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The statute books reflected no new health-related legislation passed in 
2011/12. Only two health-related Bills are currently before Parliament – the 
National Health Amendment Bill (Bill 24 of 2011) and the Mental Health 

Care Amendment Bill (Bill 39 of 2012). 

On the basis of the deliberations before the Portfolio Committee on Health, extensive 
amendments to the National Health Amendment Bill can be expected. This Bill will 
introduce the Office of Health Standards Compliance as an independent structure 
outside of the Department of Health. However, the means to ensure its independence 
are still being debated. 

The major policy focus remains the planned introduction of National Health Insurance, 
for which a Green Paper was released for comment in August 2011. The Green Paper 
has been criticised for lacking many critical details, and the White Paper is eagerly 
awaited. 

In terms of secondary legislation, the most controversial is probably the draft 
Regulations issued in terms of the Tobacco Products Control Act. There has been no 
obvious progress in implementing the Medicines and Related Substances Amendment 
Act of 2008, and the 2011 draft Bill (containing further amendments) has not yet 
been tabled in Parliament. Despite this, the South African Health Products Regulatory 
Authority is expected to be in operation by April 2013. 
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Introduction

As in 2010-2011, the statute books reflected no new health-
related legislation passed in 2011-2012. The list of laws for which 
the Minister of Health bears responsibility therefore remains as 
catalogued in the corresponding chapter of the South African 
Health Review (SAHR) of 2011.1 The 2010-11 Annual Report of the 
National Department of Health (NDoH) also provides an extensive 
listing of the non-health-related legislation with which the NDoH 
(and, by extension, the health system) is expected to comply.2

This chapter focuses on those health-related legislative instruments 
that have been the subject of change since 2011. In the main, they 
are secondary and tertiary legislation, in the form of Regulations 
published for comment or finalised by the Minister of Health, or 
Board Notices issued by statutory health councils. Given the ire 
that telemedicine has raised in recent years, an elaboration of the 
legislative barriers to the practice of telehealth and, in particular, 
electronic prescribing is provided. In addition, the effect of 
intellectual property law on access to medicines and other health 
technologies and the expected policy developments in this space 
are covered in some detail. A number of court actions of relevance 
to health are also covered.

No new provincial health legislation has been produced in the 
period under review and, as before, no review of health-related 
municipal by-laws has been attempted in this chapter. In terms of 
new policy, few documents were issued in 2011-2012, and attention 
is still firmly focused on the promised White Paper on National 
Health Insurance (NHI).

Health-related legislation

The National Health Act3

Efforts to redirect South Africa’s health policy are underway, with 
the introduction of a form of National Health Insurance (NHI). A 
final policy document, in the form of a White Paper, is believed to 
be imminent. 

Much attention has been paid to the process of ‘piloting’ the NHI 
policy in 10 selected districts, across all nine provinces. The NDoH’s 
Annual Performance Plan 2012/2013 explains the intended 
process clearly.4 The draft NHI policy document, approved by 
Cabinet, was published for public comment in the form of a Green 
Paper in August 2011.5 The initial two-month comment period was 
extended to the end of December 2011.6 The NDoH Annual Report 
documents the extensive feedback received in response to the 
Green Paper following its release for comment on 12 August 2011. 
In addition, the Department arranged a two-day national health 
consultative forum in December 2011, in the form of the National 
Health Insurance Conference. Additional community dialogues on 
the NHI Policy are also planned for 2013. 

The Green Paper proposes that the NHI should be implemented 
“gradually in three phases over a 14-year period starting in 
2012”. The first phase (five years) involves “policy and legislative 
reform, strengthening of the health system, improving the service 
delivery platform and piloting various components of the NHI”. 
The Department has specifically recognised that an important 
prerequisite for the NHI will be the strengthening of the public 
health system: 

In the first five years strengthening of the health system in 
preparation for the full roll-out of the NHI will focus on improving 
the management of health facilities and health districts including 
hospital CEOs; quality improvement; infrastructure development; 
improvements to medical equipment and supplies; human 
resources planning and development; information management 
and system support; and in the latter years of the first phase, the 
establishment of the NHI Fund. 

The initial focus of the 10 selected pilot districts is therefore 
predominantly on the functioning of the public sector, rather than 
on the integration of the public and private sectors that will be 
necessary once the NHI Fund is in place – “The pilot districts will 
test innovations that are necessary for implementing the NHI whilst 
also strengthening the functioning of the district health system”.4 

Each pilot district aims to develop systems and frameworks that will 
enable the implementation of the NHI. These include establishing 
district health authorities that will be capable of contracting for 
services from a range of providers, and strengthening the district 
health management teams. The business plans for each of the pilot 
districts are accessible from the NDoH’s website. 

Each pilot district also focuses on strengthening health systems. In 
line with the focus on maternal and child mortality, these systems-
strengthening efforts take the form of “re-engineering” interventions: 
the deployment of district specialist teams, school health teams and 
municipal based outreach teams. In 2012, the Integrated School 
Health Policy was issued jointly by the Departments of Health and 
Basic Education.7 The issues covered by this policy include nutrition 
and exercise, personal and environmental hygiene, chronic illnesses 
(including HIV and tuberculosis (TB)), and abuse (sexual, physical 
and emotional abuse, including bullying and violence). The policy 
also deals with sexual and reproductive health, menstruation, 
contraception, sexually transmitted infections (including HIV and 
AIDS) and male circumcision (including male medical circumcision). 
In addition, teenage pregnancy, termination of pregnancy, 
prevention of mother-to-child transmission of HIV, HIV counselling 
and testing, stigma mitigation and mental health issues (including 
drug and substance abuse, depression, anxiety and suicide) are 
covered by the policy.

The Annual Performance Plan also lists other key preparatory 
steps that are being taken in anticipation of the NHI rollout. These 
steps include “the establishment of the Office of Health Standards 
Compliance; the audit of public health facilities aimed at improving 
quality; appointment of District Clinical Specialist Support Teams; 
training of Primary Health Care Agents; and improving Information 
Management and Systems Support”. The first of these requires the 
passage of the National Health Amendment Bill, which was tabled 
in late 2011.8 This section 76 Bill (an ordinary Bill that affects the 
provinces and therefore requires attention by the National Council 
of Provinces and the National Assembly) has been referred to the 
Portfolio Committee on Health. The committee was briefed by the 
Minister of Health and a team from the Department in February 
2012. Public hearings were then held on two days in March 2012, 
and were addressed by a wide range of industry bodies and 
professional associations. Towards the end of May 2012, the NDoH 
addressed the committee in response to the submissions made. 
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In the notes of this meeting prepared by the Parliamentary 
Monitoring Group, it was clear that the major issue in contention 
was the independence of the proposed Office of Health Standards 
Compliance (OHSC).9 The Bill aims to substitute chapter 10 of the 
National Health Act (Act 61 of 2003) with a new version, which 
creates the OHSC as a juristic body outside of the NDoH. 

The Parliamentary Legal Adviser drew the attention of the 
committee to the 2011 Constitutional Court ruling commonly known 
as “Glenister”.10 This judgment dealt with the establishment of the 
Directorate for Priority Crime Investigation (the “Hawks”), which 
replaced the Directorate of Special Operations (the “Scorpions”), 
and the extent to which the new structure was truly independent of 
political influence. Both the Parliamentary Legal Adviser and the 
Director-General of Health appeared to support the establishment 
of a governance structure, in the form of a board, to provide 
oversight for the Chief Executive Officer (CEO) as envisaged by the 
Bill. On the following day, the Director-General further informed the 
committee that Cabinet had requested an additional amendment, 
to change “port health services” from a provincial to a national 
competence.a 

Further deliberations were held in mid-June 2012, again attended 
by the Director-General. Although a list of amendments agreed to 
by the committee, which included the creation of a board for the 
OHSC, was discussed, a new version of the Bill has yet to be issued. 
As noted by the Parliamentary Monitoring Group, the proposed 
board was to consist of the:

Chief Executive Officer, the Chief Financial Officer, the 
Director-General, or an official designated by that person, 
four members who had specialist knowledge of economics or 
accounting, legal matters, quality assurance, health research or 
epidemiology, one member nominated by the national Minister 
for Trade and Industry, and one representative each from the 
private healthcare industry, organised labour or civil society or 
the community.11 

Whether this will be sufficient to address stakeholders’ concerns 
about the independence of this structure, and its ability to resist 
political influence, remains to be seen. As yet, no firm timeline has 
been set for the completion of the remaining steps in the legislative 
process. However, the OHSC is considered to be a key preparatory 
step towards implementing the NHI and is, therefore, expected to 
enjoy priority. 

