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Executive Summary 
 

IPASA supports the South African government’s commitment to building a strong innovative 

biotechnology sector to accelerate the creation of jobs, skills, technology transfer, and to ensure a 

secure supply of medicines. By strengthening the intellectual property (IP) system and further expanding 

already developed clinical research and supply-chain infrastructure, South Africa can increasingly 

capture the benefits of global biopharmaceutical innovation. IP protection is a driver of innovation, 

provides an economic incentive and safeguard mechanisms to foster healthcare solutions, which 

promotes local economic growth and discoveries in lifesaving medical technologies and medication. 

 

Where markets are open and intellectual property is protected and enforced, biopharmaceutical 

innovators have the predictability and certainty they need to collaborate with local partners, compete 

successfully, and accelerate the launch of new medicines. Research, development, and distribution of 

innovative medicines increasingly involves collaboration and the exchange of commercially sensitive 

information between multiple partners across border and around the world. Strong intellectual property 

protection and enforcement enable innovators to license their patented inventions to others with the 

certainty that valuable information disclosed is secure. The effective patenting of technologies, including 

pharmaceuticals, provides investors with an incentive to invest in those technologies, and forms the 

foundation for maintaining a well-resourced and motivated work force. 

 

Robust intellectual property protections promote faster access to new medicines. A major 2014 study 

found firms launch innovative medicines sooner in countries where there is effective patent protection 

and enforcement.1 It showed that strong patent protection accelerates new product launches in 

countries of all levels of development. Launching a medicine in a particular country also has important 

effects on the whole healthcare system. For instance, when a new medicine is introduced, 

biopharmaceutical companies invest in educating healthcare providers on the science and appropriate 

use of that medicine.2 This investment later enables accelerated acceptance of generic versions once 

relevant intellectual property protections expire. 

 

Intellectual property promotes competition and greater treatment options. In exchange for the limited 

period of protection patent provide, innovators must fully disclose their inventions to the world. That 

disclosure accelerates innovation and empowers potential competitors to build on those inventions. 

Competition means more medicines in the same therapeutic class, more options for patients, and even 

lower prices.3 

 

                                                           
1 Cockburn, I.M. et al., “Patents and the Global Diffusion of New Drugs”, National Bureau of Economic Research, 
September 2014, available at http://nber.org/papers/w20492. 
2 Wilsdon, Tim and Glyn Chambers, “The wider value delivered to patients, healthcare systems and competitors 
when innovators launch new products,” Charles River Associates, April 2013.   
3 International Federation of Pharmaceutical Manufacturers and Associations, The New Frontiers of 
Biopharmaceutical Innovation, 2012, available at http://www.ifpma.org/wp-
content/uploads/2016/01/IFPMA_New_Frontiers_Biopharma_Innovation_2012_Web.pdf. 
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In order to create an enabling environment for innovation and investment, IPASA believes that the 

following principles should underpin the intellectual property policy: 

 

• Equal treatment of local and foreign companies; 

• Promoting and strengthening local scientific capabilities; 

• Developing efficient and effective regulatory systems aligned with international best practice; 

and 

• Developing predictable and fair pricing, reimbursement and public procurement schemes. 

 

We remain concerned, however, that the approaches recommended in the Intellectual Property Policy 

for “immediate domestic review” would undermine South Africa’s efforts to support an innovative 

biotechnology sector. Numerous recommendations call to erode or eliminate certain intellectual 

property laws and policies. As described in greater detail below, experience demonstrates that 

weakening intellectual property laws and policies harms innovators and patients. In particular: 

 

In considering Local Manufacturing and Export in line with Industrial Policy, South Africa should use of 

non-discriminatory and inventive-based policies to strengthen its domestic biopharmaceutical sector. 

 

IPASA supports the development of a Substantive Search and Examination (SSE). A sustained, effective, 

and efficient SSE system requires, however, substantial investments. Capacity building on SSE includes, 

among others, adequate, appropriately trained, and skilled human resources, a strong intellectual 

property regulatory infrastructure to avoid backlogs and ensure that the entire system runs effectively 

and efficiently. South Africa should adopt international best practices from leading patent offices.  

 

South Africa currently makes available post-grant Patent Opposition mechanisms. A pre-grant 

opposition procedure, however, would not enhance the South African patent system. Experience 

demonstrates that pre-grant opposition proceedings can lead to unreasonable patent application 

delays, introduce significant innovator uncertainty, and delay the availability of patented inventions to 

the market. 

 

IPASA supports Patentability Criteria enumerated in South Africa’s Patents Act and the WTO Agreement 

on Trade-Related Aspects of Intellectual Property Rights (TRIPS), which requires patents be granted for 

“any new invention, whether products or processes, in all fields of technology, that are new, involve an 

inventive step, and are capable of industrial application.” Recommendations set forth in the Draft IP 

Policy risk significantly restricting the types of biopharmaceutical inventions that can be patented in 

South Africa. Notwithstanding the compatibility of these proposals under WTO rules, such 

recommendations can significantly harm patients, the national healthcare system, and limit 

opportunities for biopharmaceutical innovation.  
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IPASA supports patent Disclosure Requirements that describe an invention in a manner sufficiently clear 

and complete for the invention to be carried out by a person skilled in the art. IPASA cautions against 

policies, laws, and guidelines that place an undue burden on patentees to disclose information that is 

not material to a patent application or is publicly available. South Africa should consider joining existing 

patent office work sharing mechanisms to facilitate examiners. 

 

Expanding existing Parallel Importation laws on pharmaceutical products in South Africa could pose 

significant risks to patients and public health. International experience demonstrates that parallel 

importation encourages and facilitates the sale of counterfeit, sub-standard, or uncontrolled 

pharmaceuticals.  

 

South Africa incorporated the Bolar exception in a 2002 amendment to the Patents Act. The provision is 

an important tool to assist generic producers to research, create, and test a patented product before 

patent term expiry, thereby allowing generic entry into the market as soon as possible once the 

patentee’s exclusive rights lapse. IPASA supports Bolar-type exemptions in South Africa so long as they 

are limited and complemented by measures supporting innovation, such as patent term extension (PTE) 

to account for regulatory delays. 

 

IPASA commends the dti for recognising the contribution of Voluntary Licenses to generic competition, 

lower prices, and accessibility, particularly in the area of antiretroviral drugs (ARVs) used in the 

treatment of HIV/AIDS. Voluntary licensing is a proven approach to managing intellectual property 

assets, and it has been successfully leveraged by individual inventors, research institutes and 

universities, companies, and global entities such as the Medicines Patent Pool (MPP). We urge the dti to 

take a cautious and measured approach to Compulsory Licensing policies as experience and observers 

note that compulsory licenses do not address systemic barriers to access or necessarily achieve desired 

outcomes. 

 

The intersection of Competition Law and IP in South Africa is well-grounded. Intellectual property and 

competition laws are not at odds, the two bodies of law are complementary, as both are aimed at 

encouraging innovation, industry, and competition.  
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1.  Opening Remarks 
The Innovative Pharmaceutical Association of South Africa (IPASA) welcomes the opportunity to 

comment on the the 2017 Draft Intellectual Property Policy of the Republic of South Africa – Phase I.  

IPASA is a trade association with 27 of some of the world’s leading global pharmaceutical research and 

biotechnology companies devoted to inventing medicines that have and continue to contribute to 

patients living longer, healthier, and more productive lives. With nearly $65.5 billion invested in R&D 

worldwide in 2016,4 more than 300 new medicines approved in the last decade, and about 7,000 

medicines in development globally our members are world leaders in medical research.5 
 

 

We value the South African’s government commitment to build a stronger local innovative 

biotechnology sector in order to accelerate the creation of manufacturing jobs, skills and technology 

transfer, and to ensure a secure supply of medicines in the country. Through capacity-building, 

innovation incentives, technology transfer, attracting domestic and foreign direct investment, and 

expanding its already well-developed infrastructure for clinical research, South Africa can increasingly 

contribute to, and capture the benefits of, global biopharmaceutical innovation.  

 

IPASA applauds the South African government’s acknowledgment that “without technology and 

innovation, industrialisation will not happen, and without industrialisation, development will not 

happen” as upheld in the United Nations (UN) Sustainable Development Goal (SDG) 09, to build resilient 

infrastructure, promote inclusive and sustainable industrialisation and foster innovation, and as found in 

the ninth iteration of the SA Industrial Policy Action Plan (IPAP) 2017/18 – 2019/20.6 

 

IPASA agrees with Dani Rodrick (2004) who advocates that policymaking should be pursued as a 

partnership between the government and private actors “with the aim of uncovering where the most 

significant obstacles to restructuring lie and what type of interventions are most likely to remove 

them”7.   

 

IPASA affirms and supports the aspirations of the South African government to advance society and 

promote a knowledge-based economy. IPASA further supports the South African government’s goal to 

strengthen the local, multinational, and South African based pharmaceutical sector. Thus, we implore 

the Cabinet to consider our previous submission and consider IPASA and its members as partners to 

ensure a better South Africa for all who live in it.  

 

IPASA is appreciative of the South African Department of Trade and Industry’s (dti) continued efforts to 

promote intellectual property as an important policy instrument to foster innovation, technology 

transfer, research and development (R&D), industrial development and more broadly, economic growth.  

                                                           
4 See slide 35 http://phrma-docs.phrma.org/files/dmfile/Biopharmaceuticals-in-Perspective-2017.pdf. 
5 See slide 24 http://phrma-docs.phrma.org/files/dmfile/Biopharmaceuticals-in-Perspective-2017.pdf 
6 http://www.dti.gov.za/DownloadFileAction?id=1170 
7 Dani Rodrik (2004) Industrial Policy for The Twenty-First Century at p.3 found in:  
http://www.un.org/en/development/desa/policy/cdp/cdp_news_archive/2016_Member_LDC_IP_Nurse_new.pdf 
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Gary Marchant (2015) argues that “we are in a period of unprecedented rapid technological change that 

will radically and repeatedly change the way we live our lives, interact with others, conduct business, 

and practice law. Over the next two decades new technologies, industries, companies, products, 

lawsuits, and practice areas will rapidly rise and fall. No previous generation of policymakers, judges, 

lawyers, and scientist have faced such a tumultuous and rapidly changing near future.”8 It will take the 

combined efforts of the private sector, civil society and government to ensure that we plan and conduct 

our professional responsibilities to adequately prepare for our tumultuous near future.  Within this view 

IPASA would like further to reiterate that the South African government’s developmental objectives and 

constitutional obligations envisages that all sectors of society should be engaged when developing 

policy.  We again submit comments and suggestions, as outlined below, that contribute to South Africa’s 

robust ambitions in the area of intellectual property that will allow South Africa to develop into a 

competitive knowledge-based economy in the future.  

