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Introduction  
Patents are a form of intellectual property providing exclusive rights over an invention to the 
inventor. The patenting of an invention means that a patent is protected for a certain period from 
exploitation by third parties. The reasoning behind the protection is to enable the inventor to 
capitalise or make profit on their invention.  The inventor has the right to exclude others from 
making, using, offering for sale or selling the invention for a set period.2 It has often been argued 
that patent protection provides for the stimulation of innovation and creation that benefits 
consumers through the development of new and improved goods, services, and processes.3  
 
South Africa has the largest pharmaceutical products market in Africa, and its expenditure on 
pharmaceutical products per capita is the fifth highest in Africa.4 There is however a rising threat of 
competition from generic pharmaceutical producers, mainly from India and China, which should 
make it an imperative for local manufacturers, as well as the other segments forming part of the 
healthcare industry to compete with originator companies.5 Multinational pharmaceutical 
companies have a huge presence in South Africa due to its favourable market and favourable 
location for targeting growth into other sub-Saharan African countries.6  Some multinational 
pharmaceutical companies have maintained their manufacturing facilities whilst the others use 
South Africa as a distribution and management centre for the rest of sub-Saharan Africa.  The 
production of generic medicines is performed by South African pharmaceutical companies, for 
example, Adcock Ingram, Aspen Pharmacare, and Enaleni. 7  

Patenting by multinational pharmaceutical companies is commonplace in large, middle-income 
countries such as China and South Africa.8 Multinational pharmaceutical companies operating in 
South Africa therefore enjoy patent protection (Figure 1). Besides the fact that the granting of 
thousands of product patents to Multinationals has meant that our local manufacturing has never 
had the opportunity to take off and compete with its international counterparts, patenting by 
pharmaceutical companies has increasingly been found to present barriers to medicine access, 
particularly more so in the case of essential medicines. Access to treatment for diseases in 
developing countries is problematic either because the medicines are unaffordable or have become 
ineffective due to resistance, or are not sufficiently adapted to specific local conditions and 
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constraints.9 Owing to the several influences already described, patents very infrequently block 
access to generic versions of essential medicines.10 There is a belief in the activist community that 
patents are a barrier in many developing countries to accessing affordable medicines and, balancing 
it, a belief in the pharmaceutical industry that it is necessary to protect intellectual property rights 
on a global scale to assure future research and development activities and the industry’s commercial 
viability.11 The fact that the local manufacturers in South Africa have limited capacity to manufacture 
and diminished know how, placing medicines in South Africa on par with some of the highest prices 
in the world and making it unaffordable for the majority of people,12 has not helped the access to 
affordable medicines.  
 
Patent applications and grants by the South African Patent Office for residents and non-residents, 
2011 

 Residents  Non-residents  Total  

Applications  656 6 589 7 245 
Grants  567  4 729  5 296 
Figure 1: Source: WIPO: World Intellectual Property Indicators 2012 

 
The paper provides an overview of the pharmaceutical industry. It then examines the present South 
African patent system and its meaning for competition. It thereafter provides an understanding of 
the of the TRIPS Flexibilities on public health. Lastly, it analyses what a substantive examination 
system entails and its impact on competition.  
 
The South African patent granting system  
The Companies Intellectual Property Commission13 has the responsibility of registering patents in 
South Africa. Patents registration under the Patents Act 57 of 1978,14 Patents Regulations of 1978 
and the Patent Cooperation Treaty (PCT) of 199915 outline the registration procedure that must be 
followed to register and also the procedure in publishing the registration of an invention. Statutorily, 
a patent has been defined as a certificate in the prescribed form to the effect that a patent for an 

invention has been granted in the Republic.
16

 A non-obscure definition of a patent has been 
restrained to a property right granted by a sovereign state to the inventor of a novel, non-obvious 
and useful invention.17  
 