The 2010/2011 Annual Report of the NDoH stated that “[d]uring 
the period under review, we have processed and published 60 
regulations to ensure the full force and effect of the National 
Health Act of 2003”.2 The 2011/2012 Annual Report indicated 
that 104 Regulations had been produced during the financial 
year “to provide the legislative framework required to enhance the 
performance of the health sector”.12 The following final Regulations 
were issued in March 2012:

 ➢ Regulations relating to artificial fertilisation of persons;13

 ➢ Regulations regarding the rendering of a clinical forensic 
medicine service;14

a Port health services are responsible for the monitoring and evaluation of all 
foodstuffs, cosmetics, disinfectants, hazardous substances and medicines 
entering the country through ports and airports. In addition, port health 
officers are responsible for preventing the entry of contagious diseases 
such as yellow fever, cholera, plague and Severe Acute Respiratory 
Syndrome.

 ➢ Regulations relating to the use of human biological material;15

 ➢ Regulations relating to the registration of microbiological 
laboratories and the acquisition, importation, handling, 
maintenance and supply of human pathogens;16

 ➢ Regulations relating to blood and blood products;17

 ➢ Regulations regarding the general conduct of human bodies, 
tissue, blood, blood products and gametes;18

 ➢ Regulations relating to the import and export of human tissue, 
blood, blood products, cultured cells, stem cells, embryos, 
zygotes and gametes;19

 ➢ Regulations relating to tissue banks; and20

 ➢ Regulations relating to stem cell institutions or organisations.21

With these final Regulations in place, a number of sections of the Act 
that were brought into effect on 10 May 2010, including sections 
55, 56 and 68, could become fully operative.22 A commencement 
notice issued on 27 February 2012 brought sections 11, 35, 41 to 
46, 50 to 54, 57 to 67, 71 and 93 into operation from 1 March 
2012.23 This means that, apart from those sections being amended, 
the National Health Act has now been promulgated in its entirety.

Although a detailed description of the extensive provisions included 
in these finalised Regulations is beyond the scope of this chapter, 
a number of elements can be highlighted where actions that stem 
from the new Regulations will need to be taken. The Regulations on 
artificial fertilisation require the Director-General to “establish an 
electronic central data bank into which all information regarding 
gamete and embryo donations is stored” (Regulation 5). These 
Regulations also limit the number of zygotes or embryos that can 
be implanted (Regulation 12) and prohibit pre-implantation and 
prenatal testing for selecting the sex of a child, except in the case 
of “serious sex linked or sex limited genetic conditions” (Regulation 
13). 

Clinical forensic medicine services are defined as those required 
“in the determination of cause and manner of injuries to living 
victims of sexual assault”. In this regard, the Regulations also create 
a new advisory structure, the National Forensic Medicine Service 
Committee, to advise the Minister on policy, norms and standards 
in this field (Regulations 15 and 16). The Regulation on the use 
of human biological material permits the use of excess embryos 
obtained from in vitro fertilisation to produce embryonic stem cell 
lines, for the purposes of research (Regulation 7). The Regulations 
regarding the general conduct of human bodies, tissue, blood, 
blood products and gametes contain an interesting requirement that 
the registers maintained by recipients of tissues or bodies record 
the “name, population group, sex and age at the time of death of 
the deceased concerned” (Regulation 16). This is a rare mention 
of ethnicity in a post-apartheid legal instrument and may prove 
challenging to comply with in some circumstances. No rationale for 
its inclusion has been offered.

A number of Regulations intended to be issued in terms of the 
National Health Act, which was passed by Parliament in 2003, 
have not yet been finalised. Some, such as the Regulations 
intended to deal with “the development of an essential drugs list 
and medical and other assistive devices list” (as provided for in 
section 90(1)(d)), have yet to be drafted. A 2008 judgment of the 
Cape High Court drew attention to the impact of such delays.24 
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In this case, which dealt with the compulsory admission and 
continued isolation of extensively drug-resistant TB patients, it was 
pointed out that the National Health Act did not provide for the 
powers necessary to effect such admissions and isolation, but that 
these powers were expected to be dealt with in the Regulations. 
However, the Regulations were still in draft form only. Although 
existing Regulations published in terms of the 1977 Health Act were 
still in place, the court noted that “it was argued, these regulations 
have become ‘practically unworkable’ due to the repeal of large 
parts of the previous Health Act” (para 51). Despite finding grounds 
to order the admission of the respondents of the case, the court 
noted that “it is undoubtedly preferable that the full statutory and 
regulatory framework be put into place and implemented as soon 
as practically possible” (para 58).24

A draft policy document on the management of public hospitals and 
the accompanying draft Regulations, which relate to categories of 
hospitals and had been published for comment in August 2011, were 
issued in final form in March 2012.25,26 The document stipulates the 
post level for managers of district- (level 12), regional- (level 13), 
tertiary- (level 14) and central hospitals (level 15). More importantly 
the document requires that every hospital CEO holds a “degree/
advanced diploma in a health-related field”, with a “degree/
diploma in management” as an “added advantage”. General 
requirements for the members of hospital boards are set out, and 
guidance on selection criteria provided (although these criteria are 
vague and open to interpretation; for instance, prospective board 
members are required to “think strategically” and “communicate 
effectively”). 

The classification scheme described in the policy refers to public 
sector hospitals only (and requires that they be managed in 
accordance with a policy to be determined by the Minister). The 
Regulations include two categories of private hospitals (for-profit 
and not-for-profit). As was noted when the draft versions were 
published, the Regulations were issued in terms of section 35 of 
the National Health Act, which requires the Minister to “classify 
all health establishments”. This is a necessary step before the 
remaining provisions in chapter 6 of the Act, notably the certificate 
of need (section 36), can be implemented. The mere designation of 
private hospitals as ‘for-profit’ or ‘not-for-profit’ would not suffice for 
this purpose. The certificate of need therefore remains an elusive 
and, perhaps, abandoned concept.

The National Health Act has been cited in two additional documents. 
In May 2012, the Minister approved a document entitled “Policy 
Framework for the Ethics Approval and Endorsement of Health 
Research by the National Department of Health”.27 Although the 
framework does not provide any new requirements for researchers, 
it does summarise the various ethical and regulatory approvals that 
are required for clinical trials and other research. In June 2012, 
the Minister established a National Advisory Committee on the 
Prevention and Control of Cancer to advise him on “all matters 
related to the National Prevention and Control of Cancer”.28 

Tobacco Products Control Act29

Considerable controversy has followed the publication of draft 
Regulations in terms of the Tobacco Products Control Act (Act 83 of 
1993) in March 2012.30 The draft Regulations prohibit smoking in 
any “public place”, and also in a range of “outdoor public places” 
such as:

“a)  stadiums, arenas, sports facilities, playgrounds, zoos;

b)  premises of schools, or child care facilities;

c)  health facilities;

d)  outdoor eating or drinking areas;

e)  venues when outdoor events take place;

f)  covered walkways and covered parking areas;

g)  service areas and service lines; and

h)  beaches where public bathing is permitted, not less than 50 
metres away from the closest person near the demarcated 
swimming area.” (Regulation 2)

In addition, smoking is to be prohibited “within a 10 metre distance 
from a window of, ventilation inlet of, doorway to or entrance into 
a public place”. Those in charge of public places or workplaces 
are to be allowed to designate outdoor smoking areas (Regulation 
4), provided that these areas are not “adjacent to an entrance to 
the premises” or “to walkways and other areas where persons 
generally congregate or walk”. Such areas are also to be out of 
bounds for anyone under 18 years of age; may not permit the 
serving of food or refreshments or the provision of entertainment; 
and are to have ashtrays installed and cleaned regularly. Smokers 
are to be discouraged from “remaining in the area longer than is 
necessary to smoke a cigarette” (Regulation 5). However, public 
places and workplaces can also be declared smoke free. 