 

Innovative systems and Intellectual Property protection have ensured the production of thousands of 

cures and have saved millions of lives.  Research demonstrates that the private sector is responsible for 

as much as 97 percent of drug development. 9  Intellectual property rights contribute directly and sustain 

research and development, innovation and increased value chain expansion. Intellectual property rights 

have contributed to the advances in medical technologies, including through partnership and 

collaborations and the enormous progress and contributions made in the past decade.10 The Bill and 

Melinda Gates foundation (2016) states that “Scientific advancement in healthcare has allowed human 

beings to double their life spans and effectively address lethal diseases such as malaria, cholera and the 

plague that have in the past wiped out entire civilisations”. Scientific advancements have been propelled 

because of the limited period of protection guaranteed by intellectual property rights within a robust IP 

regime. 

 

Abdalaziz Alfarraj (2016) asserts that intellectual property protection is important to emerging 

economies because it helps in the creation of new knowledge, broad sharing of knowledge and, 

promotes economic growth.11  Ultimately leading to economic and social development. IPASA and its 

members would again like to reiterate its call to engage productively with policymakers to ensure South 

Africa moves to its developmental priorities, and towards a knowledge-based economy. IPASA looks 

forward to future occasions to provide further input towards developing South Africa’s policy landscape 

to help achieve the objectives of sustainable growth and development for the benefit of all South 

Africans.  

 

IPASA supports the South African governments efforts to develop its Industrial Policy.  In the National 

Development Plan12 the South African government has acknowledged that the extent to which 

developing countries emerge as economic powerhouses depends on their ability to grasp and apply 

                                                           
8 http://sites.nationalacademies.org/cs/groups/pgasite/documents/webpage/pga_172350.pdf 
9 http://csdd.tufts.edu/files/uploads/PubPrivPaper2015.pdf  
10 http://partnerships.ifpma.org/pages/ 
11 https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2878138 
12 http://www.dac.gov.za/sites/default/files/NDP%202030%20-%20Our%20future%20-%20make%20it%20work_0.pdf 

http://csdd.tufts.edu/files/uploads/PubPrivPaper2015.pdf
http://partnerships.ifpma.org/pages/
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insights from science, technology and innovation (STI) and use them creatively.13 The NDP further notes 

that developments in STI are fundamentally altering the way people live, connect, communicate and 

transact, with profound effect/impact on economic growth and development. In addition, the NDP 

recognises that investments in STI are the differentiators between countries that can tackle poverty 

effectively by growing and developing their economies, and those that cannot.14 IPASA requests the 

Cabinet consider that in efforts to develop Industrial policy that partnership with the private sector 

should be considered as we aim to move towards a knowledge-based economy, and ultimately enhance 

South Africa’s economic development.  

 

The Cabinet should continue to bear in mind that South Africa affirms the rule-of-law, as prescribed in 

the democratic constitution (1994) and its obligations to ratify international law.  Moreover, post-1994 

South African society is also now integrated within the international body-politic and as the current 

ruling administration’s International Relations discussion document 201715 articulates “We need an 

[South] Africa of good governance, …, justice and the rule of law. These principles are not negotiable or 

nice-to-haves, they are imperatives and fundamental to [South] Africa being a prosperous, stable and 

secure continent… [and we] renew our commitment to contribute towards a fair and equitable world 

trade system” 

 

Within this framework the protection and promotion of IP rights ensure that creators or owners of 

patents, trademarks or copyrighted works to benefit their own work or investments in a creation, thus 

upholding a rule-based system that contributes to research, innovation and entrepreneurship. The 

investment in an enabling environment for innovation, technology, research and development will help 

promote South Africa’s economic development. IPR protection and promotion is one area necessary for 

this enabling environment that will contribute to advancing South Africa’s industrial policy development 

objectives. The World Trade Organisation (WTO) Agreement on Trade Related Aspects of Intellectual 

Property Rights (TRIPS) sets baseline obligations to realise those objectives, including non-discrimination 

and differentiation requirements between nationals of different member states and between fields of 

technology, place of innovation and place of production.16.  

 

IPASA also shares the South African Government’s objective to boost access to healthcare for its 

citizens. We believe that a sustainable approach to addressing this important challenge must take into 

account a wide spectrum of factors affecting it. Variables that might impact on a patient’s potential 

access to a given medicine include, but are not limited to, the distribution and supply channels within a 

community or country, local healthcare infrastructure, access to insurance, and policies on import tariffs 

and taxes.  

 

Undoubtedly, our world has entered a period of rapid integration and interconnectedness. The domestic 

complexities of a nation state cannot ignore the fast evolving disruptive technological, environmental 

                                                           
13 https://www.gov.za/sites/www.gov.za/files/devplan_2.pdf 
14 http://www.dti.gov.za/DownloadFileAction?id=1170 
15 http://www.anc.org.za/sites/default/files/National%20Policy%20Conference%202017%20International%20Relations.pdf 
16 These articles of TRIPS include Articles 3 (National Treatment), Article 4 (Most-Favoured-Nation Treatment), Article 8 (Principles), Article 
27(1) (Patentable Subject Matter) and Article 30 (Exceptions to rights Conferred). 
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and governance realities our transitional and disruptive global society currently experiences. 

Policymakers need to take cognisance of both the complexities of the domestic and the international 

environments when considering policy frameworks.  

 

Bearing this in mind, we remain concerned that some approaches suggested in the IP Policy for 

“immediate domestic review” would undermine the goals highlighted above or are not able to 

constructively contribute to their fulfilment. Particularly, some elements of the document suggest that 

IP imposes a cost on South Africa and is in tension with health access, rather than acting as its driver. We 

wish to reiterate that of the 375 items on the 2013 WHO Model List of Essential Medicines, 95% are off-

patent, meaning that these medicines patents have expired and that generic equivalents are likely 

available.17  The current IP system can and should be optimised to deliver better outcomes for patients, 

but is not the cause for the insufficient access. 

 

A narrow perspective, focusing on IP policies only, ignores interconnections between various 

components of a healthcare system, and thus cannot provide for a meaningful solution to poor access. 

Addressing patients’ access to medicines through fragmented approaches,18 which do not effectively 

tackle the wider issue of access to healthcare, threatens the objectives set forth by the South African 

Government. It also risks unfairly disadvantaging local and foreign innovators who rely on IP tools, and 

particularly patents. Ultimately, South African citizens may not be able to benefit from new, useful 

products and services which could improve their quality of life and fuel the country’s economy well into 

the future.   

 

The effective patenting of technologies, including pharmaceuticals, provides investors and companies 

with an incentive to invest in those technologies, and forms the foundation for maintaining a well-

resourced and motivated work force. The patent system in turn benefits society by requiring patent 

applicants to disclose their inventions to the world, and by motivating people and industry to compete 

to develop technologies, which generates sustained product improvement over time. 

 

 

2.  Phase I 

2.1  IP and Public Health 

2.1.1  Local Manufacturing and Export in line with Industrial Policy 

IPASA supports the South Africa’s government’s goal to strengthen the local pharmaceutical sector. We 

recommend that this is achieved through the use of non-discriminatory incentive-based policies and 

laws which seek to create an enabling environment for innovation and investment.  

 

Evidence indicates that when appropriate incentives for local manufacture are introduced in a market, 

the country is more likely to succeed in securing investment to build a competitive and innovative 

                                                           
17 http://www.wipo.int/edocs/mdocs/mdocs/en/wipo_gc_ip_ge_16/wipo_gc_ip_ge_16_brief.pdf 
18 Maryam Bigdeli et al., “Access to Medicines from a Health System Perspective,” Health Policy and Planning 28, no. 7 (October 1, 2013): 692–
704. 
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domestic biopharmaceutical sector.19 A positive investment environment would include, among others, 

systems that reward voluntary know-how and technology transfer, an expeditious and robust regulatory 

framework, and coherent policy environment across government departments. Different countries have 

experimented with fostering in such a manner a local biopharmaceutical industry and have witnessed 

tremendous success. One example is Singapore which through a mix of innovation-friendly polices has 

successfully built an internationally competitive biomedical sector as well as enhanced its ability to 

supply the domestic market.  

 

In contrast to such approaches stand localisation barriers, i.e. punitive incentives and mandatory 

requirements for investment. Although some countries see those measures as an effective form of 

industrial and economic policy, research indicates otherwise.20 The evidence on country experiences 

suggests that raising localisation barriers – especially those that focus exclusively on benefiting domestic 

companies – do not on balance stimulate a local innovative industry.21 Providing only isolated support or 

preferential treatment does not enable companies to invest in manufacturing or R&D operations in a 

country if other conditions, such as the necessary technical capabilities, infrastructure, supply chain 

networks and regulatory standards, are not in place.22  

 

A more effective strategy seems to involve a range of non-discriminatory framework policies that 

promote voluntary FDI, technology diffusion, and sharing of international expertise as well as provide 

the necessary human, financial, and technological inputs for local firms to develop and grow. This is 

particularly the case for biopharmaceuticals. Existing evidence shows that for countries seeking to build 

a competitive biopharmaceutical sector, policies that open up the market and provide other supportive 

conditions for biopharmaceutical R&D and advanced manufacturing are the most successful.23 

 

Research also shows that mandatory localisation requirements do not lead to an increased local 

production capacity. In countries that have introduced such requirements domestic manufacturing 

capabilities have often not increased or if they have, the increase has been only marginal.24 For instance, 

although Indonesia introduced domestic manufacturing requirements, ownership restrictions, and 

onerous product labelling requirements, to-date the country’s pharmaceutical sector remains 

underdeveloped. 

 

Finally, raising localisation barriers do not necessarily increase access to either essential or cutting-edge 

products.25 For instance, China’s localisation requirements do not support the access to new and 

advanced medicines to Chinese patients; in 2014, close to 60% of sales involving multinational 

                                                           
19 “Separating Fact from Fiction: How Localization Barriers Fail Where Positive Non-Discriminatory Incentives Succeed” (Pugatch Consilium, 
2016), http://www.pugatch-consilium.com/reports/Localization%20Paper_US_FINAL.pdf. 
20 Ibid. 
21 Ibid. 
22 Ibid. 
23 K. Sivakumar et al., “Global Innovation Generation and Financial Performance in Business-to-Business Relationships: The Case of Cross-Border 
Alliances in the Pharmaceutical Industry,” Journal of the Academy of Marketing Science 39, no. 5 (October 1, 2011): 757–76, 
doi:10.1007/s11747-010-0229-y; Michael P. Ryan, “Patent Incentives, Technology Markets, and Public–Private Bio-Medical Innovation 
Networks in Brazil,” World Development 38, no. 8 (August 1, 2010): 1082–93. 
24 “Separating Fact from Fiction: How Localization Barriers Fail Where Positive Non-Discriminatory Incentives Succeed.” 
25 Ibid. 
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pharmaceutical companies in China consisted of products launched more than ten years ago. It is also 

argued that countries that erect localisation barriers see little to no drop on biopharmaceutical or total 

health spending.26 Under Vietnam’s local production requirements, drug prices on the lowest-priced 

generics are still more than 10 times higher than modelling by the WHO would suggest,27 and are 

reportedly increasing at an average rate of nearly 8% per year.28  

 

Research indicates that aggressive state intervention can distort relative prices and lead to resource 

misallocation and a loss of economic efficiency, introduce an additional complex political element, can 

also inspire countervailing measures and competition to outspend thereby squandering valuable 

resources.  Moreover, domestic and foreign investors rely heavily on the fact that home-grown 

innovation investments will yield a return on their investments.  IPASA is not advocating for a simplistic 

role of the market or of government – rather we support a sustainable, holistic and inclusive approach 

to implementation of Paragraph 6 amendment of the WTO. 

