the policy will lead to the adoption of a novel approach toward the assessment
of patentability requirements.

The practical effects of such varying definitions of inventive step across the surveyed countries
remain undetermined as no data exists detailing how these standards are implemented during the
examination of patent applications. That being the case, we recommend that the surveyed countries
use the inventive step criterion to focus on transposing the space for ‘uses’ of known products at
the domestic level. This is especially significant for countries that principally rely on generics and
imported pharmaceuticals.

(iii) Industrial application (usefulness)
The third patentability requirement is industrial applicability (usefulness), meaning an invention must
be industrially capable of being used in any kind of industry. Most jurisdictions effectively presume
that inventions are capable of industrial application. However, the usefulness of pharmaceutical inven-
tions is unique considering the level of R&D that an invention goes through prior to patenting. In this
regard, the stage at which a pharmaceutical invention becomes useful occurs well before it is adminis-
tered to humans.73 Thus, it is prudent to determine when to grant protection for a pharmaceutical
product that must pass successive clinical trial phases to determine its efficacy and utility.

Looking at the legal framework of the surveyed countries, none of the governing laws provide for a
detailed definition of usefulness apart from the requirement that inventions must be capable of being
applied in any industry. South Africa and Malawi provide that the invention must be applied in trade
or industry or agriculture,74 while Botswana provides that an invention is considered to have met the
usefulness requirement if it can be used in trade, or in any kind of industry including handicraft, agri-
culture, fishery and other services.75 This is similar to Zambia and Namibia, which define industrial
application as being made or used in any industry.76 By contrast, Tanzania provides a detailed descrip-
tion of industrial application and considers an invention to be industrially applicable ‘if according to
its nature, it can be made or used, in the technological sense in any kind of industry, including agri-
culture, fishery and services’.77

(c) Parallel importation

IP exhaustion underpins the principle that ‘once an IP rights holder sells a product to which its IP
rights are attached, the rights embedded in the goods are deemed exhausted and the rights holder

69Botswana Industrial Property Act, s 8(7); Zambia, s 19.
70Malawi Patent Act, s 22(1)(d).
71Zimbabwe Patent Act, s 2.
72Department of Trade and Industry of South Africa International Trade and Economic Development, Intellectual

Property Policy of South Africa Phase I, 2018, available at https://www.gov.za/sites/default/files/gcis_document/201808/ippo-
licy2018-phasei.pdf (last accessed 11 December 2022).

73See In re Brana, 51 F.3d 1560 (Fed Cir 1995).
74See the South Africa Patent Act, s 25(1).
75Botswana Industrial Property Act, s 8(8).
76Zambia Patent Act, s 20, Namibia Patent Act, s 16.
77Tanzania Patents Act, s 11.
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can no longer control the redistribution of such branded goods’.78 Exhaustion is interrelated to the
concept of parallel trade. Parallel importation occurs when the IPRs embedded in the goods have
been exhausted; parallel imported goods are not counterfeit but genuine products that have been
legally brought onto the market by the rights holder (or licensee) in one territory and subsequently
sold to a third party in another country without the consent of the rights holder.79 Article 6 of the
TRIPS Agreement provides Members with discretion to embrace an exhaustion regime that suits
their domestic context (subject to the non-discrimination principles of most-favoured-nation and
national treatment). The Doha Declaration also clarified that WTO Members are free to establish
their own rules and procedures relating to parallel importation.80

Three types of exhaustion regimes exist.81 First is national exhaustion, which means IP owners can-
not control the exploitation of goods within the domestic market once placed on the market for sale.
The second is regional exhaustion, which only allows parallel imports between the members of the
regional alliance. This implies that upon the first sale of a product in a regional market, the exclusive
rights on the product are deemed exhausted. The third is international exhaustion, which means that
the IPRs embedded in a product are exhausted with the first sale in any market across the world.

Botswana,82 Zimbabwe,83 Namibia84 and Zambia85 provide for international exhaustion. For
example, Article 43(1) of Namibia’s 2012 Industrial Property Act reads: ‘The following acts do not
constitute an infringement of the rights under a patent, namely: a) acts of importation of patented
inventions which have been put on the market in any territory or country by the owner of the patent
or with his or her authorization’.