According to section 25(1) of the Patent Act, a patent in South Africa must fulfil three prerequisites 
before it can be registered and therefore enjoy protection for a set period. It should be a new 
invention, which involves an inventive step and which is capable of being used or applied in trade or 
industry or agriculture. The invention should be new as of the date of filing and not publicly known 
anywhere in the world through written or oral disclosure or through use. This, however, does not 
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mean that any new invention is automatically patentable. Section 25(4) of the Patent Act provides 
for the patentability of a patent in that a patent shall not be granted for an invention the publication 
or exploitation of which would be generally expected to encourage offensive or immoral behaviour; 
or for any variety of animal or plant or any essentially biological process for the production of 
animals or plants, not being a micro-biological process or the product of such a process.18 This serves 
as a limitation in South Africa for granting patent protection of inventions.  
 
The statutory requirements and the procedure for patent applications means that the South African 
Patents Office operates a formal or a depository patent registration system. This means that the 
Registrar ‘examines’, in the prescribed manner, every application for a patent and every complete 
specification accompanying such application.19 If there is compliance with the requirements of the 
Patent Act, the Registrar accepts the patent application for registration. This simply means that 
there are no examiners of the quality of the patent in the South African Patent Office. Practically, an 
application is filed with CIPC, if there are outstanding documents they would be requested and 
submitted. In terms of regulation 40 of Patents, any application accompanied by a provisional 
specification, is examined to ensure that the documents lodged are legible and capable of 
reproduction.20. Confusion is created in terms of regulation 41 as it is provided that the Registrar 
shall examine the application of accompanied by a complete specification in order to ensure that it 
complies with the prescribed formalities. Even though this is so in theory, the Registrar does not 
ensure compliance with the Act.21 CIPC works on the assumption that once an application has been 
filed, what is claimed to be an invention deserves a patent.22 After the filing of an application, patent 
letters are granted after all the relevant documents are submitted and accepted.23 A written notice 
of the acceptance of the patent application, on compliance with the formal requirements, will be 
issued within 18 months from the filing date. The acceptance is then published in the Patent Journal 
that is published monthly.24 The date of publication of the acceptance in the Patent Journal is 
deemed to be the date of grant of the patent.25  
 
The South African patent registration system is therefore a depository system. In other words, the 
validity of the application is not established in the sense that the substance or quality of the product 
or process is not established. The crucial feature for the depository system is the forms or 
documentation of the application which are verified. Although, section 25 of the Patent Act 
stipulates for what a patent shall not be granted, the registration procedure in terms of the Patent 
Act and the Patent Regulations does not provide for refusing a patent registration by the Registrar 
on the basis of merits such as insufficiency of the content of the description and claims, matter 
outside of the patentable scope, lack of novelty; lack of inventive step or industrial applicability.26  
Therefore, third parties do not participate in the patent application process either before granting 
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the patent or after the panted is granted to oppose a grant. Patents can only be revoked by 
instituting application proceedings before a High Court of South Africa. In most of the cases the 
application proceedings are being converted to action proceedings which are very expensive.27 
Regulation 54 of the Patents Regulation in this regard provides that any person who has been 
notified of a proposed action by the Registrar and who opposes such action or who opposes any 
such action advertised in the journal in regard to a matter to be determined by the registrar shall do 
so within two months of dispatch of such notification to him or within two months from the date of 
the relevant advertisement in the journal.  
 
The impact of a depository patent system on competition  
Competition policy, in relation to patent granting, is concerned with the questions whether the 
patent is warranted and is necessary to achieve one of the means through which the patent system 
encourages innovation and whether a patent conveys market power. If the patent is not warranted 
and does not encourage innovation then a patent should not be granted because patents could 
impose costs on the public.28 The reasoning behind this being that the non-protection should then 
leave room for competition policy to spur innovation and provide consumers with what they want at 
optimal prices, quantity, and quality. In relation to the question on whether a patent conveys market 
power, if an unwarranted patent confers market power on a patent-holder, it can deprive 
consumers of the benefits of competition without compensating value.29  
 