Predictably, these draft Regulations have been lauded by the 
National Council Against Smoking and attacked by the industry and 
various free market advocates. For instance, the executive director 
for the Free Market Foundation was quoted as characterising the 
Regulations as a “vicious assault on people’s lifestyle choices” by 
“nicotine nazis”.31 The same media report quoted the CEO of the 
Tobacco Institute of Southern Africa, who noted that the Tobacco 
Products Control Act 1993 made provision for the Minister to 
prescribe Regulations for designated indoor smoking areas, but that 
the draft Regulations prohibited smoking outdoors. The Tobacco 
Institute of Southern Africa believed this was “not in line with the 
spirit and purpose of the Act”. 

In its response, British American Tobacco South Africa pointed 
to the expense the hospitality industry had incurred in providing 
designated smoking areas in public places and stated: 

We believe that the government should allow the owners 
of businesses in the hospitality industry to continue making 
provisions for adult smokers as they account for a significant 
percentage of their revenue. That being said, we strongly support 
the fact that these designated smoking areas must be equipped 
with adequate air extraction in, for example, nightclubs, bars 
and cafes.32 
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British American Tobacco South Africa’s Head of Corporate and 
Regulatory Affairs asked: 

In other countries around the world, where indoor smoking has 
been banned, smokers are allowed to smoke right outside pubs 
and restaurants. Should the regulation be passed in its current 
format, this won’t be possible in South Africa (SA) as no-one will 
be able to smoke within 10 metres of a door or window. Can 
you imagine how that will impact upon businesses? 

Support for the draft Regulations has come from a range of actors, 
including the South African Medical Association, the Junior Doctors 
Association of South Africa, the Cancer Association of South Africa, 
the Heart and Stroke Foundation and the Public Health Association 
of South Africa.33

A key element of the existing smoking legislation was tested in the 
courts in 2012.34 A decision of the North Gauteng High Court was 
upheld by the Supreme Court of Appeal, although with the costs 
order set aside. This judgment confirmed that the provisions of the 
Tobacco Products Control Act relating to restrictions on advertising 
and promotion were constitutional. It was held that the restriction 
imposed on the right of expression (in the form of commercial 
speech) was both justified and proportional. The Act prohibits 
not only the advertising of tobacco products but also the indirect 
marketing of these products, such as through sponsorships. In 
particular, SA’s obligations as a signatory to the 2005 Framework 
Convention on Tobacco Control (WHO FCTC) were emphasised. In 
this regard, it is worth noting the theme of World No Tobacco Day 
2012, which was “tobacco industry interference”.35 In announcing 
the theme, the World Health Organization (WHO) noted that: 

As more and more countries move to meet their obligations 
under the WHO FCTC fully, the tobacco industry’s efforts to 
undermine the treaty are becoming increasingly energetic. 
For example, in an attempt to halt the adoption of pictorial 
health warnings on packages of tobacco, the industry recently 
adopted the novel tactic of suing countries under bilateral 
investment treaties, claiming that the warnings impinge on 
tobacco companies’ attempts to use their legally registered 
brands. Meanwhile, the industry’s attempts to undermine the 
treaty continue on other fronts, particularly with regard to 
countries’ attempts to ban smoking in enclosed public places 
and to ban tobacco advertising, promotion and sponsorship. 
World No Tobacco Day 2012 aimed to educate policy makers 
and the general public about the tobacco industry’s nefarious 
and harmful tactics.

Although no draft legislation has yet been developed, there have 
been indications that the Minister of Health plans to address 
alcohol-related legislation.36 Speaking in Mpumalanga in March 
2012, he stated: 

I’m taking over from where Dr Dlamini-Zuma left off ... I’m going 
to ask Parliament to pass a law that no alcohol adverts be 
played on TV or radio.37 

In the July 2012 issue of the South African Medical Journal, Parry 
et al. presented the public health case for a total ban on alcohol 
advertising.38 

Medicines and Related Substances 
Act39

Two issues predominated in relation to legislation pertaining to 
medicines in 2011-2012: the promised move to establish the South 
African Health Products Regulatory Authority, and the ongoing 
medicines pricing interventions.

The Medicines and Related Substances Amendment Act (Act 72 
of 2008), which provides for the creation of the South African 
Health Products Regulatory Authority, has been assented to by the 
President, but no sections have yet been promulgated.40 Although 
an external consultant-led task team has been established within 
the NDoH to facilitate the creation of the new authority, the process 
followed has been opaque and little visible evidence of progress 
exists, despite predictions that the authority would be in place by 
April 2013. 

A draft Bill to amend the Medicines Act further was published for 
comment in March 2012.41 No explanatory text was provided, so 
the intent of the draft Bill is difficult to gauge. However, one intention 
seems to be to re-focus some of the key provisions of the Act back 
onto “medicines” and not the catch-all phrase “products”. This 
would, presumably, allow for a more directed regulatory process 
for medical devices, in vitro diagnostic devices and other health 
products that fall within the ambit of the authority. In this regard, it 
was notable that the draft Bill extended the remit of the authority 
to include foodstuffs, cosmetics, and (presumably) disinfectants. As 
drafted, the Bill states that “[t]he Authority is responsible for the 
regulatory oversight of cosmetics and foodstuffs as defined in terms 
of the Foodstuffs, Cosmetics and Disinfectants Act, 1972 (Act 54 of 
1972)”. Accordingly, a “health product” is redefined as being “a 
medicine, scheduled substance, medical device, IVD, cosmetic or 
foodstuff”. 

Little clarity is provided in the draft Bill about the modus operandi 
of the proposed authority. The authority is merely re-positioned as 
“an organ of state within the public administration but outside the 
public service”. As a result, the draft Bill provides that the following 
components of the NDoH will cease to exist and “together with 
their employees be incorporated into the Authority”: the Cluster 
Pharmaceutical, Trade and Product Regulation; the Directorate 
Radiation Control; the Directorate Health Technology; and the 
Directorate Food. The balance of the transitional arrangements in 
the Bill deal with labour and tax issues, applications for registration 
of medicines in process at the time of the transition, moveable 
assets and monies owed. 

No advisory structures are mentioned in the Bill other than the 
committee provided for in section 4 of the Act, as amended by the 
2008 Amendment Act, which is to “advise or act as a consultative 
body for the Minister and the Authority on matters concerning 
corporate governance of the Authority”. It has been suggested that 
national and international best practice requires an independent 
board located at the centre of the corporate governance 
framework.42 This requirement should not be left to be inserted 
by means of Regulations, but should be integral to the Act itself. 
However, in other medicines regulatory authorities, extensive use is 
made of expert committees, which can advise the staff on technical 
issues. The US Food and Drug Administration, for instance, has 
advisory committees on human medicine, veterinary medicine, 
blood, vaccines and biological products, food, medical devices 
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and radiation-emitting products, and tobacco, among others. The 
extent to which such advice is binding on the authority and the 
extent to which it is made public are key design elements of the 
system. 

One of the most important enabling changes in relation to the 
proposed authority will be in the scale of fees charged. The 2008 
Ministerial Task Team report recommended a 50% cost recovery 
in the form of fees. It was therefore notable that the fees charged 
for a number of items in terms of the existing legislation were 
increased markedly in July 2012.43 For example, the fees for 
generic medicine registrations were increased from R12 500 to 
R25 000 per application, new licence fees for manufacturers from 
R3 500 to R20 000, and renewals from R3 500 to R17 500. The 
inspection fees for international manufacturing sites were increased 
from R400 per hour to R3 600 per hour.

