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This is a concise report on the current Pharmaceutical industry in South Africa. There is a
brief introduction to the Indian pharmaceutical industry and the growth aspiration Indian
government has for making the healthcare industry globally recognised. In that context,
there are opportunities for bilateral trade and talks between the two countries that can be
more profitable to both the countries.
The report also looks into the opportunities available in the South African Pharmaceutical
market and the challenges faced by the local companies as well as the foreign companies
trying to enter the South African market.
In the end, specific areas of opportunities for the Indian pharmaceutical companies are
mentioned in the report should they be interested in investing in South Africa.
The report is compiled using the previous reports submitted to the consulate of India;
using the websites like CANSA, MCC, WHO etc.; interviews with experienced pharmacists.
Bibliography and sources mentioned in the report.
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South Africa – Pharmaceutical industry
After years of steady and predictable growth, the pharmaceutical sector is entering a
period of flux since many of the conditions under which it operates are fundamentally
changing.
Globally the business of pharmaceutics is changing rapidly; there are two major shifts that
are disrupting the sector. The first will see a change in the balance of power across the
healthcare value chain as governments and medical aid providers start to exert more
pressure on pharmaceutical companies to drop their prices. The second involves a move
from reactive healthcare to prevention, which is bound to attract new entrants and
unsettle the status quo.
For pharmaceutical players in South Africa, the fundamentals have always been present—
growing disposable income, eclectic demographics, an aging population, and a diverse
disease burden. But, perhaps more in tandem with the country’s evolution are the
constant shifts in infrastructure developments, policy amendments, and regulatory
frameworks to effectively capitalize on those fundamentals. In some respect, the
government has succeeded, now with a ZAR 70billion (value of retail sales, 2019)
pharmaceutical market, the largest in Sub-Sahara Africa, growing at a CAGR (compound
annual growth rate) of 7.4 percent from 2014 – 2019 according to the latest IMS Health
data, and a world-class private healthcare sector that’s on par with any developed country
on the globe. But in other respects, its efforts have fallen short given the nation’s heavily
overburdened public healthcare system catering to a vast majority of the population who
still lack fluid access to basic medicines and medical treatments.Inheriting the legacy of
apartheid, the fundamentally disproportioned two-tiered healthcare model has created its
own set of challenges for all players across the value chain. With the hurdles inherent in
an ever-changing landscape, many companies are forced to routinely evaluate the viability
of their commercial strategies and adapt accordingly. Though, most stakeholders agree:
the current state of healthcare is not sustainable, and only by banding together as a
collective—public and private—can the sector move forward in a productive fashion.
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Situational Analysis: Pharmaceuticals
The global pharmaceutical market is worth US$300 billion a year and is expected to rise
by 33,3% to US$400 billion by 2019. The United States of America is the dominant player
in the market, owning six companies in the global top 10. North America, South America,
Europe and Japan account for 85% the global pharmaceuticals market and this trend is
expected to remain constant with their acquired advantage of increased economies of
scale as well as patent protection, among other factors.
HEADLINE PHARMACEUTICALS & HEALTHCARE FORECASTS (SOUTH AFRICA 2016-2022)
Indicator