It remains unclear whether the South African legal framework, especially the Medicines Act, pro-
vides for parallel importation of pharmaceuticals. Section 15C of South Africa’s Medicines Act pro-
vides broadly that ‘the Minister may prescribe conditions for the supply of more affordable
medicines in certain circumstances to protect the health of the public’. Even though this section
appears to permit parallel importation of patented medicines, it does not specify whether the doctrine
of exhaustion applies nationally or internationally. The Malawian Patent Act similarly does not clearly
define the principle of exhaustion of IPRs. Instead, the government relies on the vagueness of section
28, ‘Extent, effect, and form of patent’ to assert that parallel importation is permitted. Section 28.4
outlines 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.

A closer inspection of the provision shows that the rights to import and export patented goods are not
addressed, which means that they are not explicitly covered in the Patents Act. From the standpoint of

78T Bodewig ‘Exhaustion of intellectual property rights in the European Union’ in Intellectual Property in Common Law
and Civil Law (Cheltenham: Edward Elgar, 2013).

79See F Abbott ‘First report (final) to the committee on international trade law of the international law association on the
subject of parallel importation’ (1998) 1(4) Journal of International Economic Law 607.

80See para 5d of the Doha Declaration on TRIPS Agreement and Public Health of 20 November 2001, WTO Doc WT/
MIN(01)/DEC/2 (2001).

81See F Abbott ‘Parallel importation: economic and social welfare dimensions’ prepared for the Swiss Agency for
Development and Cooperation (June 2007) p 5, available at https://www.iisd.org/system/files/publications/parallel_importa-
tion.pdf (last accessed 11 December 2022).

82See Industrial Property Act No 8 (2010), s 25(1)a.
83See the Patent Act (Chapter 26:03), s 24a, amended by Act 9 of 2002.
84See the 2012 Industrial Property Act, Art 43(1).
85See Patent Act 40 of 2016, s 76.
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the well-established legal principle that what is not expressly prohibited is permissible, the provision
would appear not to grant any exclusive import or export rights.86

In Tanzania, parallel imports of patented inventions are excluded from the legislation as section 36
of the Patents Registration Act provides that a patent owner has the right to prohibit anyone from
exploiting the patented invention, including by importing, offering for sale, selling, or using it.

In general, the best approach for the surveyed countries remains an unrestricted international
exhaustion regime.87 The patent laws must be clear and unequivocal in this regard. The rationale
for this recommendation is that these countries are net IP importers dependent on pharmaceutical
importation. International exhaustion can benefit by helping facilitate the importation of patented
products from the cheapest global market in order to assist in meeting prevailing health needs. As
simple as this recommendation is, the parallel importation of pharmaceuticals is controversial and
complex. Parallel importation of pharmaceuticals involves many other issues beyond trade, including
health policies, consumer protection and medical regulations. National marketing approval for
pharmaceutical products, labelling laws, import authorisations and other formalities make use of
the flexibility even more complicated in practice.88 The ecosystem of parallel trade in pharmaceuticals
is beyond the scope of this paper,89 but from an IP perspective the international exhaustion regime is a
viable way to facilitate access to pharmaceuticals for low-income countries.

(d) Compulsory licence

Compulsory licensing could be used for many purposes, including combating anti-competitive behav-
iour and advancing public health objectives. Compulsory licences can also be granted if the rights
owner fails to locally ‘work’ the patent – ie failure to make the patented product available either by
import or local production. Recognised as a legitimate tool since the Paris Convention (1883),
Article 31 of the TRIPS Agreement and the subsequent waiver/amendment (in the form of Article
31bis) agreed upon in the wake of the HIV/AIDS pandemic provide the basis for compulsory licensing
in the TRIPS Agreement. In essence, a compulsory licence serves as a ‘safeguard’, allowing a govern-
ment to respond to any national security or health crisis and safeguard the public from possible abuses
owing to IPRs.90 While certain scholars and activists advocate for greater use of compulsory licencing
in less-developed countries to drive pharmaceutical access,91 others warn that ‘the mechanism is not a
panacea’ or first-best option to increase access to pharmaceuticals.92