Perhaps linked to the delay in instituting the authority, no final 
versions of the draft General Regulations to the Medicines Act – 
issued for comment in July 2011 – have been issued. These were to 
establish a regulatory system for the assessment of medical devices 
and to amend the existing General Regulations.44,45 As was noted 
in the 2011 issue of the SAHR, while some of the proposed changes 
were uncontroversial, the change that created a new definition for 
“complementary medicine” was likely to be contested by some 
actors.1 No progress was apparent in 2011-2012, beyond an 
extension of the period allowed for submission of comments (to 30 
November 2011).46 

The medicines pricing system has also continued to evolve. In 
January 2012, the Minister set the maximum increase for single exit 
prices for the year at 2.14% and stipulated the information that was 
to be submitted by manufacturers and importers in relation to their 
single exit prices.47,48 The information provided was then used to 
populate the medicines price database maintained by the NDoH. 
In relation to the challenging issue of regulating dispensing fees 
in the private sector, the Minister published a notice in July 2011 
that called for the submission of prescribed data by pharmacists, 
for the annual review of the dispensing fee.49 In June 2012, the 
Minister decided, on the recommendation of the Pricing Committee, 
that because of the poor response about expenditure information 
“a determination regarding a revised fee for 2012 could not be 
conducted”.50 Comment on this decision was invited within three 
months, with a promise that the issue would receive priority in 
2013. The Minister also warned that this “requires co-operation 
from pharmacists with regards to supply of relevant information 
relating to dispensing”. 

Also related to medicines pricing, the Minister published another 
set of draft Regulations in July 2012, which provided further details 
on what would be considered a “bonus system, rebate system or 
any other incentive scheme”.51 This attempt to remove perverse 
practices that had emerged since the introduction of the single exit 
price was broadly welcomed. More details were also provided on 
what would be covered by the logistics fee, and a definition for 
a “logistics fee cap” was introduced. The logistics fee relates to 
a proportion of the single exit price that is paid by manufacturers 
to logistics service providers (wholesalers and distributors). At 
present, while the medicines price database shows a logistics 
fee for each medicine, this amount is not available to all logistics 
service providers. The actual fees paid are not transparent and are 

negotiated between each manufacturer and each logistics service 
provider. 

No finality has been reached in relation to two draft Regulations 
issued in December 2010 (in relation to the methodology for 
international benchmarking of medicine prices)52 and March 2011 
(in relation to capping the logistics fees).53 

Foodstuffs, Cosmetics and 
Disinfectants Act54

Despite the signalled move to the new South African Health Products 
Regulatory Authority, considerable action has taken place in 
relation to the regulation of foodstuffs. In October 2011, the Minister 
issued Regulations that prohibited the manufacturing, importation, 
export and sale of polycarbonate infant feeding bottles containing 
bisphenol A, on the basis of toxicity concerns.55 Three sets of draft 
Regulations have also been issued for comment: these relate to 
the use of sweeteners in foodstuffs,56 to foodstuffs for infants and 
young children,57 and to reducing the sodium content of a range 
of foods – including bread, butter spreads and processed meats.58 
Each can be seen as an extension of an existing policy, such as 
promoting breastfeeding and addressing the contributory causes 
of non-communicable diseases. The restrictions on the marketing of 
breast-milk substitutes and infant foods were issued in final form in 
early December 2012.59 In essence, these bring local regulation in 
line with the intent of the International Code of Marketing of Breast-
Milk Substitutes, which has been in place for more than 30 years.

Mental Health Care Act60

Late in the 2012 Parliamentary term, a Bill was introduced to amend 
the Mental Health Care Act (Act 17 of 2002).61 The provisions of the 
Bill are technical in nature and do not appear to be controversial. 
The Bill’s first aim was to enable the Director-General of the NDoH 
to delegate certain powers to officials within the NDoH in relation 
to the care of involuntary healthcare users. For example, this might 
entail the transfer of state patients from detention centres to health 
establishments, as ordered by a court. The second target of the Bill 
might be referred to as “house-keeping”. When the Mental Health 
Care Act was first passed in 2002, the laws repealed in terms of 
section 73 of the Act included the Mental Health Care Act (Act 
8 of 1973), but not chapter 8 of that Act. Chapter 8 of the 1973 
Act dealt with the establishment and operation of hospital boards. 
As these functions are now covered by chapter 6 of the National 
Health Act, the 2012 Amendment Bill aim to repeal the remaining 
chapter of the 1973 Act. This Bill is expected to be handled by 
Parliament in terms of section 75 of the Constitution, as an ordinary 
Bill not affecting the provinces.

Statutory health councils

No major changes to the primary legislation governing professions 
registered with the various statutory health councils occurred in the 
period under review. However, a steady stream of secondary and 
tertiary legislation was issued, in the form of Regulations and Board 
Notices. 
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Health Professions Council of South Africa

A large number of draft and final Regulations relevant to the 
Health Professions Council of South Africa (HPCSA) and the 
Health Professions Act were issued by the Minister of Health. These 
included:

 ➢ Final Regulations relating to the qualifications for speech 
therapists, audiologists and hearing aid acousticians;62 

 ➢ Final Regulations on the scope of the profession of 
psychology;63 

 ➢ Draft Regulations defining the scope of the profession of 
audiology;64

 ➢ Final Regulations relating to the qualifications of dental 
assistants;65

 ➢ Draft Regulations relating to the qualifications of environmental 
health officers;66

 ➢ Draft Regulations relating to the education of audiologists;67

 ➢ Draft Regulations relating to the education of speech language 
therapists;68

 ➢ Final Regulations relating to the registration of various 
categories of medical technicians;69,70,71

 ➢ Draft Regulations defining the scope of the profession of 
environmental health officers;72

 ➢ Draft Regulations relating to the registration of speech 
language therapy students;73

 ➢ Final Regulations relating to the registration of intern 
psychologists;74

 ➢ Final Regulations relating to the registration of student dental 
assistants75 and defining the scope of their profession;76 and

 ➢ Final Regulations relating to the qualifications of biokine-
ticists.77

In 2012 the HPCSA gazetted Board Notices in relation to the 
registration of additional qualifications for speech therapists and 
audiologists,78 and for medical practitioners and dentists.79 While 
each of these pieces of secondary and tertiary legislation provides 
an important part of the mosaic of health professions regulation, no 
wide-ranging changes to existing scopes of practice or educational 
processes have been made.

South African Pharmacy Council

Few new documents have been issued in relation to the South 
African Pharmacy Council (SAPC). Final versions of the draft 
Regulations on continuing professional development, published 
for comment in May 2011, have not yet been issued.80 Also no 
apparent progress has been made in the planned introduction 
of a new category of authorised pharmacist prescribers, and 
new categories of pharmacy support personnel (to be termed 
“pharmacist’s assistants”, “pharmacy technical assistants” and 
“pharmacy technicians).81,82 

In addition, no finality has been reached in the dispute between the 
NDoH and the SAPC in relation to the dispensing of prescriptions 
written by health personnel other than medical practitioners and 
dentists. This has also now affected the new cadre of clinical 
associates, with the SAPC issuing an official statement to the effect 

that any prescription written by such a person will have to be signed 
in person by a medical practitioner before it can be dispensed by a 
pharmacist.83 This will limit the usefulness of clinical associates and 
place an added burden on the medical officers with whom they 
work. This issue was not, however, raised in a review of the clinical 
associate programme published in November 2012.84 

South African Nursing Council

As was highlighted in the 2011 issue of the SAHR, there has been 
considerable confusion over prescribing and dispensing by nurses.1 
Without the necessary Regulations to allow for the operation of 
section 56(1) to (5) of the Nursing Act (Act 33 of 2005), the only 
mechanism available to enable nurses to prescribe remains that 
provided by section 56(6). In accordance with the transitional 
arrangements, any nurse issued with a section 38A permit in terms 
of the 1978 Nursing Act can continue to practise as enabled by that 
permit, and the Regulation that covered such permits is still used in 
relation to section 56(6) permits.85 The draft Regulations published 
for comment in December 2011, which deal with prescribing and 
dispensing, were therefore an important step.86 

A problem exists in that the draft Regulation has conflated these 
two parts of section 56 and is therefore not in accordance with the 
requirements of either. Instead of specifically dealing only with the 
requirements for a nurse to be authorised in terms of section 56(6), 
draft Regulation 3 includes elements that appear to be more relevant 
to section 56(1) to (5). These elements include the requirement for 
“proof of payment as outlined in section 58(1)” and “evidence of 
requisite training and competency achieved”. Section 56(6) of the 
Nursing Act makes no mention of training or competency, only the 
place of employment. In the past, nurses issued with section 38A 
permits were given in-service training, but were not required to 
have completed any designated qualifications. 