2016 2017

2018

2019

2020

2021

2022

Pharmaceutical Sales, USDbn

2.846 3.255

3.898

4.527

4.530

4.146

3.917

Pharmaceutical Sales, % GDP

0.96

0.93

0.91

0.89

0.87

0.86

0.85

Pharmaceutical Sales, % of health expenditure 10.8

10.5

10.2

10.0

9.8

9.7

9.6

Health Spending, USDbn

26.23 31.144 38.264 45.388 46.177 42.764 40.67

The South African pharmaceutical sector is the largest drug market in Africa, with the fifth
highest expenditure on pharmaceuticals per capita. The total market value in 2015 was
estimated at R44.0bn with R34.2bn (86.7%) attributable to the private healthcare market
and R6.8bn (13.3%) to the public sector.
South African pharmaceutical trade has always been characterised by higher levels of
imports than exports, thus an increasing trade balance deficit. In 2015, pharmaceutical
imports accounted for 85% of the country’s total pharmaceutical trade, despite the
depreciation of the rand against hard currencies. Asian and European markets remain the
main sources of South Africa’s pharmaceutical imports. However, the country’s
pharmaceutical exports have recently improved. In 2014, exports of pharmaceutical
products amounted to R4.6 billion, showing an improvement from R3.3 billion in 2011. It
is expected that by 2020 South African exports of pharmaceutical products will expand
further to reach R7.5 billion. The country’s exchange rate and productivity are the main
factors that will assist South Africa in becoming more competitive in the global market.
The attractiveness of South Africa’s pharmaceutical exports will depend on the efficiency
of manufacturing firms and weakness of the exchange rate, which makes exports
attractive. However, the weakened exchange rate might have an undesirable outcome as it
may impact on the imports of active pharmaceutical ingredients (API), potentially raising
the price of key medicines. Furthermore, the African continent has become the main
destination for South African exports of pharmaceutical products and it is expected that
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more multinational corporations (MNCs) will continue using South Africa as a platform to
explore the opportunities in the African market.
In terms of imports, despite the growth of the local manufacturing sector, the country
continues to import most of its pharmaceutical products. The gap between imports and
exports of pharmaceutical products continues to grow and imports are growing at a faster
rate than exports. In 2015 pharmaceutical imports accounted for 85% of the country’s
total (two way) pharmaceutical trade, despite the depreciation of rand against global
currencies. Imports of pharmaceutical products remain crucial in South Africa as the focus
of the local manufacturers is on antiretroviral (ARVs) and other essential (generic)
medicines. The international market remains the main source of other important products
that are not yet manufactured nationally.
The country’s export basket largely comprises medicament mixtures (mostly API), making
up 70% of the total pharmaceutical exports in 2015, followed by medicament mixtures
not for dosage at 11,3%. Medicament mixtures not for dosage have grown faster (40,7%)
than other export categories, while exports of pharmaceutical goods, specified sterile
products, sutures, luminarias have declined by a wide margin especially in 2015.
Notably, South Africa is the only country in the SADC that meets the Good Manufacturing
Practice standards of the World Health Organization (WHO). Furthermore, the SADC free
trade area ensures the country of tariff free exports. Thus, South Africa remains the main
source of pharmaceutical products for various African states.
Approximately 276 companies are licensed by the DoH and the MCC to manufacture,
import, export or distribute pharmaceuticals. Domestic manufacturing pharmaceutical
companies almost exclusively produce generic products. SA pharmaceutical
manufacturing companies are import dependent. According to ImpactRX, in 2015, the
generics market in South Africa was valued at R11.7 bn (representing 35.3% of the market
by value and 49.4% by volume). Originators medicines were valued at R16 bn,
representing 48.2% of the market by value and 29.7% of the market by volume).
High disease burden ensures increasing demand for drugs, especially anti-retroviral
drugs. South Africa’s rapid urbanization, sedentary lifestyles and dietary trends ensure
long-term demand for pharmaceuticals that target chronic, lifestyle-related diseases.
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Role-players in the sector believe that they can make a meaningful contribution to
stimulating domestic growth and attracting foreign direct investment. The general
consensus amongst the major pharmaceutical companies is an urgent need for policy
certainty and consistency, a substantial reduction in the delays for products to be
registered and support for local production together with strategic tariffs remedies and
incentives to level the domestic playing field. Interventions targeted/focusing on the
above issues to enable local manufacture needs to be considered to provide an incentive
to grow the local manufacturing industry.

Key Opportunities








Increasing local production of medicines
Employment creation: Domestic manufacturing brings with it more jobs — in the
pharmaceutical sector and other linked sectors.
Creation of new export and local market for local producers
The affordability of drugs will rise due to sustained growth in incomes and
increases in insurance coverage.
As the South African pharmaceuticals market grows in size and diversity, there are
several opportunities that will enhance to their full potential. Five opportunities –
consumer healthcare, patented products, vaccines, biologics, and public health will
offer significant opportunity going forward
More SA consumers opting for generic medicines: the tables are turning for
generic medicines in SA as more doctors and consumers opt for affordable, yet
effective alternatives to expensive brand name medication. The local
pharmaceutical market is growing at just over 9% in value and most of this growth
to the increased demand for generics.

Originators have steadily lost market share over the last five years primarily due to many
blockbuster medicines having lost patent protection and a push by government toward
affordable medicines. While some may argue that the dominance of generics may dissuade
originators from developing innovative medicines, the 1984 USA Hatch-Waxman Act,
which led to global reforms in medicine policy and pricing, was designed to balance the
competing interests of both innovator and generic pharmaceutical companies. Nearly
every therapeutic class currently has at least one generic equivalent available and sales of
over-the-counter (OTC) generics now also outstrip brand name products by almost R1-bn
in value and more than 53 million units. (Eric Roos, CEO Pharma Dynamics)
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Challenges facing the Industry
South Africa does not take full advantage of legal flexibilities permitted under the World
Trade Organisation’s TRIPS Agreement to practically and feasibly overcome patent
barriers and access more affordable generic medicines. South African patent law lags
behind that of other emerging economies, such as India, Brazil, and Argentina, in terms of
how it protects public health. The figure shows another challenge of the current two tier
healthcare system.