The South African patent registration system is one of the cheapest systems in the world.30 It 
becomes relatively easy to grant patents within a set financial period if the application 
documentation is framed in the right language. Between 2010 and 2011, CIPC saw increased patent 
application, across the board, at 13.5%.31 In 2011 alone, CIPC received 7 245 applications for patent 
protection and of these applications 5 296 grants were granted,32 not on the basis of quality but 
because they met the documentation required by the Patent Act were filed. Below (Figure 2) is the 
2011 data on patent applications grants by members of BRICS that operate a substantive 
examination system, with the exception of South Africa.  
 
Patent applications and grants in BRICS members’ Patent Offices, 2011  

Country  Patent applications  Patent grants  

Brazil   22 686      3 251 

Russian 

Federation 

  41 414   29 999 

China  526 412 172 113 

India   42 291     5  168 

South Africa      7 245     5 296 

Figure 2: Source: WIPO: World Intellectual Property Indicators 2012 
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The South African patented medicine market in 2011 was worth R16.02 billion, with this value 
expected to increase to R22.16 billion by 2016.33 South Africa as a country with a burden of 
communicable and non-communicable diseases34 needs to access essential medicines for the 
diseases. Although, the South African medicine pricing system is based on a single exit price which is 
determined by the manufacturer price, which the Department of Health decides on,35 this has not 
necessarily made access to essential medicines effortless for the average South African. 
Pharmaceutical companies operating in South Africa that have patented their essential medicines 
tend to price a number of medicines for communicable and non-communicable diseases expensively 
as compared to how they price the same medicines in other countries.36 Good examples are TB, 
Cancer and HIV/AIDS medicines that are priced very expensively. Imatinib is a cancer medicine that 
has been patented in South Africa; it costs R867 per tablet in South Africa while in India it costs R86. 
India rejected an application for the patenting of this medicine as it was a new formulation of an old 
medicine.37 Linezolid is a TB medicine that has been patented in South Africa, it costs R676 per tablet 
(private sector) and R264 (public sector), while in India, the generic38 version of this medicine costs 
R9.39 It would be ill-advised not to rely on generic medicines to ensure access to essential medicines 
and to realise the right to healthcare of its citizens.  
 
Keeping in mind that the South African patent system does not investigate the merits of each 
invention or the patent, multiple patents on a single medicine could easily be granted40 for a 20 year 
period and furthermore if a secondary patent is granted. It is well-known that patent protection for 
a set period is important for innovation, particularly of pharmaceutical companies as this 
presumably enables pharmaceuticals to sustain the prices of medicines, recoup research and 
development expenditure and finance the development of new products.41 In this regard, a 
pharmaceutical patent holder could set a market price for medicines higher than the competitive 
price and limit the total volume of sales. Furthermore, patent holders could attempt to strengthen 
their position in negotiations with other firms, in an attempt to block access by competitors to a key 
technology, or inversely, to avoid being blocked by them.42 However, multiple patents, 
reformulation on the same patent and secondary or follow-up patents (evergreening) designed to 
keep off competitors off the market43 could easily be granted for many years to the detriment of 
competition. The following could happen: 
 

 access into markets by generic companies could be prevented for a period of 20 years; 

 competitors could forgo research and development in the areas that the patent improperly 
covers; 
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 market entry and follow-on innovation by competitors is deterred; and 

 an increase in the potential for the holder of a questionable patent to suppress 
competition.44 

 
In 2011, the South African prescription medicine market was worth R23.96 billion and was then 
expected to increase by R36.41 billion by 2016.45 This market accounted for 88.1% of South Africa’s 
total medicine market. It was argued that the situation would therefore increase the demand for 
generic prescription medicine.46 With a depository patent system in place that possibly allows for 
unwarranted patents, discourages research and development by competitors and access by generic 
manufactures, competition would be restricted. Generic manufacturers would possibly be prevented 
from gaining access to a market unless there is special concession such as voluntary licence 
agreements or the exercise of the TRIPS flexibilities.  
 