Section 56(6) also starts with the clear statement that it must be 
read “[d]espite the provisions of this Act, the said Medicines and 
Related Substances Act, 1965, the Pharmacy Act, 1974 (Act No. 
53 of 1974), and the Health Professions Act, 1974 (Act No. 56 of 
1974)”. This statement has been interpreted as allowing a nurse 
who operates in terms of this section to dispense medicines to her 
own patients, without having to hold a section 22C(1)(a) dispensing 
licence. This was certainly the case with nurses authorised in terms 
of section 38A and informed the design of the 1984 Regulations. 
However, sub-regulation 4(1) demands that a nurse, in order to be 
authorised, “[h]olds a relevant qualification in terms of section 56(1) 
of the Act” and “[h]as successfully completed a relevant dispensing 
course that is accredited by the South African Pharmacy Council”. A 
nurse who is not an authorised prescriber in terms of the Medicines 
Act (i.e. has not been deemed competent by the Nursing Council) 
cannot complete the dispensing course approved by the Pharmacy 
Council and cannot apply for a dispensing licence. 

Draft Regulation 10 required the authorising person to keep a re- 
gister of such authorisations and to provide this to the South African 
Nursing Council (SANC) each year. While onerous, and not 
specifically enabled by the Act, a publicly accessible register of 
nurses authorised in terms of section 56(6) would be useful. Those 
nurses who eventually meet the requirements for section 56(1) 
to (5) will appear in the specialist registers maintained for that 
purpose. However, this will only occur once the qualification has 
been specified by the council and implemented by the appropriate 
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providers of nursing education. No such qualifications have yet 
been specified. 

Extensive draft Regulations that deal with the accreditation of 
nursing education institutions were issued in 2011.87 Appended to 
these draft Regulations was the competency framework for nursing 
practice. Among the assessment criteria for professional nurses was 
this statement: “Pharmacological preparations and treatment are 
managed in ways that ensure the correct storage of drugs, and 
the correct preparation and administration of pharmacological 
treatment.” This seems to cover the conventional role of the nurse 
and not the roles of prescribing or dispensing. However, another 
statement reads: “Childhood illnesses, minor and common ailments 
are accurately diagnosed and managed according to generally 
accepted treatment guidelines.” This seems to be akin to what is 
expected of the current primary healthcare nurse practitioners, who 
are enabled with a section 56(6) permit.

In August 2011, the Minister published draft Regulations that deal 
with the conduct of inquiries into alleged unfitness to practise due to 
disability or impairment.88 Other draft Regulations issued in 2012 
deal with the minimum requirements for registration by professional 
nurses,89 staff nurses,90 maintenance of registers,91 and the conduct 
of inquiries into alleged unprofessional conduct.92

Allied Health Professions Council of South 
Africa

In November 2011, the Allied Health Professions Council of 
South Africa (AHPCSA) issued a Board Notice that declared any 
involvement by a practitioner registered in terms of the Act in a 
telemedicine scheme as unprofessional conduct. Telemedicine was 
defined as unprofessional conduct, as it was held to constitute “a 
breach of patients’ rights”.93

Interim Traditional Health Practitioners 
Council of South Africa

In August 2011, the Minister of Health published a final Regulation 
providing for the appointment of members of the Interim Traditional 
Health Practitioners Council of South Africa.94 Nominations were 
then called for, with a due date of 31 January 2012. Research 
conducted in 2012 by Mbatha et al. identified the establishment of 
this council as a key step in ensuring the acceptance by employers 
of sick certificates issued by traditional health practitioners.95 
Such certificates are not currently recognised in terms of the 
Basic Conditions of Employment Act, but are accepted by some 
employers. These authors estimated that there are about 200 000 
traditional health practitioners in SA, who belong to over 100 
separate organisations. 

Telemedicine – legislative barriers

The potential that eHealth offers for making health systems more 
efficient was acknowledged in a World Health Assembly resolution 
in 2005.96 For various reasons this expectation of technology 
has not been realised globally, and not been matched by uptake 
and utilisation in practice.97 A National eHealth Strategy for 
South Africa 2012/13-2016/17 was issued in July 2012.98 This 
document includes under the umbrella of eHealth the domains of 
telemedicine, mobile (or mHealth) interventions and all information 
and communication technologies for supporting, facilitating and 

strengthening health care. 

Telemedicine uses information and communication technologies 
to deliver healthcare over a distance.99 The World Medical 
Association defines telemedicine broadly as “the practice of 
medicine over a distance, in which interventions, diagnostics and 
treatment decisions and recommendations are based on data, 
including voice and images, documents and other information 
transmitted through telecommunication systems”.100 Telemedicine is 
closely allied to “health information technology”, which refers more 
commonly to electronic medical records and health information 
systems. 

The strategy document reaffirms the commitment to realising the 
strategic objectives previously set out by the NDoH. The overall 
aim of this strategy is to provide a single, harmonised and 
comprehensive eHealth strategy that: 

 ➢ supports the medium-term priorities of the public health sector;

 ➢ paves the way for future public sector eHealth requirements; 
and 

 ➢ lays the requisite foundations for the future integration and 
coordination of all eHealth initiatives in the country (both in 
the public and private sectors). 

Telemedicine has been on the NDoH’s agenda since 1995, when 
the National Health Information Systems Committee of South Africa 
was established. This committee was tasked with the design of a 
comprehensive national health information system for SA. While 
progress has been slow, some success has been shown in the form 
of the District Health Information System (DHIS) and also in the 
‘paperless’ Inkosi Albert Luthuli Central Hospital and eThekweni 
Hospital in Durban, KwaZulu-Natal. 

In 2007 the HPCSA circulated draft clinical guidelines for the 
practice of telemedicine in SA to various experts for comment. 
These guidelines contained serious omissions and provisions that 
would significantly limit the uptake of telemedicine and have not yet 
been finalised. The guidelines that were available from the NDoH 
in 1998 had been adapted from a code of conduct for commercial 
product suppliers and were not relevant to clinical practice.101

Little consensus exists on the definition of an electronic health 
record. One definition that is generally accepted is “[a]n electronic 
record of health-related information on an individual that is 
created, gathered, managed, and consulted by authorized health 
care clinicians and staff.”102 Efforts to introduce an electronic health 
record system date back to 2008, when the State Information 
Technology Agency (SITA) awarded a tender to provide the NDoH 
with a system to be known as eHR.za.103 The SITA document 
outlining the National Strategic Framework for implementation in 
SA may be found on the internet, but does not reflect authorship or 
time frames.104 

Central to any discussion on patient records, whether in an electronic 
or paper format, is the need to ensure that the best interests of the 
patient are paramount. Privacy of patient information and proper 
informed consent are universal ethical concerns but seem to be a 
particular barrier when an electronic health record is integrated 
into a healthcare facility. In SA, the right to privacy and autonomy is 
recognised as a fundamental right in the Constitution, and specific 
legislation on health records requires a patient’s consent before any 
information may be shared (National Health Act). Section 6(1) of 
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the National Health Act defines what constitutes proper informed 
consent, and section 6(2) states that the healthcare provider 
concerned must, where possible, provide relevant information to a 
user in a language that he or she understands and in a manner that 
takes into account the patient’s level of literacy. Section 17 highlights 
security- and privacy-related issues and addresses the protection of 
health records. It states, for instance, that “the person in charge of 
a health establishment in possession of a user’s health records must 
set out proper control measures to prevent unauthorised access to 
those records and to the storage facility in which, or system by 
which, records are kept”. 