 

Policymakers should consider further enhancing local manufacturing and export by encouraging 

investment in science, technology and innovation. Singapore, for example, focused on developing world-

class research and development (R&D) and manufacturing capabilities, and as a result has witnessed 

tremendous growth and investment by domestic and multinational research based companies. In 

Singapore, manufacturing today is estimated to be at SGD23 billion, a value close to 5 times higher than 

in 2000.29  

 

In the light of the evidence, local manufacturing may not be optimal or sufficient to lead to an increased 

access at a reduced cost. We therefore recommend that this policy area is approached with caution. We 

also believe a broad set of reforms aimed at boosting a local biopharmaceutical sector should become a 

priority. Strong IP protection should complement these efforts, as it leads to increased investment and a 

proliferation of voluntary technology transfer arrangements to the benefit of local innovators.30 

 

Proposed Amendment(s) 

We propose that Recommendation 7.1.1 “Local manufacture and export in line with industrial policy” be 

revised to reflect the need for positive incentives for local manufacture, which will help South Africa 

secure investment to build a competitive and innovative domestic biopharmaceutical. Furthermore, the 

policy instruments that are outlined in the Draft IP Policy should be used not only to promote and support 

local manufacture, but also as a means to encourage and incentivise investment in research and 

development—which will help take South Africa to the next stage of development.  

                                                           
26 Ibid. 
27 “Pharma Supply Chain” (Vietnam Supply Chain, n.d.), 
http://vietnamsupplychain.com/assets/files/54fd289fd5177VSC_Pharma_Supply_Chain_Booklet_2015.pdf. 
28 Decision Resources Group, “Vietnam’s Pharmaceutical Market Is Among the Fastest Growing in Southeast Asia, Driven by Increasing 
Affluence, an Aging Population, and an Expansion of Public Health Insurance,” PR Newswire, accessed August 28, 2017, 
http://www.prnewswire.com/news-releases/vietnams-pharmaceutical-market-is-among-the-fastest-growing-in-southeast-asia-driven-by-
increasing-affluence-an-aging-population-and-an-expansion-of-public-health-insurance-256013411.html. 
29 http://www.agri-biz.com/indprof/BIO/2012/BIO1213%20ED03%20EDB.pdf 
30 Jennifer Brant and Balaji Parthasarathy, “The Dynamics of Global Technology and Knowledge Flows” (ICC, 2015), 
http://www.iccwbo.org/Advocacy-Codes-and-Rules/Document-centre/2015/The-Dynamics-of-Global-Technology-and-Knowledge-Flows/. 
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Revise Recommendation 7.1.1 “Local manufacture and export in line with industrial policy” to reflect: 

• It is estimated that 65% …toward a particular scientific area.  Positive incentives for local 

manufacture will further help South Africa secure investment to build a competitive and 

innovative domestic biopharmaceutical sector.  Countries such as Singapore, for example, have 

developed world-class R&D and manufacturing capabilities and have seen tremendous growth 

and investment by multinational research-based companies. Manufacturing today alone is 

estimated at SGD23 billion, a value close to 5 times higher than in 2000 (see EDB (2013), 

“Singapore Biotech Guide 2012/2013,” pg. 15). 

• Policy instruments outlined below will be used to promote local manufacture as a means of 

securing sustainability of supply and reducing the trade deficit and also as a means to encourage 

and incentivise investment in research and development, while not unduly restricting access to 

essential goods in the process. 

 

2.1.2  Substantive Search and Examination (SSE)  

IPASA supports the development of a Substantive Search and Examination (SSE) System. A sustained, 

effective, and efficient SSE system requires, however, substantial investments. Capacity building on SSE 

includes, among others, adequate, appropriately trained, and skilled human resources, a strong 

intellectual property regulatory infrastructure to avoid backlogs and ensure that the entire system runs 

effectively and efficiently. WIPO (2014) states “Hiring enough patent examiners with the requisite 

expertise, providing them with the latest prior art search tools and constantly training them to upgrade 

their skills could increase the likelihood of the validity of patents, although it does entail a high 

administration cost.”31 

 

IPASA takes note that Section 34 of the Patents Act of 1978 only permits the examination of an 

application for a patent in South Africa. IPASA supports the development of the SSE system, and believes 

that this will create a stronger issuance of a patent system. However, enabling legislation and 

amendments to the Patents Act are required to introduce various post grant policy consideration as well 

as balancing provisions to for example safe guard against administrative and examination delays, 

provide interim protection of patent rights and to avoid abuse from frivolous oppositions. 

 

At the same time, attention must be given to the feasibility of the intellectual property personnel, 

economic investment, capacity building, human resources such as administration, information 

technology and infrastructure that will required for such a system to operate efficiently.  In addition, no 

clear guidance is given to the handling of undue delays as a result of the SSE system.  

 

IPASA recommends that guidelines be established for the discussed SSE approach include clarifications 

and/or provisions around what approach would be taken in a patent application system in South Africa 

is filled as a national stage filling via the Patent Cooperation Treaty international application.32 

                                                           
31 http://www.wipo.int/edocs/pubdocs/en/wipo_pub_guide_patentsearch.pdf 
32 http://www.wipo.int/pct/en/ 
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Clarification would also be beneficial in outlining to what extend the international search report will be 

utilised, how would the South African patent examiners conduct their own separate local searches and 

what would be the timing of these searches in view of the time-line for pursuing internal applications.  

 

In designing a SSE system, IPASA would like to highlight the strides made by the Singaporean model as 

South Africa considers its transition to the SSE system. The Singapore model allows for applicants to 

choose from various options for examination, including local SSE for Singaporean patents, as well as 

reliance on positive foreign search and examination report from an approved examination authority 

with supplemental examination by the Singapore patent office. Adopting this model during the 

transition period helps create a menu of options that may also help alleviate an overwhelming backlog 

of patent applications immediately following the institution of the SSE process.  

 

Despite the fact that this would require a significant economic investment from the South Africa, IPASA 

would be in favour of such introduction. It gives the patentee at an early stage information on the 

patentability of its invention. It also allows for a faster enforcement of the patent once granted because 

the examination does not have to take place at the time a company needs to enforce its patent. It 

further informs the public of what is deemed patentable and what is not, giving guidance to the 

patentee on the level of protection of his investment prior to actually making the investment, and giving 

guidance to the public as well on what is actually patent protected with a higher degree of certainty 

versus the current situation. 

 

One caveat though, a system like in Brazil where ANVISA (their ministry of health) has a say in the 

examination of a patent application should be avoided due to the significant uncertainty it creates for 

innovators and patients. Further, a long list of non-patentable subject matter as it exists in for instance 

India or Argentina is also not promoting investments in South Africa by the pharmaceutical industry. 

 

Currently, the Draft IP Policy seems to focus on one field only, namely pharmaceuticals. Although it 

clarifies that the fields of technology subject to full substantive patent examination will be “expanded 

concomitantly and with ongoing consultation,” we encourage the South African government to 

encompass a broader range of strategic fields in the SSE system at the outset. Rather than prioritising 

one sector, international or regional cooperation and best practices and can more effectively address 

capacity gaps and decrease costs. 

 

Faced with limited resources, patent offices around the world apply more innovative strategies to 

develop their national capacities. As South Africa moves towards substantive examination of patent 

applications, collaboration with other IP offices, and particularly the top five offices, will be critical. We 

support work-sharing programmes as a useful way to achieve these long-term goals.  

 

Possibly the most significant initiative is the Patent Prosecution Highway (PPH) which is a system of 

work-sharing that relies on utilisation of search and examination results between and among IP offices 

so as to reduce workload involved with conducting examination, and to enhance the quality of 

examination worldwide. Such initiatives do not reduce the policy space of countries, on the contrary, 
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they give patent examiners the best available information to ensure that only high-quality patents are 

granted. Contrary to some concerns, they do not lead to automatic validation and are not aimed at 

harmonisation. The PPH is a mechanism that can be embraced by patent offices at different stage of 

development, to help overcome the issue of slow patent processing, which will almost necessarily occur 

during the transition towards substantive examination, and potentially delayed access to medicine.  

 

To complement this strategy, we also recommend that the South African government introduce 

mechanisms to offset undue delays in examination, including the guarantee of a minimum patent term 

or patent term restoration provisions to account for the time lost during the patent examination 

process.  Extending the term of patents to compensate for the time and expense invested in conducting 

clinical trials and regulatory review periods and for delays in patent office examination process is more 

important now that South Africa is implementing an examination-based system. 

 

Proposed Amendment(s) 

We therefore propose that Recommendation 7.1.2 “Substantive Search and Examination” be revised to 

reflect the intention of the government to carefully consider the required expertise and infrastructure 

that is necessary to support SSE, as well as commitments to establish, and adhere to, clear timelines for 

the examination of patents.  We further implore the government to consider models, such as the 

Singapore model mentioned above, to help alleviate an immediate overwhelming backlog of patent 

applications.  Finally, we recommend that the government consider an SSE system that accommodates 

all sectors and does not single out one industry, and looks to solutions, such as the Patent Prosecution 

Highway, to assist in this transition.  

 

Revise Recommendation 7.1.2 “Substantive Search and Examination” to reflect: 

• Having said this, concerns expressed by some stakeholders that patent applications in only one 

field of technology (namely pharmaceuticals) will be subject to full substantive examination are 

misplaced. The intention is to identify a range of strategic sectors for full SSE, including and 

beyond the health sphere, based on capacity within government, as well as development and 

public interest considerations. As government’s capacity expands, the fields which are subjected 

to full substantive patent examination will be expanded concomitantly and with on-going 

consultation. Determination of the fields that will initially be subject to full substantive 

examination will be done in consultation with a broad range of stakeholders including, among 

others, the IMCIP, industry and civil society. The SSE Guidelines, to be developed in due course, 

pursuant to extensive consultations, will detail the precise modalities and will carefully consider 

the required expertise and infrastructure necessary to support substantive search and 

examination, as well as establish, and adhere to, clear timelines for the examination of patents. 