TRIPS and Public Health 
Competition policy is instrumental in ensuring access to medicines and ensuring medical technology 
and innovation in the pharmaceutical sector. Thus an international furore has been raised on 
whether pharmaceutical patents interfere with access to essential medicines in lower income 
countries. An originator company usually decides to patent a drug in a particular country where 
there are more consumers having a greater disposable income.  Therefore patent laws are utilised 
more frequently in developing countries having larger populations, with a higher per capita national 
income, or a higher Gini coefficient.47  This section will examine the TRIPS agreement as it relates to 
protection of patents and the efficacy of the flexibilities in ensuring access to medicines. 

 
The use of TRIPS Flexibilities and Access to Medicines 
South Africa is signatory to the TRIPS Agreement that commits it to having certain patent laws in the 
country.48  The TRIPS Agreement introduced minimum standards for protecting and enforcing 
intellectual property rights.49  Article 27(1) of the Agreement requires WTO Members to make 
patents “available for any inventions, whether products or processes, in all fields of technology”, 
which includes patents for pharmaceutical processes and products. 50  

However, over the years, the TRIPS Agreement has been criticised concerning the increased levels of 
patent protection on medicine prices.  While TRIPS does offer safeguards to remedy the negative 
effects of patent protection or patent abuse, in practice it is unclear whether and how countries can 
make use of these safeguards when patents increasingly present barriers to medicine access.51  
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There are still a number of concerns pertaining to TRIPS despite its best efforts to set out minimum 
standards and requirements for the protection of intellectual property rights:52 

 Increased patent protection leads to higher medicine prices; 

 Enforcement of WTO rules will have a negative effect on local manufacturing capacity and will 
remove a source of generic, innovative, quality medicines on which developing countries 
depend; and 

 It is unlikely that TRIPS will encourage sufficient research and development in developing 
countries for diseases such as malaria and tuberculosis, because poor countries often do not 
provide sufficient profit potential to motivate research and development investment by the 
pharmaceutical industry.   

In 2001 the 4th Ministerial Conference held in Qatar adopted the Doha Declaration, which was 
instituted to provide governments with the sovereign right to take measures to protect public 
health, thus giving primacy to public health over private intellectual property. 53   The Doha 
Declaration confirmed and extended the right of WTO Members to utilize a range of “flexibilities” 
available under TRIPS, allowing the circumvention of patent rights to meet pressing population 
health needs.54  

The TRIPS Flexibilities include:  

 Compulsory licences:  Mechanisms used by public authorities to authorize the use of 
patent-protected inventions by the government or third parties without the consent of 
the patent-holder where the patent-holders receive royalties in return.  This is 
authorised so that generic medicines can be manufactured and exported to poor 
countries that cannot manufacture their own. WTO members can determine the 
grounds upon which a compulsory licence may be issued, namely:  public health or a 
government use order to exploit a patent in the interests of the country in question. 

 Parallel imports: The same medication can be priced differently in different countries 
and it sometimes makes more sense for a country to import cheaper patented 
medication as opposed to purchasing it directly in its domestic market a higher price.   

 Bolar Provision/regular exception: This permits the use of a patented invention without 
authorization from the patent owner in order to obtain marketing approval of a generic 
product before the patent expires. This process allows earlier entry of a generic product 
into the market after the patent has expired, which induces access to cheaper 
medicines. 

 Exemptions for least developed countries: Paragraph 7 of the Doha Declaration, 
exempts least developed countries from having to grant patents and from providing for 
the protection of undisclosed information until 1 January 2016.   