Section 17 anticipates the potential for improper access to 
electronic records, and so includes as offences the acts of gaining 
unauthorised access to, or of intercepting, information without 
authority. 

More broadly, the Electronic Communications and Transactions 
Act (Act 25 of 2002), referred to as the “ECTA”, provides for 
the facilitation and regulation of electronic communications 
and transactions. An electronic health record would fall under 
the definition of an electronic transaction or communication, as 
provided in the Act. An electronic communication is defined as “a 
communication by means of data messages”; a transaction is “a 
transaction of either a commercial or non-commercial nature, and 
includes the provision of information and e-government services”. 
Importantly, the Act defines an electronic signature as “data 
attached to, or incorporated in, or logically associated with other 
data, and which is intended by the user to serve as a signature”. 

Medical data are highly sensitive, and would therefore meet the 
criteria for “critical data”, declared by the Minister in terms of 
section 53 to be of importance “to the protection of the national 
security of the Republic or the economic and social well-being of 
its citizens”. “Personal data” is defined in broad and encompassing 
terms, and includes data on race, gender, sex, pregnancy, ethnic 
origins, blood type, and physical or mental health. Chapter 8 of 
the ECTA addresses the protection of personal information and sets 
out principles that must be adhered to when such information is 
collected. Specifically, section 51(1) states that “[a] data controller 
must have the express written permission of the data subject for 
the collection, collation, processing or disclosure of any personal 
information on that data subject unless he or she is permitted or 
required to do so by law”. 

The demands of both the National Health Act and the ECTA 
were highlighted when Discovery Health launched its Apple iPad 
application called HealthID in 2012.105 The company described 
this as the “first electronic health record application of its kind in 
SA, which puts patients’ health records in their doctor’s hands”. It 
elaborated on the application as follows: 

The electronic health record is at the heart of the application, 
where valuable clinical information derived from claims data 
and from pathology laboratories is stored. Doctors are able to 
access their patients’ data and details of their previous doctor 
and hospital visits. Doctors can view previously prescribed 
medicines, blood test results and patients’ health measures such 
as body mass index and blood pressure … HealthID will reduce 
the administration burden on doctors as they have the patient’s 
information at their fingertips, which will enable them to apply 
online for chronic medicines and get real-time approval, as well 

as to script medicines with full information on which medicines 
are covered. Very often a patient cannot remember the last time 
they suffered from a particular disease or, in the case of elderly 
patients, all the medication that they are currently on. HealthID 
will close this critical gap for patients and for doctors. 

Patients were to be asked to provide signed consent, which could 
be achieved in real time by signing on the iPad screen, before 
allowing their medical practitioner to use the application. Whether 
this meets the requirements for proper informed consent continues 
to be debated among ethicists, as the process does not appear to 
provide the necessary information about risks, benefits, or costs. 

In addition, questions have been raised about the validity of 
electronic prescriptions issued by means of this application. The 
existing General Regulations to the Medicines Act require that 
all prescriptions “must be written in legible print, typewritten or 
computer generated and signed in person by a medical practitioner, 
dentist, veterinarian or authorised prescriber”.106 This has always 
been interpreted by pharmacists as requiring a “hard copy” of any 
electronic prescription, and such copies are provided at the two 
hospitals (Inkosi Albert Luthuli Central Hospital and the eThekweni 
Hospital in Durban) that operate ‘paperless’ systems. 

It remains to be seen whether the Medicines Act and its Regulations 
can be read together with the ECTA and an “electronic signature” 
deemed to meet the requirements of General Regulation 28. A joint 
communication from the Pharmacy Council and Medicines Control 
Council might assist in this regard; for instance, by clarifying 
whether “signed in person” is intended to mean “handwritten” or 
whether the definition can accommodate an electronic signature if 
accredited in terms of the ECTA.

Intellectual property – an unfinished 
agenda

Although a new intellectual property (IP) policy was to be released 
for comment by the Department of Trade and Industry (dti) in July 
2012, this did not happen. A regulatory impact assessment of the 
draft policy was expected to serve before Cabinet in December 
2012. The draft policy is therefore expected to be ready for public 
consultation in early 2013. An early draft has been circulated to 
certain interest groups. This draft proceeds on the basis that, while 
SA needs to align its policy and legislation to international treaties 
and norms, South African policy and legislation must be consonant 
with the developmental stage appropriate to the country. The 
objectives of the draft policy are therefore, among others: 

to develop a legal IP framework to empower all strata of citizens; 
one that provides a conducive environment for economic 
opportunities; the policy is to apply alongside other government 
policies to contribute to development; it would interface with 
related new emerging issues; and to improve and strengthen 
enforcement. 

The draft is presented in 17 chapters. Only those sections that have 
an impact on health are discussed here:

 ➢ Chapter 1 focuses on the four main types of IP: trademarks, 
copyright, patents and designs. It includes recommendations 
to amend legislation to incorporate the Doha Declaration 
“flexibilities” and incentive schemes in areas of IP that advance 
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developmental goals, such as poverty alleviation and health. 
It discusses the necessity for competition law to be applied to 
patent law where there is over-concentration, dominance or 
abuse by IP holders. It argues against “general blanket data 
protection” of information submitted to regulators, as this would 
frustrate generic entry. Interestingly, the document identifies 
the need to explore alternatives to IP such as subsidies or a 
prize fund, but does not develop this theme further. 

 ➢ Chapter 2 deals with IP and its impact on public health. It 
recommends the use of compulsory licences and parallel 
importation to introduce affordable medicines, and the 
balancing of trade and health interests in patent protection. 
It points to the need for an increase in public funding for 
research and development into diseases of the poor, and 
suggests that IP, competition and trade policies be aligned 
with health policy objectives. It recommends that provisions for 
entry of generic competition be made, that trade and health 
departments reconcile their policy stances and address the 
pricing of drugs to ensure access, and that stricter rules apply 
to patenting.

 ➢ Chapter 5 deals with competition, public policy, compulsory 
licensing and technology transfer. It warns that trade 
and investment treaties pose the danger of undermining 
sovereignty, and recommends against adopting the World 
Intellectual Property Organization (WIPO) Roadmap. The 
Roadmap seeks a harmonised patent regime, which could 
lead to policy compromises.

 ➢ Chapter 8 deals with institutional capacity and notes that SA has 
weak institutional capacity and lacks skilled and experienced 
personnel. For this reason the country uses a depository system 
instead of a substantive search and examination method for 
patent applications. It recommends that the country’s meagre 
resources not be used for IP administration (presumably 
enforcement) and that it adopt a multifaceted approach for the 
registration of patents (a combination of the depository and 
examination systems).

 ➢ Chapter 9 deals with the international architecture of IP. 
The chapter points out that this is coordinated mainly by the 
WIPO and the World Trade Organization (WTO), which cater 
primarily for the needs of the developed countries and their 
private sectors. However, other organisations such as the 
WHO, World Customs Organization and other United Nations 
(UN) agencies are also affected. Further problems identified 
are: the problem that medicines in transit through Europe are 
impounded; the fact that WIPO technical assistance does not 
focus on flexibilities; and that developed countries demand 
the WTO’s Trade-Related Aspects of Intellectual Property 
Rights (TRIPS)-plus standards in negotiations with developing 
countries. It recommends that the dti “cautiously filter advices” 
coming from developed countries and institutions such as the 
WTO and WIPO and that SA not enter into trade agreements 
that undermine the exceptions and flexibilities it is entitled to 
or that are TRIPS-plus.

 ➢ Chapter 10 deals with IP and development, and notes that 
IP confers both costs and benefits to individuals, companies 
and society. It explains that developed countries used IP 
as a flexible tool to propel them to industrialisation but are 
now demanding ‘harmonisation’, which makes it virtually 

impossible for developing countries to ‘catch up’. The chapter 
recommends the implementation of the Doha Development 
Agenda. It suggests reconciling IP and competition policy, 
increasing incentives for technology transfer, and increasing 
funding to promote indigenous scientific and technological 
capability. It also recommends that SA does not support the 
“global enforcement and harmonisation of patent” agendas.