• One model that will be taken under advisement as South Africa transitions to a SSE regime is the 

Singapore model, where applicants can choose from various options for examination—including 

local SSE for Singaporean patents, as well as reliance on a positive foreign search and 

examination report from an approved examination authority with supplemental examination by 

the Singapore patent office.  This menu of options may help to alleviate an immediate 
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overwhelming backlog of patent applications immediately following the institution of the SSE 

process. 

 

2.1.3  Patent Opposition  

IPASA supports existing post-grant opposition mechanisms present in the South African system. Best 

practices suggest that an opposition period be fixed, and that this period be not more than 9 months 

after publication of the patent grant.33 Section 44 of the Patents Act currently follows this model. It is 

essential to ensure that during the course of opposition proceedings, both the patent owner and the 

opponent should have reasonable access to procedures to present evidence in support of their case and 

to challenge that presented by the other party. This should not include, however, the time-consuming, 

costly discovery that accompanies patent infringement suits. Moreover, patentees, especially small 

business and independent inventors, must be protected against harassment from multiple sequential 

challenges, and against undue delay in resolving questions of patent scope and validity.34 

 

Regarding pre-grant opposition proceeding, IPASA is of the view that such a proceeding is unnecessary 

and potentially harmful because South Africa already has adopted third party observation and post-

grant opposition mechanisms.  Pre-grant opposition proceeding should not be a means of unnecessarily 

prolonging examinations and proceedings and unnecessarily protracting granting of patent rights. A pre-

grant opposition procedure would not enhance the South African patent system. Such a system could 

foreseeably be a protracted process that would cause undue delays. IPASA would like to emphasise that 

within a pre- and post- grant system, appropriate attention must be given in South African law to allow 

limited fixed terms for any such opposition, to avoid frivolous attacks on granted patents, curtail delays, 

to protect interim patent rights against infringement and to the provisions of TRIPS Articles 41 to 49 

relating to enforcement procedures. Finally, we believe that the introduction of a pre-grant opposition 

process in South Africa risks introducing substantial delays and additional costs for patent applicants. 

Delays to the grant of a patent by pre-grant opposition proceedings can substantially weaken the 

position of the applicant by delaying his or her ability to enforce legitimate rights, and also result in 

uncertainty for the public who are delayed in knowing the outcome of the patent application. 

 

We therefore welcome the initiative to introduce a third-party observation procedure and suggest that 

it is modelled on a procedure used in the European Patent Office (EPO).35 Here, third parties may draw 

the attention of an examiner to pertinent facts or publications which may not have been uncovered in 

the search or examination to date. The examiner may then take account of such third party observations 

during the examination process, if they are judged to be relevant to patentability. This procedure 

ensures that potentially pertinent facts, not identified during the SSE process, can be brought to the 

attention of the examiner and taken into account in the examination procedure, thereby providing an 

                                                           
33 “Question Q99: Intervention of Third Parties in the Patent Granting and Amendment Procedures - Resolution” (AIPPI, 1990), 9, 
http://www.aippi.fr/upload/Q90-144/rs99english.pdf. 
34 “Michael K. Kirk, Executive Director, American Intellectual Property Law Association, Testimony on Patent Quality Improvement: Post-Grant 
Opposition,” § Subcommittee on Courts, Intellectual Property, and the Internet (2004). 
35 European Patent Office, “Guidelines for Examination. Observations by Third Parties,” accessed August 29, 2017, https://www.epo.org/law-
practice/legal-texts/html/guidelines/e/e_v_3.htm. 
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efficient alternative for all stakeholders to the delays, costs and uncertainty associated with pre-grant 

opposition 

 

Proposed Amendment(s) 

We propose that Recommendation 7.1.3 “Patent Opposition” be revised to indicate that South Africa will 

not explore or implement a pre-grant opposition system for the reasons stated above, and will instead 

utilise a third party observation mechanism and support a post-grant opposition. IPASA also, humbly, 

suggests that the existing revocation procedure, s 61 as found in the Patent Act, be re-envisaged and 

adjusted to be made more accessible and cost effective and less time-consuming, but to remain a judicial 

procedure.  

 

Revise Recommendation 7.1.3 “Patent Opposition” to reflect: 

• Patent oppositions afford an opportunity for public intervention in the patent application 

process, and it is recommended that participation in the process be made open in order to 

maximally benefit the state and South African industry and society. It is recommended that, 

eventually, opposition proceedings are enacted in the law both prior to and after the grant of a 

patent. In the interim, owing to capacity constraints, [It] is recommended that patent law 

recognises a third-party submission system or “observation” system to stand in for the pre-grant 

opposition process and for existing provisions in administrative law to be used in lieu of post-

grant oppositions. 

• From the perspective of the state, the choice of recognising any particular opposition 

proceeding has implications for human and financial resources. Thus: 

- The third-party observation mechanism is the least resource-intensive, as it does not 

trigger any specific procedure involving the third-party once the relevant information 

has been submitted.  This mechanism allows a party to make their knowledge of facts 

known, during the pre-grant phase, without the delays and additional costs found in 

pre-grant opposition proceedings. 

Pre-grant opposition proceedings are potentially more resource-intensive as they 

require the state to put in place an administrative procedure that makes provision for 

the active participation of applicants and third-parties. That said, by harnessing available 

information and expertise relevant to the application for or grant of a patent, the state’s 

resources may effectively be supplemented. 

- Post-grant opposition procedures may be even more resource-intensive, as they require 

the state to put a separate structure in place to consider the relevant appeal or review. 

That said, such proceedings could seek to make use of review mechanisms already 

recognised in law, even if only on an interim basis pending the development of internal 

capacity and expertise. 

• The IP Policy aims to make provision for: 

- In addition, legislative provision should be made to allow for the introduction of pre-

grant opposition proceedings once the Minister of Trade and Industry is satisfied that 
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there is sufficient capacity within the substantive examination system to make 

appropriate use of such proceedings. 

 

2.1.4  Patentability Criteria  

The current patentability criteria as provided for in Section 25 of the Patents Act and as interpreted and 

applied by the South African courts, already provide criteria in South Africa on novelty and inventiveness 

which are consistent with global standards. The correct application of the high inventiveness criteria as 

developed and applied by the South African courts makes any artificial additions to the patentability 

criteria superfluous. 

 

IPASA is concerned that the proposals set forth in the Draft IP Policy risk to significantly restrict the types 

of biopharmaceutical inventions that can be patented in South Africa. Notwithstanding the compatibility 

under international rules, e.g. TRIPS, we believe that, if implemented, such provisions could be 

detrimental to patients and the national healthcare system, and limit opportunities for 

biopharmaceutical innovation.  

 

Evidence highlights that incremental innovation – often unfairly undermined when compared to 

“radical” innovation – delivers a significant value in terms of better health outcomes and reduced overall 

health cost.36 Despite incremental innovation’s important role in expanding therapeutic classes and 

dosing options, critics deny patent eligibility for such inventions, arguing that it is used as a strategy to 

extend exclusivity rights on medicines37. When innovators seek patent rights for improved medicines, 

such patents can only cover the specific improvements, but cannot affect the exclusivity rights to the 

original medicine. Likewise, the exclusivity period of a first-in-class medicine cannot be extended under 

the patent system. Once the exclusivity period expires, generic manufacturers are free to market copies 

of the innovator’s medicine. Therefore, preventing incremental innovation from patent protection 

would be unjustified and arbitrarily discriminate a whole group of therapies. A national IP system that 

fails to recognise the crucial role played by incremental innovation will ultimately prevent innovators 

from realising the economic value of important inventions. 

 

Patentability criteria should not be applied to exclude particular categories of innovation. Preventing 

patents on new indications for instance would be a significant negative for small enterprises seeking to 

build on biotechnology success. In addition, in the context of pharmaceuticals, new dosage forms and 

combinations of existing treatments are important to the success of nascent innovative businesses 

seeking to participate in the innovation value chain.   

 

Preventing the ability to patent an invention without regard as to whether it fulfils patentability 

requirements (i.e., new, involves an inventive step and is capable of industrial application), removes the 

                                                           
36 Steven Globerman and Kristina M. Lybecker, “The Benefits of Incremental Innovation: Focus on the Pharmaceutical Industry” (Fraser 
Institute, 2014); “Incremental Innovation: Adapting to Patient Needs” ([IFPMA/IPASA], January 2013), https://www.[IFPMA/IPASA].org/wp-
content/uploads/2016/01/[IFPMA/IPASA]_Incremental_Innovation_Feb_2013_Low-Res.pdf. 
37 Carlos M. Correa, “Pharmaceutical Innovation, Incremental Patenting and Compulsory Licensing,” Research Papers (South Centre, September 
2011). 
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incentives that are necessary to develop important improvements to existing medicines.  Without 

incremental innovation in the pharmaceutical sciences and the incentives to invest in them by the IP 

system, many of the medicines we have today (and their delivery forms) that benefit South African 

patients would not exist. 

 

Notwithstanding the demonstrable value of incremental pharmaceutical innovation, securing 

appropriate recognition of, and reward for, incremental innovation can also give South African 

entrepreneurs and universities a foothold by which to enter the biopharmaceutical innovation space. 

Aligned with the country’s goal of growing the domestic biopharmaceutical sector, engaging in 

incrementally innovative activity can enable local companies to develop their innovation capacity and to 

benefit from R&D spillovers as they move increasingly into the discovery of new compounds. Moreover, 

the commercialisation of incremental innovations by South African research-based companies can 

generate revenue that can help fund the high cost of new drug development as well as lab 

infrastructure.38 If patents on new indications and new dosage forms are prevented, opportunities for 

growth by biotechnology companies will be compromised. We therefore discourage the expansion of 

the criteria on which “genuine innovation” is decided for the patent law purposes. 

 

A first to file system is predominantly present in most national patent laws and we would favour that as 

well for the South-African IP law.  The US, under the Leahy-Smith America Invents Act  (AIA), has moved 

away from their first-to-invent concept.  There should be room for pharmaceutical compound 

protection, as well as incremental pharmaceutical inventions.  This is key to the pharmaceutical industry 

 

Proposed Amendment(s) 

We support the goal of the Policy to advance genuine innovation; however we recommend that 

Recommendation 7.1.4 “Patentability Criteria” be revised to reflect that such inventions can be advanced 

through a well-functioning SSE system and not through restrictions on patentability criteria that 

discriminate against specific sectors and inventions.  We also ask the government to consider best 

practices from developed economies and evaluate programs such as the “Patent Prosecution 

Highway”—which aims to fast track the examination process for corresponding patent applications filed 

in participating national patent offices—and which can serve as a further model to ensure that South 

Africa advances the protection of all legitimate innovation.   