Although TRIPS attempts to “harmonise” intellectual property law globally, individual countries still 
have the relative freedom to fashion their intellectual property regimes to suit local conditions.55  
This relative freedom is contained in the various provisions of the TRIPS Agreement, and in the Doha 
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Declaration.56 In the case of compulsory licences and emergency situations, it clarifies that each 
Member has the right to grant compulsory licences and the freedom to determine the grounds57 
upon which such licences are granted.58   

The TRIPS Agreement could be used by countries to increase access to medicines.  Governments 
should consider whenever necessary, adapting national legislation in order to use the flexibilities 
contained in the TRIPS Agreement, including those recognized by the Doha Declaration on the TRIPS 
Agreement and Public Health. In essence, WTO members have considerable discretion on how to 
apply the three criteria of patentability – novelty, inventive step and industrial applicability – within 
their national laws.  The use of these policy options and other flexibilities can directly or indirectly 
help to increase the supply and availability of necessary medicines. Thus the flexibilities could be 
used by developing and least developed countries to make medicines more affordable and 
accessible as articulated by the Doha Declaration. Given the importance of the Doha Declaration, 
there is still one issue that remains unresolved:  the application of Article 31(f) of TRIPS, which 
provides that a country could only issue a compulsory licence for the manufacture of a medicine, if 
that medicine is to be used primarily in its domestic market. This restriction thus constrained the 
production of antiretroviral drugs under compulsory licences specifically for export. This meant that 
countries with no or insufficient manufacturing capacity could not effectively use compulsory 
licensing as a source of affordable medicines. This dire situation was addressed by instituting an 
Amendment to the TRIPS Agreement.  This is known as the Paragraph 6 system59 where WTO 
Members are allowed to grant compulsory licences for the production and export of generic 
medicines to developing countries and least developed countries with insufficient or no 
manufacturing capacity in the pharmaceutical sector.60 TRIPS Flexibilities would be very effective 
when paired with a patent system, such as a substantive patent system, that ensures the quality of 
patented medicines and allows for access to medicines at competitive prices. 

 
The move towards a substantive patent examination system  
A substantive examination patent system essentially involves an examination of the quality of the 
invention.  A number of pre-requisites are considered in this case: the subject matter of the 
invention that must be patentable; the utility aspect of the patent in that it must perform a designed 
function or achieve some minimum human purpose; the novelty aspect in that an invention to be 
patented must be novel and the non-obvious aspect of the invention in that the knowledge in the 
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technological field at the time of the invention must not make the invention obvious to one of 

ordinary skill in that area.
61

  In the case of pharmaceuticals, the patentability criteria would 
therefore question among other things, the newness of the invention and the new use of old 
medicines or the derivatives or combinations of old medicine.62  
 
South Africa could look towards the BRICS members’ substantive examination systems in its 
endeavour to move from a depository to a substantive patent system. A worthy mention as an 
example is the Indian patent examination system for the registration of pharmaceutical patents. 
India practices an 11 steps local examination patent system. An application for patent is filed with 
the Patent Office; the application is published in the official journal of the Patent Office. The 
application is then referred to an examiner for a report. The examiner examines whether the subject 
of the patent application fulfils the patentability criteria as provided for in India’s Patent Act and the 
report would also investigate whether there is any publication in the world or any other claims 
before the date of the claim and then issues out a report.  Once the examiner’s report has been 
issued, third parties could participate in the application (pre-grant opposition) by submitting why the 
application should not succeed. The examiner then issues a final report either granting the patent or 
rejecting the patent application. Once a patent is granted, third parties, again have an opportunity to 
forward reasons why the grant should be revoked (post-grant opposition). The system 
accommodates time frames at varying stages of the application process.63  The Indian patent 
examination system for pharmaceuticals has been able to ensure ‘that patent applications on some 
important antiretrovirals, cancer and hepatitis medicines were rejected by the patent office after 
opposition and examination.’64 Thereby, opening access for the generic market. 
 