All of the surveyed countries allow for compulsory licensing for a variety of reasons, including pub-
lic interest, failure to licence on reasonable terms and in order to combat anti-competitive behaviour.
All of the surveyed countries also provide that a compulsory licence may be issued if the invention,
though capable of being worked in the country, is not being worked on a commercial scale and

86R Lewis-Lettington ‘A survey of policy and practice on the use of access to medicines-related TRIPs flexibilities in
Malawi’ (DFID Health Systems Resource Centre, 2004), available at https://www.eldis.org/document/A16624 (last accessed
3 January 2023).

87See generally YAVawda and B Shozi ‘Eighteen years after Doha: an analysis of the use of public health TRIPS flexibilities
in Africa’, available at https://ssrn.com/abstract=3559478 (last accessed 11 December 2022) (recounting how Botswana used
parallel importation to procure antiretroviral drugs in 2000).

88On consumer safety see I Avgoustis ‘Parallel imports and exhaustion of trade mark rights: should steps be taken towards
an international exhaustion regime’ (2012) 34(2) European Intellectual Property Review 108.

89For further analysis see E Bonadio ‘Parallel imports in a global market: should a generalised international exhaustion be
the next step?’ (2011) 33(3) European Intellectual Property Review 153.

90D Nicol and O Owoeye ‘Using TRIPS flexibilities to facilitate access to medicines’ (2013) 91 Bulletin of the World Health
Organization 533.

91See eg C Chien ‘Cheap drugs at what price to innovation: does the compulsory licensing of pharmaceuticals hurt innov-
ation’ (2003) 18 Berkeley Technology Law Journal 853; J Reichman ‘Comment: compulsory licensing of patented pharma-
ceutical inventions: evaluating the options’ (2009) 37(2) Journal of Law, Medicine & Ethics 247.

92See eg Mercurio, above n 57, p 142; Hilty et al, above n 13, at 3.
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there is no satisfactory reason for non-working.93 The legality of local working requirements – domes-
tic provisions which allow the grant of a compulsory licence when a patent is not ‘worked’ in that
country – are questionable under Article 27 of the TRIPS Agreement, which prohibits discrimination
as to ‘whether products are imported or locally produced’.94 The consistency of the provision has never
been tested in dispute settlement, however, and there is no evidence that WTO Members maintaining
local working requirements are concerned about any inconsistency with the TRIPS Agreement.

Compulsory licences have proven to be an effective tool in reducing the cost of pharmaceuticals. In
fact, a recent study conducted by renowned public health advocate Ellen t’Hoen and others concludes
that TRIPS flexibilities, and in particular compulsory licences ‘have been used more often than previ-
ously assumed’ when procuring generic versions of essential medicines.95 In total, the study identified
176 occurrences of possible use of TRIPS flexibilities by 89 countries, of which around 60% engaged in
the use of compulsory or government use licences.96 Malaysia and Thailand are two examples of coun-
tries effectively making use of compulsory licences, with the former reducing the prices of anti-
retroviral drugs by 83% in 2002 and Thailand reducing the prices of cancer, coronary disease and
HIV/AIDS drugs by 98% through compulsory licences issued between 2006 and 2008.97

These countries, however, faced political pressure and even industry reprisals for the issuance of
compulsory licences.98 For example, the United States (US) considered Thailand’s issuance of compul-
sory licences in 2006-2008 inappropriate and the US Trade Representative (USTR) placed Thailand on
the Priority Watch List under Special 301 of the Omnibus Trade and Competitiveness Act of 1988 in
2007.99 Likewise, the US placed Ecuador on USTR’s Special 301 list in 2010 and 2011 owing to its
compulsory licensing of pharmaceutical and agricultural chemicals.100 Similarly, Merck & Co strongly
condemned Brazil following its compulsory licensing of Efavirenz (a drug used to treat HIV) after
negotiations for a voluntary licence failed,101 calling Brazil’s action an ‘expropriation of intellectual
property [that] sends a chilling signal to research-based companies about the attractiveness of under-
taking risky research on diseases that affect the developing world’.102 These are but a few examples of
the pressure faced by countries seeking to make use of TRIPS-compliant flexibilities and issue a com-
pulsory licence.