 

Revise Recommendation 7.1.4 “Patentability Criteria” to reflect: 

In line with emerging international best practice and the requirements of the TRIPS Agreement, 

patentability criteria will be implemented in a manner that promotes all legitimate innovation developed 

in order to promote genuine innovation through the patent system in South Africa. Such criteria will be 

implemented in the process of examination of patent applications and will aim to strike the optimal level 

of IP protection, promote innovation, and balance the rights of IP holders and users alike. It is 

                                                           
38 “The Value Of Incremental Pharmaceutical Innovation: Benefits For Indian Patients and Indian Business” (White & Case LLP and DUA 
Consulting, June 2009), http://www.indiaenvironmentportal.org.in/files/USIBCIncrementalInnovationReportFinal.pdf. 
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recommended that patentability criteria form a part of the Patents Act, as well as any subsequent 

regulations and guidelines for the examination of applications. 

 

• Article 27.1 of the TRIPS Agreement provides the basic agreed-upon patent eligibility 

requirement for all WTO Members. That is, it affords WTO members much flexibility when 

setting patentability criteria. While it requires that patents be granted for “any inventions, 

whether products or processes, in all fields of technology, provided that they that are new, 

involve an inventive step, and are capable of industrial application.”, it does not detail what is 

meant by these requirements. Instead, the A footnote to the provision merely states that “the 

terms ‘inventive step’ and ‘capable of industrial application’ may be deemed by a Member to be 

synonymous with the terms ‘non-obvious and ‘useful’ respectively.” Article 27.1 additionally 

states that “patents shall be available and patent rights enjoyable without discrimination as to 

the place of invention, the field of technology and whether products are imported or locally 

produced.” 

• Article 27.1 is not to be read in isolation, but rather together with provisions such as Article 1.1, 

which stipulates that WTO members are free to determine the most appropriate method of 

implementing the TRIPS Agreement. As well as, Article 7, which amongst others, recognises that 

IP protection “should contribute … to the mutual advantage of producers and users of 

technological knowledge and in a manner conducive to social and economic welfare”; and 

Article 8.1, which entitles WTO members to enact patent and other IP laws that protect public 

health and nutrition, provided that such measures are consistent with the provisions of the 

Agreement.  

• Read together with these provisions, Article 27.1 gives a country such as South Africa the 

flexibility ability to interpret and implement the patentability requirements in a manner 

consistent with its constitutional obligations, developmental goals, and public policy priorities. 

Amongst other things, this would include the adoption of patentability criteria that address the 

country’s public health and environmental concerns, as well as industrial policy objectives. 

• In light of the inherent flexibility ability afforded to World Trade Organisation (WTO) members 

in implementing patentability criteria, differing approaches can be discerned. Various countries 

have and continue to periodically review and adapt the application of patentability criteria to 

achieve appropriate levels of patent quality and advance their policy objectives. One interesting 

example is Australia, which, in 2012 adopted legislation which upwardly adjusted standards for 

patentability. A recent 2016 report of Australia’s Productivity Commission reveals that the 2012 

reforms did not adequately “raise the bar” and hence the same jurisdiction is currently 

considering further changes to the inventiveness test in its patent law.39The report, read 

together with an earlier draft of the same publication, suggest that the changes are informed by 

the desire to ensure that patents are awarded to inventions that are “socially valuable” and 

“additional”. In August 2017, the Australian Government released its response to the above-

mentioned report and has commenced public consultations on various recommendations.    

• While international best practices from a broad range of sources should be considered in 

                                                           
39 Intellectual Property Arrangements Productivity Commission Final Report April 2016 (Hereinafter, Australia-Final Report), Page 216. 
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developing appropriate legislative language for South Africa, particular attention should be paid 

to contexts that are relevant to this country. Put simply, international comparisons will may only 

be helpful to the extent that they are able to assist in implementing patentability criteria in a 

manner consistent with the state’s constitutional obligations, developmental goals, and public 

policy priorities.  However, evaluating best practices from developed economies and evaluating 

programs such as the “Patent Prosecution Highway”—which aims to fast track the examination 

process for corresponding patent applications filed in participating national patent offices—will 

serve as a further model to ensure that South Africa advances the protection of all legitimate 

innovation.   

• As identified by the World Health Organization (WHO), appropriate application of patentability 

criteria plays an important role in the growth of a domestic pharmaceutical industry. Without 

such criteria, patent law alone may not be descriptive enough to assist examiners in identifying 

and recognizing genuine innovation.  

 

2.1.5  Disclosure Requirements 

IPASA supports the requirement that a patent applicant shall disclose the invention in a manner 

sufficiently clear and complete for the invention to be carried out by a person skilled in the art. The 

Draft IP Policy proposes, in addition to the existing requirements in the Patent Act s 32(3)(b), that 

applicants be asked to provide for information on the status of similar and related applications filed in 

other jurisdictions.  IPASA cautions against policies, laws, and guidelines that place an undue burden on 

patentees to disclose information that is not material to a patent application or is publicly available. 

 

It is not clear what documents will need to be filed to fulfil the requirement set forth in the IP Policy. If 

copies of search and examination reports generated in all jurisdictions are required for submission, they 

will be necessarily voluminous and in multiple languages. Their translation and submission would 

essentially become a very expensive and time-consuming proposition for the patent applicants. This 

could be a particular burden to small and medium enterprises, start-ups, and independent inventors. 

Further, it should be noted that submitting a large number of documents to the patent office does not 

help it in carrying out effective examination of the patent application.40 If the South African government 

nonetheless decided to pursue this policy, it should ensure that it expressly states not only what is 

required to be submitted, but also what sanctions are in place for a failure to comply with this 

requirement.  

 

In India, a similar requirement of filing information about foreign patent applications was introduced 

before access to online data resources was widespread.41 The requirement is often viewed as too 

stringent and as burdensome vis-a-vis patentees.42 In fact, throughout 2017, India joined the WIPO 

Centralised Access to Search and Examination (CASE) system and signalled that information available on 

                                                           
40 Nishith Desai Associates, “File Foreign Application Prosecution History with Indian Patent Office | Lexology,” Lexology, February 4, 2013, 
https://www.lexology.com/library/detail.aspx?g=3d186a01-1d11-45d9-83e1-1cae1244ba5d. 
41 Ibid. 
42 “Solving the India Patent Puzzle,” Managing Intellectual Property, October 27, 2015, 
http://www.managingip.com/Article/3500894/Sponsored-roundtable-Solving-the-India-patent-puzzle.html. 
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that platform would not be subject to additional disclosure requirements. Considering the enormous 

progress made in terms of digitalisation, we recommend that the South African government considers 

the use of online resources, such as those of the EPO and USPTO to support the examiners in SSE.  

 

Disclosure requirements should be non-bureaucratic, simple and straight forward process and aimed at 

enabling the invention disclosed to be performed by a person skilled in the art of such invention (See 

S32(3)(b) and 61(1)(e) of the Patents Act). IPASA supports that non-compliance with the disclosure 

requirement should not result in the invalidation of the underlying patent right. As these provisions are 

further developed, consideration will be given to provisions to supply post-filling data to meet any raised 

standards of sufficiency and to overcome any obviousness rejections, as is the international best 

practices.  

 

Proposed Amendment(s) 

We ask that Recommendation 7.1.5 be revised to reflect the concerns stated above. 

 

Revise Recommendation 7.1.5 to reflect: 

• Article 29(2) of TRIPS provides that members may require a patent applicant to provide 

information concerning the applicant’s corresponding foreign applications and grants. South 

Africa’s patent legislation does not oblige applicants to furnish such information. As we move 

toward SSE, requiring the provision of pertinent information about corresponding patent 

applications and grants is recommended. As these provisions are developed, consideration will 

be given to provisions to supply post-filing data to meet any raised standards of sufficiency and 

to overcome any obviousness rejections, as is the international norm. 

 

2.1.6  Parallel importation 

We acknowledge that parallel imports are currently permitted and well-regulated under the Medicines 

and Related Substances Act of 1965. The Draft IP Policy seems to propose to expand the ability to 

purchase medicines from any external territory. We recommend, however, that the use of parallel 

imports as a measure to support the public health system is approached with caution.  

 

The Medicines and Related Substance Act of 1965 authorises the Minister of Health to permit parallel 

importation of a specific medicine on the basis of a specific permit issued by the Minister. The issued 

permit allow for the parallel importation of a genuine product – the importation by a third party of a 

generic product, an infringing product or a counterfeit product is not a parallel importation – this would 

amount to an infringement.  

 

Moreover, IPASA submits that parallel importation of pharmaceutical products in South Africa could 

pose significant risks to patients and weaken regulatory control. International experience demonstrates 

that parallel importation encourages and facilitates the sale of counterfeit, sub-standard, or 
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uncontrolled pharmaceuticals.43 44 Once the chain of supply from manufacturer to authorised importer 

is broken, it is particularly difficult to trace the supply of medicines. Without that link, counterfeit or 

poor-quality goods may enter even the legitimate drug supply more easily. 

 

Parallel importation could also potentially cause inequities as benefits that South Africa might accrue 

would likely come at the expense of poorer countries in the African region. This is due to parallel import 

tend to flow from lower-income countries to more affluent markets. In addition, if a significant number 

of countries were to introduce such a provision, it would impede differential pricing in lower income 

countries.  Cost differentials between countries occur for a variety of non-patent related reasons. 

Parallel importation is often counterproductive as it greatly favours the trader or importer who 

accumulates the majority of the benefit of any costs savings and not necessarily the end user.  Against 

this local innovation and manufacturing are harmed for the benefit of only the trader or importer.   The 

Medicines Act of 1965 allows for the parallel importation of specific medicine with a legally issued 

permit.  

 

It needs to be added that the alleged benefits of parallel trade tend to be less than expected, thus it is 

doubtful that this mechanism can ensure better access to affordable medicines. Research conducted in 

the European Union member States shows that the benefits of parallel trade accrue mainly to the 

parallel traders, not consumers, because the former capture most of the “rents” arising from the 

differences in ex-manufacturer prices across countries.45  

 

In the light of the above, before legislative or policy changes that expand existing regulations on parallel 

importation are considered, the public policy ramifications, quality implications, and potential policy 

alternatives should be considered. Improved health systems should not compromise and avoid focusing 

on the price aspect only – in terms of access to medicines, safety of medicines is not less important than 

their affordability. 