CIPC is currently engaged in preliminary research on a move from a depository patent system to a 
substantive examination system. In the process it has considered several structural options of patent 
protection systems.65 CIPC by implementing a substantive patent examination system could 
eliminate being burdened by low-quality patents that protect inventions of limited novelty or that 
provide overly broad protection. Their proliferation not only swells the number of patents and 
patent applications that must be reviewed by potential innovators and patent offices, but also 
creates uncertainty about the validity and enforcement of patents more generally.66 Application of 
high patent standards is frustrated if there is no examination on substantive merits.  A lax 
examination system could mean granting thousands of ‘weak’ patents.67 
 
Arguments against a substantive examination system have been that such a system will be costly 
and burdensome and that it is requires an extensive human resource investment. The time it takes 

to review patents would be increased. Furthermore, it could discourage foreign business.68 In this 
disregard it is assumed that South Africa might miss out on accessing essential medicines of foreign 
business. A number of countries comparable to South Africa, such as India, Brazil and China apply 
the substantive examination system for patents and have ripped benefits in the fight of access to 
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essential medicines. A substantive examination system could even prove to be profitable for a 
patent office in that fees could be collected on various activities related to the filing of applications, 
their examination and the maintenance of the patents granted.69  
 
The impact of a substantive examination system on competition  
The pharmaceutical industry plays a very important role in the South African economy.  In 
2008/2009, pharmaceutical companies spent R11.95 billion in South Africa but for the same financial 
circles generated revenues of R36.08 billion.70 It is argued that with a substantive examination 
system in place, patents would be granted on the basis of their quality where the quality depends on 
the incontestability of patents.71 This would mean that the door to competition would be opened 
wider that it would be the situation under a depository system.72 Only quality patent would be 
allowed and further, generic manufacturers would be able to access the market.  The following 
benefits could be obtained:  
 

 generic medicine companies in this instance would be allowed access to the market once 
patents have run their course;  

 pharmaceutical companies would not be allowed reformulations or evergreening on old 
medicines. Multiple patents granting on the same medicines would be avoided; 

 competitors would not be deterred from undertaking research and development on 
patented medicines; 

 medicines might be produced at affordable prices; and 

 consumers would be able to access a variety of medicines quickly.  
 
Competition policy plays an important role in ensuring that there is sufficient competition amongst 
manufacturers in making pharmaceuticals more accessible and affordable. The manner in which 
competition policy is applied to intellectual property right holders plays an important role in access 
to medicines.   This is achieved through two instances:  firstly competition between manufacturers 
of different originator medicines and secondly competition between originator companies and 
generic companies. Similarly, compulsory licences can provide an effective remedy in circumstances 
where a refusal to license arises due to abuse of dominance.  

 
Conclusion  
Implementation of the TRIPS Flexibilities would benefit from an administration of a substantive 
patent system that ensures the quality of patented medicines. A depository system is not the answer 
for elimination of access to barriers for market entry and for the access of medicines at affordable 

prices. It is a patent system that does not substantively examine patent applications.73 The novelty 
or inventive merit of the invention is not substantively examined. The system fundamentally misses 
out on protecting patents for a set period only after the examination of the patentability of the 
invention. Patentability in this instance means the ability of an invention to satisfy the legal 
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requirements for obtaining a patent.74 Furthermore, the system lacks pre-grant or post-grant 
opposition phases that provide an opportunity to a Patent Office to receive submissions from third 
parties pertinent to the patent application that could assist in the decision to grant or reject a patent 
application. In this case, poor quality or questionable patents could easily be granted.75 A 
substantive examination system allows for the utility or the validity of the invention is examined. 
Only high quality patents would be allowed. It allows for the filing of observations or an opposition 
to the granting of a patent application once an application has been publicised before the approval 
of the application.76 A substantive examination system involves protecting patents for a number of 
years after a thorough examination of whether the patents comply with legal standards or the 
product itself met legal standards for patents. A substantive patent examination system and 
competition law share the fundamental goals of enhancing consumer welfare and promoting 
innovation. The current patent system of South Africa brings about competition challenges that must 
be dealt within the framework of competition policy which guards against the abuse of a market 
power that could result is excessively priced products.77  

 

***** 
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