 ➢ Chapter 15 deals with enforcement of IP. It puts forward a 
‘bare minimum’ obligations approach and resistance to TRIPS-
plus requirements in policy, law, and trade agreements.

The issue of IP and access to medicines remains a contested one. 
The recent judgment handed down in the Supreme Court of Appeal 
on 26 July 2012 in the matter between Aventis Pharma SA and 
Others v Cipla Life Sciences and Others (with the Treatment Action 
Campaign (TAC) intervening as amicus curiae)107 – commonly 
known as the “Docetaxel” case – is examined here. While 
essentially a dispute about whether a holder of a pharmaceutical 
patent can obtain an interdict against an alleged infringer, this was 
a significant test case for the extent to which courts are required 
to apply broad constitutional principles (in this instance, the right 
of access to healthcare services and medicines) in IP disputes. The 
principle that public interest applies in IP disputes had already been 
established in a previous unsuccessful application for a compulsory 
licence.108 The disputed patent in the “Docetaxel” case related to a 
composition of unpatented products that, when combined, facilitate 
the intravenous administration of docetaxel, a treatment for cancer. 
The holder of the patent (Aventis Pharma SA) maintained that the 
generic manufacturer (Cipla Life Sciences) had infringed its patent 
by registering and commencing the manufacture and marketing of 
a cheaper version of the medicine. Cipla countered that the patent 
was invalid on account of ambiguity and the lack of novelty and 
inventive step, essential requirements for patentability under South 
African law. A key complication is that the South African patents 
office does not conduct substantive examinations of the merits of 
each patent application, nor does any opportunity exist for an 
interested party to oppose such applications. For this reason these 
court proceedings presented a first opportunity for any tribunal to 
consider the substantive merits of the docetaxel patent.

In its submissions, the TAC argued, first, that the provisions of the 
Patents Act (Act 57 of 1978) must be interpreted in a manner 
consistent with the Constitution and the rights of the patent 
holder need to be balanced with those of people who require, 
but are unable to afford, the relevant medication. Second, when 
considering the requirement of ‘balance of convenience’ in interdict 
proceedings that potentially threaten the right to access medicines, 
the party requesting the interdict must prove that its grant will not 
harm the public interest. Third, while the evidence to enable the 
court to assess whether the rights of cancer patients would be 
harmed was inadequate, on the available information on record 
the interdict seeker failed to discharge its onus of proof. And, finally, 
it argued that, in line with courts in the United States of America 
(USA) and India, the Court must assess whether a satisfactory 
alternative remedy (such as damages) was available to the party 
seeking the interdict.

In its judgment, the Court accepted the TAC’s argument that the 
broader public interest, and not merely the interests of the litigating 
parties, ought to be considered in determining the balance of 
convenience in interdict proceedings. It cited both South African 
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and USA Supreme Court case law. However, the Court concluded 
that the public interest would not be served by denying an interdict 
on the facts of this case. It noted that Cipla’s opposition was based 
on commercial considerations; namely, its need to establish a 
presence in the generics market. Furthermore, it noted that there 
was no evidence before it that Aventis could not continue to meet 
the demand for the medicine. Cipla was also unable to demonstrate 
that its product offered superior medicinal benefits, or more than 
a marginal saving on the cost of its generic version of Docetaxel 
in relation to Aventis’ generic version (marketed as Docetere). 
And, finally, it held that there would be no material disruption of 
medicine supply to patients if the interdict was granted. 

While the Court made a concession to the consideration of the 
public interest when determining the balance of convenience, its 
judgment was not unexpected given the constraints imposed by the 
legislation and the mindset of the judiciary.

The Court took a rather narrow view of the question of awarding 
damages (royalties) should the patent ultimately be found to be valid, 
holding that this would be tantamount to granting a compulsory 
licence. This approach is out of step with other jurisdictions such as 
India and the USA.

The decision once again highlights the need for the amendment of 
South African patent laws to specify and apply properly the strict 
standards of novelty and inventive step required for the granting of 
a patent. They should also prioritise the public interest in disputes 
concerning life-saving medicines. 

The decision also highlights the perversity of the ‘right’ of patent 
holders to frustrate generic competition, and in this way access 
to cheaper medicines, by introducing their own generic versions 
when such a threat is imminent. While Cipla’s commercial 
motives were foregrounded, the motives of Aventis in registering 
and marketing Docetere only at the stage that Cipla intended to 
produce a generic docetaxel were not investigated. Neither was an 
investigation conducted into the long-term impact of such practices 
on accessibility and affordability of medicines.

SA, like many middle-income countries and particularly those in 
the emerging Brazil, Russia, India, China, South Africa. (BRICS) 
group, is trying to balance industrial policy and concerns about 
access to healthcare technologies. In this regard the experiences 
of India are instructive for a number of reasons. India did not 
grant patent protection on medicines in terms of its 1970 patent 
legislation, an industrial policy choice that enabled it to grow its 
local pharmaceutical manufacturing capacity.109 The proliferation 
of local companies that manufacture generic versions of medicines 
patented and marketed expensively elsewhere has enabled India to 
supply cheaper products to many countries in the developing and 
developed world. This practice has earned it the reputation of the 
‘pharmacy of the poor’. 

When obliged to recognise pharmaceutical product patents in terms 
of the WTO’s Trade-Related Aspects of Intellectual Property Rights 
Agreement, India included a number of important ‘flexibilities’ 
in its 2005 legislation, in order to facilitate access to affordable 
medicines.110 Two provisions, which relate to higher standards for 
patentability and to the issuance of compulsory licences, have 
already been tested. India has utilised section 3(d) of its Patents 
Act to deny Novartis a patent on the anti-leukaemia drug imatinib 
(sold as Glivec) on the grounds that it did not meet the patent 

standards of being truly new and innovative. The decision has been 
challenged, and the case is proceeding.111 India has also granted 
a compulsory licence for a generic version of Bayer’s anti-cancer 
drug sorafenib (sold as Nexavar) on the basis that the local generic 
manufacturer Natco Pharma was able to supply the drug at 3% 
of Bayer’s price, which was exorbitant.112 Both these decisions by 
the Indian authorities are being challenged in the highest courts. 
Their outcomes are keenly awaited as they will determine India’s 
future prospects as a major global supplier of low-cost essential 
medicines, and signal to other countries whether they should 
consider adopting these ‘flexibilities’ in their domestic legislation. 

With these elements in mind, the following issues should be 
considered when finalising SA’s IP policy:

 ➢ It is important that the policy objectives clearly focus on the 
developmental aspects of all policy in post-apartheid SA and 
are consonant with the country’s development status. Further, 
the policy must benefit society as a whole, and ensure that 
it prioritises the most vulnerable and marginalised: the poor, 
sick, infirm, elderly, children and other disadvantaged sectors.

 ➢ The policy should be clear that extension to the patent period 
will not be permitted under any circumstances; Also, full 
disclosure in all pharmaceutical patent applications should 
be made, which includes the use of the international non-
proprietary or generic name.

 ➢ Additionally, the policy should ensure that key flexibilities 
that facilitate access to medicines are incorporated. These 
flexibilities are strict patents standards; a proper examination 
system; opposition procedures before and after the grant of 
a patent; compulsory licences on all permissible grounds, 
including for public health purposes; and an expeditious 
administrative procedure to deal with applications for 
compulsory licences.

 ➢ Under no circumstances should data exclusivity be adopted. 
The current data protection rules, which protect clinical trial 
data submitted by an innovator from unfair commercial use but 
which allow a regulator to reference the data for the purpose 
of approving a generic equivalent, are fully TRIPS-compliant. 
They should not be tampered with, nor conceded in trade or 
other negotiations.

 ➢ It should be clarified that patents will not be granted for new 
uses and new formulations of existing medicines, that no 
legal barriers should be placed on parallel importation and 
compulsory licences, and that royalty rates should be legislated 
to facilitate licensing and avoid disputes in this regard.