 

Parallel importation should only be allowed, if at all, under such conditions that the SouthAfrican patent 

rights of the originator of the patented product are exhausted, meaning that only originator product 

should be able to be parallel imported.  There can be a serious safety concern if the parallel imported 

medicinal product is of a different quality standard than that of the originator who has done extensive 

safety and efficacy testing on such product.  If at all parallel import will be allowed in South Africa, there 

                                                           
43 Jonathan Harper, “European Patient Safety and Parallel Pharmaceutical Trade – a Potential Public Health Disaster?” (European Alliance for 
Access to Safe Medicines, 2007); Gillian J. Buckley et al., “Weaknesses in the Drug Distribution Chain,” in Countering the Problem of Falsified 
and Substandard Drugs, ed. Lawrence O. Gostin and Gillian J. Buckley (National Academies Press (US), 2013), 
https://www.ncbi.nlm.nih.gov/books/NBK202523/; Panos Kanavos and Stacey Kowal, “Does Pharmaceutical Parallel Trade Serve the Objectives 
of Cost Control?,” Eurohealth 14, no. 2 (2008), 
http://www.lse.ac.uk/LSEHealthAndSocialCare/pdf/eurohealth/VOL14N2/Kanavos%20and%20Kowal.pdf. 
44 Kyle, Margaret, “Parallel Trade in Pharmaceuticals: Firm Responses and Competition Policy” – ch. 13 in Barry Hawk, ed., International 
Antitrust Law & Policy, New York:  Juris Publishing for the Fordham Competition Law 
45 Panos Kanavos et al., “The Economic Impact of Pharmaceutical Parallel Trade in European Union Member States: A Stakeholder Analysis (PDF 
Download Available)” (LSE Health and Social Care, January 2004), 
https://www.researchgate.net/publication/48909718_The_economic_impact_of_pharmaceutical_parallel_trade_in_European_Union_member
_States_a_stakeholder_analysis. 
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should also be stringent customs control to triage the allowed parallel import from the fraudulent 

parallel import. 

 

Proposed Amendment(s) 

Recommendation 7.1.6 “Parallel Importation” should be updated to   acknowledge the real and serious 

concern of counterfeit, sub-standard or uncontrolled pharmaceutical products entering the South African 

market, as well as the evidence that demonstrates the negative outcomes of such a regime (i.e, benefits 

accrue mainly to the parallel traders and not the consumers).  We encourage the government to carefully 

consider its parallel importation policies with these concerns in mind.   

 

Revise Recommendation 7.1.6 “Parallel Importation” to reflect: 

South Africa’s unique developmental needs, particularly in public health, require the exploration of every 

legal opportunity to support the viability and expansion of the public health system, including, in the case 

of patented products such as medicines, the ability to purchase said medicines from any external 

territory that is necessary. The implementation of parallel importation will be further considered, will be 

undertaken in a controlled manner pursuant to consultations with respective stakeholders. 

 

• If parallel importation policies are undertaken, there is a need to clarify that parallel importation 

of medicines in the manner prescribed in the Medicines Act does not constitute an infringement 

of the Patents Act. Beyond health, this would allow Ministries responsible for specific sectors to 

sanction sector-specific parallel importation in a controlled manner pursuant to consultations 

with their respective stakeholders: in effect, striking a balance between access, on the one 

hand, and the interests of nascent industries on the other. 

• On the other hand, international experience demonstrates that parallel importation encourages 

and facilitates the sale of counterfeit, sub-standard, or uncontrolled pharmaceuticals.  It is 

extremely difficult to police the supply of medicines once the chain of supply from manufacturer 

to authorised importer is broken (see Kyle, Margaret, “Parallel Trade in Pharmaceuticals: Firm 

Responses and Competition Policy” – ch. 13 in Barry Hawk, ed., International Antitrust Law & 

Policy, New York:  Juris Publishing for the Fordham Competition Law).  Without that link, 

counterfeit and/or poor-quality goods enter the drug supply more easily and patients often 

cannot distinguish counterfeit or substandard pharmaceutical products. 

 

2.1.7 Exceptions (Bolar Exemption / Research and Experimental Use) 

Bolar as well as research and experimental use exemption should be implemented as long they are in 

line with international standards and do not extend to exempting commercial acts. Such exceptions 

should not unreasonably conflict with a normal exploitation of the patent, nor should they unreasonably 

prejudice the legitimate interest of the patent owner  (as stated in TRIPS Art. 30). 

 

Bolar: 

Bolar provision must consider the rights of innovators and provide a fair benefit to the patent holder.  

Section 7.1.7.1 of the Draft IP Policy addresses the Bolar exemption, which, in our view, provides for a 
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critical mechanism for generic companies to conduct pre-market testing prior to a patent expiration. By 

allowing for earlier development and approval of new generic medicines, the exemption helps stimulate 

competition in the marketplace. We support Bolar-type exemption in South Africa, but recommend that 

it should be complemented by other measures that promote patent rights, such as patent term 

extension (PTE).  

 

In the United States, for example, the Hatch-Waxman Act struck,46 a sensitive balance is struck by 

allowing generics to conduct clinical trials during patent life for use in an abbreviated approval process, 

while also allowing the innovator to extend the patents life to (1) compensate for the time lost during 

the innovative approval process, and (2) for half the time it took to conduct its innovative clinical 

program in support of the first approval.  However, there are strict time restraints and an innovator can 

never obtain more than 14 years of effective exclusivity (i.e., after approval of the product).   

 

A Bolar exception for both generic bioequivalence studies, as well as clinical trials by originators is 

desirable.  The Bolar exception should however be limited to such trials. Large scale manufacturing, 

stockpiling, importation and other commercial activities should not be allowed under the Bolar 

exception. 

 

We encourage the South African government to include a similar mechanism in its IP system.  IPASA 

would like to recommend that such exemption must be precisely framed in order to avoid the negative 

impact on legal certainty that expansive and unclear exception to patent rights can create. If legal 

certainty and Intellectual Property rights in particular are undermined, this could potentially snow-ball 

into a complete lack of confidence in the South African legal system by both domestic and foreign 

investors and business partners. 

 

Research and Experimental Use: 

We also support a well-defined exemption for research and experimental use of patented inventions to 

stimulate innovation and future inventions, without bearing the risk of patent infringement. Indeed, 

exemptions for basic scientific experimentation are not unprecedented in international patent systems.  

 

We recommend, however, that such an exemption is carefully framed in order to avoid the negative 

impact on legal certainty that expansive and unclear exceptions to patent rights can create. It is 

necessary to safeguard that the knowledge produced under the exemption does not operate as an 

injurious spill-over for the patent holder.47 It should be established in such a way as to encourage 

investment in non-commercial research, but should not adversely impact on the returns on investment 

of the patent holder.48 

 

 

                                                           
46 The Drug Price Competition and Patent Term Restoration Act (Public Law 98-417) 
47 Chris Dent et al., “Research Use of Patented Knowledge: A Review,” STI Working Paper (OECD Directorate for Science, Technology and 
Industry (STI), 2006). 
48 Ibid. 
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Recommended Amendment(s) 

We encourage the government to clarify, in Recommendation 7.1.7 “Exception”, that any such 

exceptions will not unreasonably conflict with the normal exploitation of the patent and will not 

unreasonably prejudice the legitimate interests of the patent owner, in line with TRIPS Art. 30. We also 

implore the government to acknowledge well-functioning systems in their consideration, such as the US 

Hatch-Waxman system, and to delete any references to the creation of a “broad” set of exceptions, and 

instead acknowledge the limited situations where exceptions can be appropriate, in line with the 

recommendations above.  

 

Revise Recommendation 7.1.7 “Exception” to reflect: 

The TRIPS Agreement explicitly states that the objective of promoting and enforcing IPRs is to contribute 

to the promotion of technological innovation and to the transfer and dissemination of technology. This 

is to be done to the mutual advantage of producers and users of technological knowledge alike, and in a 

manner conducive to social and economic welfare, thus achieving a balance of rights and obligations. As 

a means of striking a balance between the rights of owners and users of IPRs, Article 30 of the TRIPS 

Agreement allows members to provide limited exceptions to patent rights, provided that such 

exceptions do not unreasonably conflict with a normal exploitation of the patent and do not 

unreasonably prejudice the legitimate interests of the patent owner. Indeed, exceptions placed on 

patent rights are an important means of achieving the appropriate set of policies that best foster R&D 

and technology diffusion. 

 

Revise Recommendation 7.1.7.1 “Bolar” to reflect: 

• South Africa incorporated the early working/ “Bolar” exception in a 2002 amendment to the 

Patents Act. The provision is an important tool to assist generic producers to research, create, 

and test a patented product before the end of term of the patent, thereby allowing the entry 

into the market as soon as possible once the patentee’s exclusive rights lapse. Consultations 

with stakeholders have confirmed the importance of this measure in accelerating the entry of 

generic competition.  Such provisions must also consider the rights of innovators and provide a 

fair benefit to the patent holder.   In the United States, for example, a sensitive balance is struck 

by allowing generics to conduct clinical trials during patent life for use in an abbreviated 

approval process, while also allowing the innovator to extend the patents life to (1) compensate 

for the time lost during the innovative approval process, and (2) for half the time it took to 

conduct its innovative clinical program in support of the first approval.  However, there are strict 

time restraints and an innovator can never obtain more than 14 years of effective exclusivity 

(i.e., after approval of the product). This will likely be enhanced with the operationalization of 

the South African Health Products Regulatory Agency (SAHPRA).  

 

Revise Recommendation 7.1.7.2 “Research and experimental use” to reflect: 

• Provision is made in the Intellectual Property Rights from Publicly Financed Research and 

Development Act 51 of 2008 (IPR Act) that any recipient of public funds may use IP (fully owned 
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or co-owned with a third party) which is the subject of a commercial transaction for research, 

development and educational purposes. Furthermore, the IP Policy aims to develop a broad and 

carefully crafted set of exceptions for research and experimental activities. with broader 

application than IP and the associated rights when developed using public funds. This will be 

done in consultation with a diverse range of stakeholders. 

 

2.1.8  Voluntary Licenses 

We commend the dti for recognising the contribution of voluntary licenses to generic competition, 

lower prices, and accessibility, particularly in the area of antiretroviral drugs (ARVs) used in the 

treatment of HIV/AIDS.  

 

Voluntary licensing is an important channel for technology diffusion and underpins open innovation 

collaborations, involving private and public entities alike, around the world and across borders. 

Voluntary licensing is one approach to managing IP assets, and it has been successfully leveraged by 

individual inventors, research institutes and universities, companies and global entities such as the 

Medicines Patent Pool (MPP) – recognised in the IP Policy – to deliver innovation to more people.  