Countries with insufficient or no manufacturing capabilities face additional hurdles. The TRIPS
amendment resulting in the creation of Article 31bis – popularly called the ‘Doha Paragraph 6

93See eg the Zimbabwean Patent Act 1987, Chapter 26:03, s 31(1).
94B Mercurio and M Tyagi ‘Treaty interpretation in WTO dispute settlement: the outstanding question of the legality of

local working requirements’ (2010) 19 Minnesota Journal of International Law 326 (arguing that Art 31 of the Vienna
Convention on the Law of Treaties together with the provisions in the TRIPS Agreement and Doha Declaration and the prin-
ciples of good faith domestic legislation local working requirements do not unjustifiably discriminate against other members
in violation of Art 27 of the TRIPS Agreement).

95E ‘t Hoen et al ‘Medicine procurement and the use of flexibilities in the Agreement on Trade-Related Aspects of
Intellectual Property Rights, 2001–2016’ (2018) 96(3) Bulletin of the World Health Organization 185.

96Ibid.
97M Khor ‘Patents, compulsory licenses and access to medicines: some recent experiences’ (2010) Intellectual property and

access to medicines: papers and perspectives 87.
98See generally O Olatunji ‘Historical account of dwindling national flexibilities from the Paris Convention to post-TRIPS

era: what implications for access-to-medicines in low-and-middle-income-countries?’(2022) 25(2) The Journal of World
Intellectual Property 391.

99H Jin ‘Reality and potentiality: compulsory patent licensing in China from a comparative perspective’ (2015) 31(2)
European Intellectual Property Review 93. See also J Kuanpoth ‘Compulsory licences: law and practice in Thailand’ in R
Hilty and KC Liu (eds) Compulsory Licensing. MPI Studies on Intellectual Property and Competition Law (v 22) (Berlin:
Springer, 2015), https://doi.org/10.1007/978-3-642-54704-1_4.

100M Desai ‘Compulsory licensing: procedural requirements under the TRIPS agreement’ (2016) 18(1) Pharmaceuticals
Policy and Law 31 at 37.

101J Cohen ‘Brazil, Thailand override big pharma patents’ (2007) 5826 Science 316.
102Press Release, Merck & Co ‘Statement on Brazilian government’s decision to issue compulsory license for Stocrin’ (4 May

2007), https://www.business-humanrights.org/fr/dernières-actualités/merck-co-inc-statement-on-brazilian-governments-decision-
to-issue-compulsory-license-for-stocrin/ (last accessed 11 December 2022).
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Solution’ – establishes a procedure for countries with insufficient or no local manufacturing capacity
to import under a compulsory licence. Some commentators, however, assert that inefficiencies and
bottlenecks associated with the system make it ineffective if not irrelevant.103 As evidence, these critics
point to the procedural difficulties encountered in the single case of the system’s use involving phar-
maceuticals being imported to Rwanda. For instance, part of the three-year time period between
Rwanda’s indication to use the system and supply featured a lengthy voluntary licence negotiation
between Canada’s Access to Medicines Regime and the three Canadian companies holding patents
on the pharmaceutical product in question.104 In addition, during the same three-year period,
Rwanda issued a public tender that saw four Indian generic manufacturers entering into prolonged
and ultimately unsuccessful negotiations on supplying the patented medicine.105 While these delays
are not necessarily caused by the system, they are illustrative of the fact that the procedural require-
ments can delay supply.106