 ➢ Clear guidelines should be drawn up for the examination of 
patent applications, with the public interest being paramount, 
and the right of interested parties to challenge such applications 
entrenched in law, as is the case with some jurisdictions.

The dti must consider the impact of IP on the development of local 
industry, as per its stated intentions in terms of both the proposed 
SA Pharmaceutical Sector Profile (unpublished) and the Industrial 
Policy Action Plan (2012/13-2014/15).113 In particular, it needs to 
acknowledge and address the reality that foreign pharmaceutical 
companies are the main beneficiaries of its lax patent laws and 
that, if examined properly, approximately 80% of patents would not 
have been granted.114,115
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Developing jurisprudence

In yet another decision that affects the health profile of SA’s prison 
population, in March 2012 the Supreme Court of Appeal (SCA) 
held, in the case of Minister of Correctional Services v Lee, that 
a prisoner who became infected with TB while incarcerated in 
Pollsmoor Prison had failed to prove a causal link between his 
infection and his incarceration at the prison. This was despite 
the Court’s accepting that the prison authorities had failed to 
take reasonable measures to prevent the spread of the causative 
agent.116 

This matter was then taken on appeal to the Constitutional Court. 
The Court was asked to develop the common law of causation to 
the effect that this requirement will be satisfied where it is proved 
that the negligence of the prison authorities created a material 
increase in the risk of a prisoner being infected with TB, under the 
present conditions of chronic overcrowding and high TB infection 
rates. A spokesperson for the TAC, the Wits Justice Project and the 
Centre for Applied Legal Services, which were admitted as amici 
curiae in the matter, criticised the judgment of the SCA, stating that

[I]t held that Lee must either identify the ‘source’ of his infection or 
show that there would have been no risk of becoming infected if 
the prison authorities had not been negligent. The SCA thereby 
asked Lee to prove that which is impossible to prove.117 

The judgment of the Constitutional Court was delivered in early 
December 2012.118 The majority (five of nine justices) held that 
the SCA, in applying the test for factual causation, had used an 
“inflexible kind of logic” (para 45) in the way that it applied the 
“but-for” test (conditio sine qua non). By this standard, they believed 
it unlikely that any prison inmate would ever be able to overcome 
the hurdle of causation. Instead, the Court stated that “[o]ur existing 
law does not require, as an inflexible rule, the use of the substitution 
of notional, hypothetical lawful conduct for unlawful conduct in the 
application of the but-for test for factual causation” (para 50). Put 
in simpler terms: 

There was thus nothing in our law that prevented the High Court 
from approaching the question of causation simply by asking 
whether the factual conditions of Mr Lee’s incarceration were 
a more probable cause of his tuberculosis, than that which 
would have been the case had he not been incarcerated in 
those conditions. That is what the High Court did and there 
was no reason, based on our law, to interfere with that finding. 
(para 55). 

Accordingly, the order of the SCA was set aside and, Mr Lee 
having been successful, the case was referred to the Cape High 
Court for determination of the damages. The Constitutional Court 
judgment also echoed important sentiments expressed in the SCA 
ruling. It stated: “It is indeed so that [p]risoners are amongst the 
most vulnerable in our society to the failure of the state to meet 
its constitutional and statutory obligations”, and that “a civilised 
and humane society demands that when the state takes away the 
autonomy of an individual by imprisonment it must assume the 
obligation … inherent in the right … to ‘conditions of detention that 
are consistent with human dignity’” (para 65). 

The minority judgment, while agreeing with the finding in favour of 
Mr Lee, took the view that the “Supreme Court of Appeal, having 

concluded that the High Court judgment in Mr Lee’s favour was 
unsustainable on the basis of the traditional ‘but-for’ test for causation, 
was therefore obliged to consider developing the common law” 
(para 111). This was because the result of leaving Mr Lee without 
a remedy was “unacceptable in our constitutional state” (para 97). 
The problem arises from “the rigidity of the common law test for 
causation, which requires claimants to prove more probably than 
not that the defendant’s negligence caused their injury” (para 94). 
This means that the appropriate course would be to remit the matter 
to the trial court for it to consider “the manner in which the common 
law ought to be developed” (para 116). 

Miscellaneous issues

The disposal of health-related waste has been of concern for some 
years, with periodic cases of improper disposal being reported 
in the media. It is therefore of interest that in 2012 the Minister 
of Water and Environmental Affairs published draft Regulations 
in terms of the National Environmental Management: Waste Act 
(Act 59 of 2008), which deal specifically with healthcare waste.119 
Once finalised, these Regulations will need to be read together with 
other legislative measures. These include Regulations made in terms 
of the Medicines Act and the Good Pharmacy Practice standards 
issued by the SAPC, for instance.

A Bill that deals with the prevention and combating of torture may 
not, at first glance, be of direct relevance to the healthcare context.120 
However, there have been concerns about the involvement of medical 
practitioners in the interrogation and, arguably, torture of detainees 
in various settings. A report entitled “Preventing torture: the role 
of physicians and their professional organisations: principles and 
practice” has documented examples of such participation in torture, 
in the form of “the provision of medical knowledge to interrogators, 
disregard of medical confidentiality, force-feeding of rational 
people on hunger strike, and falsification of medical records or 
death certificates”.121 In a 2011 article, Hall pointed out that the 
1997 World Medical Association Statement on the Licensing of 
Physicians Fleeing Prosecution for Serious Criminal Offences “states 
uncompromisingly that a physician who perpetrates torture, war 
crimes, or crimes against humanity is unfit to practise medicine”.122

Lastly, mention needs to be made of the use of section 100 of the 
Constitution by the Executive to intervene in the administration of 
a provincial DoH (in this case, Limpopo). Section 100 states that  
“[w]hen a province cannot or does not fulfil an executive obligation 
in terms of the Constitution or legislation, the national executive 
may intervene by taking any appropriate steps to ensure fulfilment 
of that obligation, including – 

a) issuing a directive to the provincial executive, describing 
the extent of the failure to fulfil its obligations and stating 
any steps required to meet its obligations; and 

b) assuming responsibility for the relevant obligation in that 
province to the extent necessary to – 

i) maintain essential national standards or meet 
established minimum standards for the rendering of a 
service; 

ii) maintain economic unity; 

iii) maintain national security; or 
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iv) prevent that province from taking unreasonable action 
that is prejudicial to the interests of another province or 
to the country as a whole”.

This option is never exercised lightly. Its use in relation to a provincial 
DoH reflects the seriousness with which health is regarded, and 
the extent to which the state is bound to ensure the progressive 
realisation of the rights enshrined in section 27 of the Constitution.

Conclusion

Although no health-related Bills had been passed by Parliament 
in 2011/2012 at the time of writing, intense interest existed in the 
way in which the National Health Amendment Bill (Bill 24 of 2011) 
is evolving. Intense interest has also been expressed in at least 
some of the secondary legislation produced in the period under 
review. The Tobacco Regulations in particular promise to be highly 
controversial, even though entirely justified. Progress has been 
made in bringing further provisions of the National Health Act into 
effect, but some critical elements remain unresolved. Nonetheless, 
all these developments will pale into insignificance as soon as the 
White Paper on NHI is issued. 

An element that has not, as yet, enjoyed any attention is the cost 
associated with developing health-related legislation. A 2012 
costing study of New Zealand legislation showed that an Act of 
Parliament cost the central government US$ 2.6 million, and a 
Regulation cost US$ 382 000.123 The authors suggested that 
“such costs be included in economic evaluations of public health 
interventions that involve new legislation”. Such an approach would 
also focus attention on the costs of poorly drafted or conceptualised 
legislation and on the extensive resources that are expended in 
the process. The New Zealand study used a central government 
perspective, which ignores costs borne by actors outside of 
government. Including such costs, in a societal perspective, would 
be expected to raise the estimate even further. While essential to 
the effective development of policy, none of the processes outlined 
in this chapter are free of costs, to a wide range of actors. They 
deserve careful scrutiny and handling.
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