 

Many IPASA member companies participate in the MPP, and all members are committed to improving 

access to medicines, particularly for those who cannot afford them, through voluntary licensing, non-

assert declarations granted to generic manufacturers, preferential pricing, and other innovative 

programmes. We therefore encourage the South African government to promote the full use of 

voluntary licenses, rather than relay on non-voluntary approaches, which hinder technology diffusion 

and innovative capacity building. 

 

IPASA supports the development of a voluntary licensing framework - to the extent it remains indeed 

voluntary. Increased transparency is encouraged with respect to the terms and conditions in voluntary 

licenses; however increased transparency must be balanced against the need for confidentiality of some 

terms that may be necessary when entering licenses.  If certain levels of confidentiality are not 

maintained in licenses, this may inhibit some parties from entering them. 

 

2.1.9  Compulsory Licenses 

The Draft IP Policy gives great importance to compulsory licenses (CL) to achieve affordability of 

essential goods, and restrain anti-competitive practices.  The patent system reflects a balance that is 

intended to advance the interests of inventors and society.  That is, the public good is served when 

there is disclosure of the information and knowledge necessary to practice an invention so that the 

innovative community can continue to learn and build upon prior advances.  In return, the public is 

willing to grant time-limited exclusive rights to the innovator and reward the patent holder for the time, 

resources and innovative effort expended to produce and disclose to the public the patentable 

invention. A compulsory license is granted against the will of a patent holder and inhibits his/her ability 

to be justifiably compensated for the R&D, time and investment to develop a new medicine for patients.  
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From our experience, we know that a robust, predictable IP system facilitates, rather than inhibits, the 

dissemination of new innovations. Recent research shows that stronger IP protection results in faster 

access to new medicines in developing countries.49 Research has further shown that compulsory 

licensing has not been an effective way to improve access or achieve public health objectives 50  

 

In contrast, policies that encourage forced access to technology can hinder innovation investments, FDI, 

and knowledge sharing. In particular, tools like compulsory licensing can undermine the role that IP 

rights can play in facilitating the critical exchanges of knowledge that can boost domestic absorptive 

capacity and economic development. Moreover, compulsory licenses are rarely the most effective policy 

option to promote access to medicines – research indicates that they do not necessarily lower prices51 

or speed access52 CL also ignores other dimensions of access to healthcare such as availability, and does 

not address systemic barriers to access – from weak healthcare delivery systems to critical shortages of 

trained healthcare workers. 

 

IPASA is of the view that compulsory license must only be considered within the international legal 

framework based on context and need, overly broad compulsory licensing provisions may have an 

impact on innovation. As such any compulsory licensing decisions must adhere strictly to international 

rules and best practices, including the safeguards of TRIPS Article 31. 

 

We recommend that the use of compulsory licenses should occur in urgent circumstances only, when all 

other alternatives have been exhausted and the problem is truly urgent. We discourage the regular use 

of compulsory licenses, for example, to support industrial policy objectives aimed at favouring domestic 

industries or as a cost-containment measure. While CLs may be applied in specific, narrow contexts, 

encouraging their broader use is unlikely to facilitate technology deployment, access to know-how, or 

improve health outcomes. In fact, the opposite may be true, unjustified use of CL can discourage the 

introduction of valuable new medicines for patients who need them. 

 

The South African government has made reference to the highly controversial UN High Level Panel on 

Access to Medicines in its discussion on compulsory licenses.  IPASA asks the government to take note 

that this report carries a disclaimer that notes: The report was submitted to the Secretary-General on 

Tuesday 12 September 2016.  The opinions expressed in this report are the authors' own and do not 

reflect the views of the UN Secretary-General, the Executive Office of the UN Secretary-General or the 

United Nations53. 

 

                                                           
49 Iain M. Cockburn, Jean O. Lanjouw, and Mark Schankerman, “Patents and the Global Diffusion of New Drugs,” American Economic Review 
106, no. 1 (January 2016): 136–64; Margaret Kyle and Yi Qian, “Intellectual Property Rights and Access to Innovation: Evidence from TRIPS,” 
Working Paper (National Bureau of Economic Research, December 2014), doi:10.3386/w20799. 
50  Beall, Reed F. et al., “Compulsory Licensing Often Did Not Produce Lower Prices for Antiretrovirals Compared to International Procurement,” 
Health Affairs, March 2015. 
51 Reed F. Beall, Randall Kuhn, and Amir Attaran, “Compulsory Licensing Often Did Not Produce Lower Prices For Antiretrovirals Compared To 
International Procurement,” Health Affairs 34, no. 3 (March 1, 2015): 493–501. 
52 Eric W. Bond and Kamal Saggi, “Compulsory Licensing, Price Controls, and Access to Patented Foreign Products,” Journal of Development 
Economics 109 (July 1, 2014): 217–28. 
53 http://www.unsgaccessmeds.org/final-report 
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Government use 

The current framework regulating government use imposes a prior negotiation requirement and 

preserves judicial review. We appreciate that the IP Policy and South Africa’s expressed commitment to 

“continued and meaningful consultation with stakeholders.” However, for the reasons indicated above, 

we advise caution in terms of relaying on CLs as a policy tool to have access to healthcare. 

 

IPASA would like to reiterate that the state is only obliged to progressively realise the right to have 

access to healthcare services, including through the utilisation of TRIPS flexibilities such as Article 31 (b) 

when all other options have failed and in compliance with TRIPS Article 30 (Exceptions to Rights 

Conferred)– in full accordance with South African Law and recognising that intellectual property is 

important for the development of new medicines. 

 

CL for export 

IPASA has long supported the "Paragraph 6 System", which makes permanent previous waivers allowing 

countries with insufficient or no manufacturing capacity to import medicines from manufacturers in 

certain circumstances, and we support the TRIPS amendment that entered into force earlier this year. 

 

However, we wish to reiterate that a sustainable approach to addressing access to medicines must also 

take into account non-IP related factors that impede the public health. The majority of essential 

medicines are not protected by patents, and therefore intellectual property does not limit access to 

them. Factors that might impact on a patient’s potential access to a given medicine include, but is not 

limited to, the distribution system within a community or country, the quality of the healthcare system, 

general infrastructure, access to insurance, and policies on import tariffs and taxes. 

 

Compulsory licensing is particularly ineffective relative to the many alternatives available. IPASA 

supports programs that make medicines available to patients, including voluntary licensing and non-

assert declarations.54 For example, in sub-Saharan Africa, most antiretroviral drugs are produced under 

voluntary licenses to local firms.55  

 

Recommended Amendment(s) 

We therefore recommend that Recommendation 7.1.9 “Compulsory Licences” be amended to reflect 

South Africa’s intention to respect IP rights and not resort to an overly broad use of compulsory licenses, 

recognising that it is not the best vehicle to facilitate access to medicines, and that a strong and reliable 

IP system will encourage future innovation, investment, and advancement.  We would additionally 

recommend that the Policy reflect the government’s intention to explore all available options before 

resorting to such an extreme measure and acknowledge the willingness of industry to find alternative 

solutions to the access problem.  We support the continued commitment of South Africa to comply with 

all the requirements of TRIPS Art. 31, should the need arise in an urgent situation when all other options 

have failed.   

                                                           
54 IFPMA Policy Position, Voluntary Licenses and Non-Assert Declarations. 
55 Chien, Colleen, “HIV/AIDS Drugs for Sub-Saharan Africa: How Do Brand and Generic Supply Compare?” PLoS One, Mar. 2007. 
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South Africa’s unique challenges, including especially vulnerable populations and urgent development 

concerns, will require a review of existing require the scope of compulsory licencing provisions, licences 

to be strengthened and clarified in a manner that is fair and compliant in relation to both international 

obligations and national law. Following due process, guidelines will be introduced, including legal 

process for government use, and a renewed effort to facilitate the process of exporting IP goods, such as 

medicines, to the African continent. 

• Notwithstanding the important role of voluntary licences, they have not always provided the 

requisite level of access in disease areas other than HIV/AIDS and, to a lesser extent, Hepatitis C 

(HCV). Therefore, while voluntary arrangements have been, and will continue to be, the first 

port of call, South Africa requires a broader set of policy options to address instances where 

voluntary mechanisms prove insufficient or inadequate. In order to promote the sustainability of 

supply of medicines, it is important to ensure that a workable compulsory licensing system is in 

place when all other options have failed. As South Africa reviews its use of this mechanism, it 

will also explore innovative approaches that support access to medicines that do not undermine 

the IP system, including technology transfer partnerships.  The compulsory licensing mechanism 

will also be reviewed as it relates to achieve affordability of essential goods, and restrain anti-

competitive practices., as the need arises. One such instrument recognized by international law 

is compulsory licensing. 

• The TRIPS Agreement sets specific conditions for the use of compulsory licences. Even so, t The 

Doha Declaration confirmed explicitly that “each Member has the right to grant compulsory 

licences and the freedom to determine the grounds upon which such licences are granted.” 

WTO Members, however, must still comply with the requirements of the TRIPS Agreement.  

Almost fifteen years later, the UNHLP reiterated the importance of compulsory licensing and the 

sovereign right of states to make use of it, including ensuring the expedient use of compulsory 

licences or government use provisions. 

• Applications for compulsory licences in South Africa are subject to a judicial process before the 

Commissioner of Patents. The grant of a compulsory licence is therefore subject to the 

timeframes and expenses that apply to litigation. Furthermore, this process can be exacerbated, 

and access further delayed, in the event that the decision of the Commissioner to grant a licence 

is appealed. Compulsory licences will therefore be granted in accordance with the TRIPS 

Agreement to meet the country’s development objectives, taking into account that TRIPS Art. 

31(i) requires “the legal validity of any decision relating to the authorization of such use shall be 

subject to judicial review or other independent review by a distinct higher authority in that 

Member.” 

 

Revise Recommendation 7.1.9.1 “Government use” to reflect: 

• Insofar as public non-commercial use of patented subject matter is concerned, which is 
sometimes referred to as “government use” (though the scope of government use may extend 
beyond public, non-commercial use), Article 16 31(b) the TRIPS Agreement explicitly states that 
such use is not subject to the requirement of prior negotiations with an IP holder. Precedent for 
implementation of this policy tool can be found in the US, which has seen the federal 
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government making extensive use of the tool, particularly, but not exclusively, in the defence 
sector. 