These issues notwithstanding, in practice it is often the threat to issue a compulsory licence
(as opposed to the actual use) that serves an important purpose as it is a key bargaining chip for
countries negotiating purchases from pharmaceutical companies.107 In this regard, we disagree with
the critics and contend that the system has served its purpose in reducing prices and increasing access
such that developing countries and LDCs have not proclaimed the need to actually use the system in
recent years. It is for this reason that it has been reported that African countries strongly supported the
adoption of the recent Ministerial Decision as it would provide for a stronger and even more credible
threat to use as leverage in procurement negotiations.108 For these reasons, and although imperfect,109

the system has undoubtedly played (and will continue to play) a supportive role in the wider effort to
improve access to essential medicines and serve as a vital instrument in addressing the conundrum
facing countries with little or no pharmaceutical manufacturing capacity.110

None of the surveyed countries has explicitly incorporated the provisions of the TRIPS
amendment.111 While it is technically possible to utilise the system without requiring special
domestic legislation – for example, the Philippines merely requires that a compulsory licence
‘shall also contain a provision directing the grantee of the licence to exercise reasonable measures
to prevent the re-exportation of the products imported under this provision’112 – explicitly providing
for the provisions of the amendment would, however, offer a clear and firm basis for use of the
system.

It is important to remember that compulsory licensing is not a ‘magic pill’, and ‘it is the threat of a
compulsory licence that is a valuable bargaining chip to be used to extract concessions from the rights

103See D Mathews ‘WTO decision on implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement
and public health: a solution to the access to essential medicines problem?’ (2004) 7 Journal of International Economic Law
73; W Guan ‘IPRs, public health, and international trade: an international law perspective on the TRIPS amendment’ (2016)
29(2) Leiden Journal of International Law 411.

104WHO-WIPO-WTO ‘Extract from the WHO-WIPO-WTO trilateral n study on the paragraph 6 system’ (2014), avail-
able at https://www.wto.org/english/tratop_e/trips_e/trilatweb_e/trilat_web_13_e.htm (last accessed 11 December 2022).

105Ibid.
106Here, it should be noted that the recently adopted Ministerial Decision simplifies procedures in an acknowledgment and

attempt to address some of these issues.
107Mercurio, above n 57, p 141.
108EU Director-General for Trade Sabine Weyand echoed this justification when stating on Twitter: ‘There is a reason why

in particular African countries wanted what was on the table: It gives them leverage to negotiate with pharma companies’.
Tweet from @WeyandSabine at 8:15pm (HK time) on 18 June 2022.

109Interestingly, Baker recommends simplifying the procedure for the use of Art 31bis in domestic legislations by adopting
a ‘one licence solution’ and providing for strict time limits on the obligation to engage in negotiations for a voluntary licence:
Baker, above n 35, at 31.

110T Adekola ‘Has the Doha paragraph 6 system reach its limits?’ (2020) 15(7) Journal of Intellectual Property Law and
Practice 525.

111Hilty et al, above n 13. See also Mercurio, above n 13, at 25.
112See WTO IP/N/1/PHL/1/10 ‘The Implementing Rules and Regulations of Republic Act 9502 (Universally Accessible

Cheaper and Quality Medicines Act of 2008)’.
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holder’.113 Moreover, a compulsory licence cannot facilitate the transfer of the know-how and tech-
nical knowledge needed to exploit complex inventions nor can it drive the market competition needed
to reduce the price of pharmaceuticals (being a single market licence) on a large-scale sustainable
basis.114 Therefore, beyond the text of the legislation on compulsory licences, the surveyed countries
could also focus on investigating the possibility to build local or regional pharmaceutical manufactur-
ing capacity in order to make better use of the mechanism.

(e) Test data exclusivity

Test data exclusivity refers to the ‘protection of clinical trial data required to be submitted to a regu-
latory to prove safety and efficacy of a new drug’.115 The protection of this data provides market exclu-
sivity outside of patent rights with the aim of preventing generic drug manufacturers from relying on
such data in their own applications for a set period of time.116 To the innovative pharmaceutical indus-
try, allowing other companies to free-ride and rely on test data provides an unfair advantage because
the data is complex and expensive to produce. Critics counter that test data protection restricts the
production of generic copies, preventing drug prices from falling due to generic competition and mak-
ing it more difficult for the disadvantaged to access life-saving drugs.117 Critics also assert that test data
exclusivity unfairly limits knowledge dispersal which is an inherent reward for granting a patent or
intellectual monopoly.118 In their view, test data exclusivity is a form of evergreening, which arguably
may even restrict the ability of governments to grant a compulsory licence, since data monopolies pre-
vent the marketing of generic products, even if a licence has been granted.119