• In South Africa, Section 4 of the Patents Act, which entitles “a Minister of State [to] use an 

invention for public purposes”, requires prior negotiations relating to the conditions of 

government use (and not the issuing or the licence per se). If agreement is not reached, an 

application must be made by or on behalf of such Minister, to the Commissioner of Patents, for 

the determination of the conditions. Not only does this impose a prior negotiation requirement 

(which is not required by the TRIPS Agreement, although Art. 31(b) states that where the 

government knows, or has grounds to know that a valid patent is or will be used by or for the 

government, the right holder shall be informed promptly), but it imposes adversarial litigation 

proceedings in the event a patentee does not agree to the conditions attached to the licence in 

question (also not required by the TRIPS agreement).    Therefore, keeping in mind that TRIPS 

does not impose prior negotiation requirements, any proposal for government use in South 

Africa must also be in line with procedural fairness requirements in South African law. 

• The South African government, and in particular its institutions operating in the public health 

space, are committed to continued and meaningful consultation with stakeholders. Having said 

this, the state is obliged to take reasonable legislative and other measures to progressively 

realize the right to have access to health care services, including through This includes the 

utilization of TRIPS flexibilities such as Article 31 (b) when all other options have failed, in full 

accordance with South African law, and recognizing that intellectual property is important for 

the development of new medicines.   

 

2.1.10  IP and Competition Law  

Contrary to some views, IP and competition laws are not at odds. The two bodies of law are 

complementary, as both are aimed at encouraging innovation, industry, and competition.56 Intellectual 

property rights are devised to create a market for knowledge-based goods that would not be 

established otherwise, or at least not at an optimal level.57 This is because inventions stemming from 

knowledge – like new medicines – may be used simultaneously and at no additional cost by others. 

Therefore, without protection from imitation, there is no incentive in investing in their creation in the 

first place.58 Consequently, a form of protection must be introduced by,59 for instance, granting exclusive 

rights, which transform well-defined informational items into individually appropriable goods.60 

Ultimately, the aim of IP rights is to advance consumer welfare by supporting dynamic competition. 

Hence, IP is a constitutive element of competition allowing for a market to operate, and not a restriction 

of it.61 Without IPRs there would not be a market for knowledge-based goods on which competition law 

could act upon.   

                                                           
56 Atari Games Corp. v. Nintendo of America, Inc., 897 F.2d 1576 (Fed. Cir. 1990). 
57 Hanns Ullrich, “Legal Protection of Innovative Technologies: Property or Policy?,” in Economics, Law and Intellectual Property, ed. Ove 
Granstrand (Springer US, 2003), 439–87, doi:10.1007/978-1-4757-3750-9_20. 
58 Irina Haracoglou, Competition Law and Patents: A Follow-on Innovation Perspective in the Biopharmaceutical Industry (Northampton: Edward 
Elgar, 2008), http://cadmus.eui.eu//handle/1814/23984. 
59 “The reason for protecting technologies ... is that by their very nature, they cannot be exposed to competition, unless they are protected 
against imitation, in one way or the other.” See: Ullrich, “Legal Protection of Innovative Technologies.” 
60 Ibid. 
61 Ibid. 
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We acknowledge competition law as an important instrument to help achieve an appropriate balance 

between the interests of the creators and users of IP, and to help prevent market abuses. We believe, 

however, that competition authorities must make their decisions on a case-to-case basis, weighing an 

activity’s procompetitive, efficiency-enhancing features against their anticompetitive potential. 

Restrictive legal provisions, labelling whole categories of activities or licensing provisions as 

anticompetitive, cannot provide for a nuanced exercise. We therefore highlight the importance of 

finding a balance between competition policy and IP rights – it must strive to achieve the goal of 

preventing market abuses, without annulling the reward provided for by the patent system. 

 

Recommended Amendment(s) 

We recommend that  Recommendation 7.1.10 “IP and Competition Law” be revised to reflect the fact 

that IP and competition law are not at odds and that the two bodies of law are complimentary. 

 

Revise Recommendation 7.1.10 “IP and Competition Law” to reflect: 

• Competition regulation has a role in ensuring that patents are not used as platforms for 

illegitimately extending market power. In addressing the interface between IP and competition, 

the TRIPS Agreement gives members the scope to use competition policy as an instrument to 

facilitate access to medicines. Article 8 on its own, and in particular, read through the 

interpretive lens of the Doha Declaration on TRIPS and Public Health, empowers WTO members 

to take measures aimed at restraining anti-competitive practices. It must be noted, however, 

that IP and competition law are not at odds; the two bodies of law are complimentary, as both 

are aimed at encouraging innovation, industry, and competition.   

• Both competition law and patent law together can be used to implement competition-related 

TRIPS flexibilities and advance consumer welfare. Chapter 2 of the Competition Act, which 

covers practices such as horizontal restrictions, vertical restrictions, and abuse of dominance, 

and various licensing provisions in the Patents Act are pertinent in this regard.62   

 

2.2  International IP Cooperation  

IPASA would like to recommend that the IP policy should consider and look to best practices found in 

other countries that have demonstrated great success fostering a policy environment supportive of 

biopharmaceutical innovation.  Policy should also bear in mind, however, that strong IP provisions can 

help countries without established pharmaceutical sectors benefit from increased investment from 

multinational companies and domestic investment funds, potentially helping to build a local industrial 

base, increase technology transfer and foreign direct investment, as well as encourage the entry of new 

products to the domestic market, benefiting patients. 

 

  

                                                           
62 Sections 56-57 and 90 of the Patents Act 
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Recommended Amendment(s) 

When addressing South Africa’s commitment to participate in R&D initiatives and multilateral IP forums, 

Recommendation 7.2.1.4 “World Health Organisation (WHO)”  should take into account the balance that 

exists between access and  the important role that IP plays in the development of new medicines. 

 

Revise Recommendation 7.2.1.4 “World Health Organisation (WHO)” to reflect: 

• South Africa will continue to participate in R&D initiatives and multilateral IP forums in a 

coordinated fashion ensuring that the positions adopted are consistent, taking into account the 

balance between access and the important role that IP plays in the development of new 

medicines. Formulating governmental positions under the auspices of the IMCIP will ensure a 

coordinated approach. 

 

Recommendation 7.2.1.5 “Political Formations such as BRICS” should be revised to indicate South Africa’s 

intention to look to best practices found not only in BRICS countries, but also best practices found in 

countries all over the world.   

 

Revise Recommendation 7.2.1.5 “Political Formations such as BRICS” to reflect: 

• South Africa will aim to leverage BRICS cooperation to advance its objectives, but will also 

consider and look to best practices found in other countries that have demonstrated great 

success in the biopharmaceutical industry. 

 

Recommendation 7.2.1.6 “Regional and Bilateral Arrangements” should be revised to reflect that 

provisions in bilateral agreements that contain “TRIPS plus” provisions are in fact done in compliance 

with the TRIPS Agreement and in accordance with TRIPS Art. 1.1, which provides that “Members may, 

but shall not be obligated to, implement in their law more extensive protection than is required by this 

Agreement, provided that such protection does not contravene the provisions of this Agreement.”  

Additionally, while recognising that in limited circumstances the utilisation of TRIPS flexibilities may be 

necessary, the Policy should also acknowledge that strong IP provisions can help countries without 

established pharmaceutical sectors benefit from increased investment from multinational companies, 

potentially helping to build a local industrial base, increase technology transfer and foreign direct 

investment, as well as encourage the entry of new products to the domestic market, benefiting patients.  

 

Revise Recommendation 7.2.1.6 “Regional and Bilateral Arrangements” to reflect: 

• In terms of regional and bilateral arrangements, a distinct trend has emerged, in terms of which 

standards of IP protection that go beyond what is required by TRIPS are being promoted around 

the world, in accordance with TRIPS Article 1.1, which provides that “Members may, but shall 

not be obligated to, implement in their law more extensive protection than is required by this 

Agreement, provided that such protection does not contravene the provisions of this 

Agreement.”  South Africa will continue to ensure that the South Africa and other developing 

countries have worked extremely hard at the multilateral level to ensure that the flexibilities 

within the TRIPS Agreement are recognized were unequivocally recognized as legitimate policy 
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tools, particularly as they pertain to public health. Keeping in mind, however, that strong IP 

provisions can help countries without established pharmaceutical sectors benefit from increased 

investment from multinational companies, potentially helping to build a local industrial base, 

increase technology transfer and foreign direct investment, as well as encourage the entry of 

new products to the domestic market, benefiting patients.  It is crucial that we do not erode the 

gains made multilaterally by assuming TRIPS “plus” IP obligations in bilateral and regional 

engagements are negotiated in compliance with the TRIPS Agreement.  

 

 

3.  In-Built Agenda 
 

Recommended Amendment(s) 

Recommendation 8.1 “Medium Term” should be revised to reflect that the government will collaborate 

not only with inter-governmental organisations, but also with private sector and all stakeholders that 

will be impacted by the Policy.   Regarding “IP and localisation and beneficiation” and Phase 2 of the 

Policy, we again implore the government to look to best practices found in countries where incentive-

based policies have resulted in a robust innovative environment.   

 

Revise Recommendation 8.1 “Medium Term” to reflect: 

• Collaboration with inter-governmental organisations and examples from other countries and 

stakeholders provide important insights. Ultimately, however, South Africa will design and 

continuously update its IP Policy in line with constitutional imperatives, national objectives and 

social concerns.  

• IP and localisation and beneficiation: With the understanding that IP can be both an 

opportunity as well as a challenge to South African industry and society, Phase 2 of this policy 

will make use of existing scholarly evidence on the current production of IP within South Africa. 

It will also look to best practices found in countries where incentive-based policies have resulted 

in a robust innovative environment.  In doing so, and within the parameters of our international 

obligations, the state can create a differentiated system of empowerment and beneficiation for 

local industry groupings and individuals who seek to take advantage of the IP system in myriad 

ways, thereby contributing to the empowerment of South African persons. 

 

 

4.  Concluding Remarks 
The implementation of strong IP protection does not undermine the government’s ability to achieve its 

access goals.  Robust IP protections will foster local innovation and attract committed investors who can 

drive SA’s economic growth and human development long into the future.  
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Intellectual Property Rights falls within the same ambit of property rights. IPASA would like to bring the 

Cabinet’s attention to consider that a strong IP regime affirms our democratic Constitution’s Bill of rights 

Chapter 2 s25, which states:  

• 25(1) No one may be deprived of property except in terms of law of general application, and no 

law may permit arbitrary deprivation of property.  

• 25(2) Property may be expropriated only in terms of law of general application — (a) for a public 

purpose or in the public interest; and (b) subject to compensation, the amount of which and the 

time and manner of payment of which have either been agreed to by those affected or decided 

or approved by a court. 

 

Within this framework developing a strong IP regime affirms our Constitution’s mandate and 

contributes to developing a democratic and rule-based-society.  IPASA welcomes the Cabinet’s 

consideration of our submission on the draft IP policy: phase I document, and would like to thank the dti 

for the opportunity to provide our detailed comments.  

 