The TRIPS Agreement requires protection of test data submitted to national authorities for
approval of drugs for marketing. Article 39(3) of the TRIPS Agreement states:

Members, when requiring, as a condition of approving the marketing of pharmaceutical or of
agricultural chemical products which utilize new chemical entities, the submission of undisclosed
test or other data, the origination of which involves a considerable effort, shall protect such data
against unfair commercial use. In addition, Members shall protect such data against disclosure,
except where necessary to protect the public, or unless steps are taken to ensure that the data are
protected against unfair commercial use.

Consensus has never been reached on what test data protection means, despite the TRIPS Agreement
setting out two distinct obligations: protect data against unfair commercial use and against disclos-
ure.120 While it is fairly straightforward for health authorities to prevent disclosure of information,
the requirement to prevent ‘unfair commercial use’ is somewhat unclear. There is no clear indication
of how protection should be implemented, what its limits are, or how long it should last.121

113Mercurio, above n 57, p 141.
114T Adekola ‘Regional mechanism under Doha paragraph 6 system – the largely untested alternative route for access to

patented medicines’ (2020) 15(1) Asian Journal of WTO and International Health Law and Policy 61.
115GJ Mossinghoff ‘Overview of the Hatch-Waxman Act and its impact on the drug development process’ (1999) 54 Food

& Drug Law Journal 187.
116O Owoeye ‘Data exclusivity and public health under the TRIPS agreement’ (2014) 23(2) Journal of Law, Information

and Science 106.
117See R Labonté et al ‘USMCA (NAFTA 2.0): tightening the constraints on the right to regulate for public health’ (2019)

15(1) Globalization and Health 1. See also T Adekola ‘Revisiting the public health implications of the United States–Mexico–
Canada agreement’ (2020) 16(1) Globalization and Health 1–2.

118Adekola, above n 117, at 1.
119Ibid.
120See Mercurio, above n 57, p 160.
121See generally C Correa ‘Protection of data submitted for the registration of pharmaceuticals: implementing the stan-

dards of the TRIPS Agreement’ (South Centre, 2002).
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None of the seven surveyed countries provide test data protection. Principally, test data protection
is intended to provide the originator companies with enough time to recoup their R&D costs. This
justification does not match the context of less-developed countries such as Botswana, Zambia,
Namibia, Zimbabwe, Tanzania and Malawi. There is no empirical evidence to suggest that test data
exclusivity increases FDI in the pharmaceutical sector, but what has been proven is that test data exclu-
sivity results in extended periods of protection for originator drugs which delays generic competition
and drives up drug costs.122 Hence, countries that are secondary markets for innovation drugs should
embrace test data exclusivity with caution – such protection will not benefit local pharmaceutical man-
ufacturers or facilitate access to generics. Countries must also be mindful of the fact that access to test
data for the purpose of ensuring safety and efficacy of drugs is integral to consumer safety and public
interests. Hence, policies and laws should be couched to ensure the appropriate balance of interests.123

If a regime does adopt test data exclusivity, it should ensure the availability of ample safeguards, most
notably that test data exclusivity does not impede the use of compulsory licensing.

(f) Regulatory review exception

The regulatory review exception, also referred to as the ‘Bolar Exception’, applies to pharmaceutical pro-
ducts which require regulatory requirements in order to place the products onto the market. For new
pharmaceutical products, marketing approval requires three phases of expensive clinical testing.
However, the approval procedure for generic pharmaceutical products is much simplified. There is no
need to go through the three phases of testing; rather the applicant is only required to submit data prov-
ing that the generic product performs similarly (bioequivalence or chemical equivalence) to the innov-
ator drug.124 Hence, unless the procedure for granting marketing approval to generic drugs is initiated
before the patent expiry of the innovator drug, the approval procedure would delay their entry onto the
market. That is, without such exception, the competitor would be prohibited from commencing the
regulatory review process to place the product on the market until the patent expires. This would extend
the monopoly sales period of the original product well beyond the date of the patent expiry.

The regulatory review exception serves two functions. First, it enables the competitor to seek regu-
latory approval while the patent is in force thereby facilitating quicker access to competition and thus
cheaper medicines. Secondly, it prevents the patent holder of the original product from enjoying a per-
iod of de facto monopoly protection in excess of the patent term. Expediting the regulatory approval
process and easing market entry also assist in reducing the developmental costs of the product.125

Thus, it would be prudent for developing countries and LDCs to make use of the regulatory review
exception in order to facilitate generic entry into the market and reduce pharmaceutical expenditures.

With respect to the surveyed countries, however, the regulatory review exception is the least utilised
exception in SADC countries. Of the surveyed SADC countries, only South Africa and Zimbabwe pro-
vide for regulatory review exception. South Africa amended its patent legislation in 2003 to incorpor-
ate the exception:

It shall not be an act of infringement to make, use, exercise, offer to dispose of, dispose of or
import a patented invention on a non-commercial scale and solely for the purposes reasonably
related to the obtaining, development and submission of information required under the law that
regulates the manufacture, production, distribution, use or sale of any product.126

122Oxfam International ‘All costs, no benefits: how TRIPS-Plus intellectual property rules in the US-Jordan FTA affect
access to medicine’ Oxfam Briefing Paper, March 2007.

123See generally BK Baker ‘Trans-Pacific partnership provisions in intellectual property, transparency, and investment
chapters threaten access to medicines in the US and elsewhere’ (2016) 13(3) PLoS Medicine 1001970.

124For details on marketing approval for pharmaceuticals see C Correa ‘The Bolar exception: legislative models and draft-
ing options’ South Centre Research Paper, March 2016, available at https://www.southcentre.int/wp-content/uploads/2016/
03/RP66_The-Bolar-Exception_EN1.pdf (last accessed 11 December 2022).

125VM Tellez ‘Bolar exception’ in Correa and Hilty, above n 39, p 135 at p 137.
126Patents Amendment Act (2002), Act No 57 of 1978, s 69.
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This exception is not limited to pharmaceutical products. However, in a statement to the WTO in
2018, South Africa reiterated that the amendment was made to expedite the availability of generic
medicine on the market.127 Similarly, section 24B of Zimbabwe’s Patent Law provides that test batches
of a patented pharmaceutical product may be produced without the consent of the patent owner six
months before the expiry of the patent provided that they are not put on the market before the expiry
of the patent.

Given the importance attached to ensuring access to medicine as the primary policy consideration
in patent laws of the surveyed countries, it is puzzling that the regulatory review exception is barely
used. Studies estimate that 70–90% of drugs consumed in the sub-Saharan African region (which
includes all the surveyed countries) are imported.128 In this regard, this exception would contribute
to alleviating accessibility issues, as generic manufacturers would be able to complete the market
approval process prior to the patent expiry and without seeking the consent of the patent holder.
The inclusion of the regulatory review exception would therefore facilitate the timely entry of generic
competition into the market thus enhancing access to medicines both in terms of availability and
affordability.

3. Findings and recommendations

IPRs remain subject to the principle of territoriality and are thus bound in their existence and scope to
the territory of the state or supranational entity in which they entered into force or have been recog-
nised. Even though the TRIPS Agreement prescribes uniform minimum standards, in principle, it is
for the respective Members to determine the forms of protection deemed appropriate to achieve – or
to avoid – effects that are considered (un)desirable for economic, social or cultural reasons. Given that
the surveyed countries are net IP importers, it would seem that the best approach would be to ensure
that their pharmaceutical patent laws and policies are framed to take full advantage of TRIPS
flexibilities.

As demonstrated above, Article 27 on patentability leaves ample room for Members to tailor their
laws to meet specific needs and objectives and provide the meaning and scope of each of the criteria
for patentability. The recommended approach for the selected countries is therefore to embrace strict
rules with patentability that will guard against overprotection and interests that may negate their
broader objectives for driving access to affordable medicines. The countries should adopt clear guide-
lines on the definition of patentability criteria in a manner that extends protection to genuine innova-
tions only while also rewarding investments in R&D. In essence, these countries should adopt similar
pharmaceutical patenting approaches to countries such as India and Brazil.

Furthermore, while the availability of compulsory licensing can assist in facilitating access to med-
icines, the starting point for some countries is to investigate whether it is feasible to develop a pharma-
ceutical manufacturing in order to harness more effectively the gains of the flexibility. It is also
recommended that the surveyed countries should amend their domestic laws to ensure that they
can use the TRIPS ‘paragraph 6 solution’ and better prepare for public health emergencies. As
noted, the waiver has been available since 2003 but has not been domesticated by any of the countries
under study. Furthermore, countries may seek to incorporate a ‘local working’ requirement into their
domestic laws, which would provide an easier pathway to facilitate the issuance of a compulsory
licence.

Given that the selected countries are pharmaceutical importers, this paper also recommends a
broader and more tailored approach to regulatory review exceptions in a manner that will pave the

127WTO TRIPS Council (2018) ‘South Africa’s statement on the regulatory review exception’, available at https://www.
keionline.org/26732 (last accessed 11 December 2022).

128See International Financial Corporation (The World Bank Group) ‘Inside Africa’s push to make its own medicines’ June
2021, https://www.ifc.org/wps/wcm/connect/news_ext_content/ifc_external_corporate_site/news+and+events/news/cm-stor-
ies/africa-pharma-manufacturing-hubs-en (last accessed 11 December 2022).
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way for generic manufacturers to use a patent to apply for market approval without concerns about
infringement claims. It is also recommended with respect to test data exclusivity, that the selected
countries should push back against ‘coerced conformity’,129 which allows IP maximalist measures
to be blindly transplanted into domestic law without considering local priorities or frameworks.

One interesting finding in this paper is the low patenting trend in the surveyed countries and in
Africa in general. While the TRIPs Agreement, and pharmaceutical patent protection more generally,
have been blamed for the worsening health situation in these countries, the low rate of patenting in
Africa generally and in the surveyed countries demonstrates that pharmaceutical patents may not
be the chief challenge to pharmaceutical access. Other issues of importance include: pharmaceutical
manufacturing capacity; technical and infrastructural capacities for medicines regulation; regulating
anti-competitive practices; and pharmaceutical market intelligence. Thus, the main lesson is that
while it is important for the surveyed countries take full advantage of the available flexibilities, they
must also tackle the non-IP barriers in order to forge a sustainable solution to the challenge of access
to medicines.

Conclusions

There is no doubt that the problem of access to essential medicines does not arise solely from the
TRIPS Agreement, but denying that TRIPS plays any role in exacerbating the problems is also prob-
lematic. That being said, the TRIPS Agreement incorporates safeguards that seek to ensure a balance
between the rights and obligations of inventors and users. While safeguards at the international level
are necessary, they are insufficient without action at the domestic level. This paper discusses such flex-
ibilities and demonstrates how and why SADC countries should better utilise the safeguards. More
specifically, the paper demonstrates how the studied countries have failed to exhaustively utilise the
available and calls for them to act. At the same time, the paper warns of the dangers that some
TRIPS-plus provisions commonly negotiated into FTAs by certain developed countries may have sig-
nificant implications on access to medicines. The conclusion is straightforward: countries must ensure
that domestic laws maximise flexibilities and avoid enacting measures that impose higher obligations
than necessary which could potentially reduce the potency of the flexibilities. While we are not naïve
enough to believe that optimal use of TRIPS-flexibilities is a panacea to solving all public
health-related problems, we do believe that governments could better play a supportive role in the
wider effort to improve access to medicines and overall public health.

129See B Mercurio ‘Challenging coerced conformity in pharmaceutical patent law: promoting a holistic review’ (2020) 51
IIC 330 (coining the phrase ‘coerced conformity’ to explain a system ‘where signed and implemented FTAs simply transplant
IP maximalist measures into local law without even attempting to tailor the measures to suit the local priorities or
framework’).
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