Some of the core challenges facing the sectors’ development have been highlighted
below:





Shortage of skills & required skill set in the Medicines Control Council and the
excessively long period required for the registration of medicines through the MCC
and the lengthy process required for the approval of clinical trials, are problems
which have been facing the industry for many years
Currency weakness which increases the cost of imported active pharmaceutical
ingredients (API’s) which are key ingredients in the manufacturing process.
Level of Single Exit Pricing (SEP) increases which do not adequately cover
pharmaceutical companies cost base (of which currency is a substantial driver).
SEP for pharmaceuticals makes this the only price regulated component of the
private healthcare market. For an industry largely dependent on imported
materials, the implementation of the SEP pricing and the annual adjustments does
not have the flexibility to compensate manufacturers for significant shifts in
exchange rate and other cost increases, causing a steady erosion of margins.
Increasingly competitive government tenders, with punitive conditions attached
for non-compliance, are of equal concern.
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The research organisation warned that “over the short-term the South African
pharmaceutical market will continue to present considerable risks to
pharmaceutical manufacturers”. Any potential market participant should take note
of the regulatory uncertainty when considering operations subject to the
regulatory framework.
Lack of transformation within the industry
Other factors influencing the sector include the introduction of the National Health
Insurance (NHI), significant changes in technologies to manufacture drugs and the
emergence of the use of cannabis and other alternative healing methods. Weak
economic growth means that the public health sector will be required to do more
with fewer resources than initially planned. It also has implications for the filling of
an additional much-needed 12,000 pharmacist posts in the public sector.

The following are some of the most significant challenges with the current system, and
a number of proposed reforms, all of which are compliant with the TRIPS Agreement:
1. South Africa does not currently examine patent applications to see if they
meet national criteria for what deserves a patent.
As a result, South Africa grants patents that fail to meet national patentability
criteria. Excessive patenting keeps prices artificially high and medicines
unaffordable for patients. Section 34 of the South African Patents Act requires that
all patent applications are substantively examined, but to date, the DTI
(Department of Trade and Industry) has not taken necessary steps to implement
this provision.
 South Africa must move from a patent registration system to a patent
examination system, accompanied by greater public transparency from the
Patents Office regarding pending and existing patents. It should also allow for
patent opposition from third parties before and after the patent is granted.
This creates multiple checks and balances to better ensure a patent is truly
new and innovative.
2. South Africa has weak patent standards, which opens the country up to
frivolous and abusive patenting practices. Pharmaceutical companies can make
minor modifications to existing drugs in order to get multiple patents on single
medicines. This process – known as evergreening – extends a company’s period of
patent protection beyond 20 years and keeps medicine prices artificially high for
extended periods of time.
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To prevent evergreening, South Africa should adopt stricter national criteria
similar to that in Argentina or India. This criterion should exclude from
patentability new uses, new forms, new formulations, or other trivial changes
to existing molecules.

Source: CANSA

3. Compulsory licenses are one of the critical flexibilities available under TRIPS that
countries can use in cases where patented medicines are not available, or too
expensive for a country to afford.
 However, in South Africa, the process for issuing a compulsory license requires
a burdensome court process, and to date the country has not issued a single
compulsory license on a medicine. South Africa should adopt broader grounds
and easier processes for issuing compulsory licenses.
4. South Africa also fails to make use of parallel importation, which enables
countries to import patented medicines from countries in which they are sold at
lower prices.
 South Africa should follow countries like Kenya and the Philippines which have
amended their laws to allow parallel importation of medicines from across the
world.
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5. When medicines are patented multiple times, as they are in South Africa, it can
hinder research and development of improved follow-on products, such as
combination therapies, or paediatric formulations of medicines.
 South Africa could adopt a broad research and educational use exception to
patent rights. This allows means that if a researcher or generic manufacturer
wants to work with a patented product to improve upon it in some way that
research does not constitute patent infringement.
There has been very little transparency from the DTI about when the IP policy will
be finalised and sent to Cabinet for approval, and whether the policy will maintain
its stance for adopting TRIPS flexibilities. Yet every day the policy is delayed, more
medicines are patented, and South Africa pays too much for treatment.
Pharmaceutical Market Forecast (2013-2027)

f= BMI forecast. Source: United Nations Comtrade Database DESA/UNSD, local news sources, domestic
companies, BMI

Structural Trends
The total pharmaceutical spending is the sum of prescription drug spending (which
includes patented and generic drug spending) and over-the-counter (OTC) medicine sales
at retail prices (including all taxes and mark-ups). The forecast for South Africa’s total
pharmaceutical expenditure is an increase from ZAR43.3bn (USD3.25bn) in 2017 to
ZAR45.4bn (USD3.9bn) in 2018, equating to growth of 4.8% and 19.8% in local currency
and US dollar terms respectively. Over the 2017-2022 period the forecast is calculated as a
five-year compound annual growth rate (CAGR) of 5.8% in local currency terms and 3.8%
in US dollars terms. Over the next decade, the forecast is calculated as a 10-year CAGR of
7.3% in local currency terms and 4.6% in US dollar terms, yielding a market value of
ZAR87.5bn (USD5.11bn) by 2027.
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Indicator

2016

2017

2018

2019

2020

2021

2022

Govt. health 12.795
spend,USDb
n

15.298

18.958

22.711

23.367

21.908

21.115

Govt. health -6.16
spend,
USDbn, %yo-y

19.56

23.93

19.80

2.89

-6.24

-3.62

Govt. health 188.095
spend,ZARb
n

203.588

220.694

239.605

260.539

283.704

309.339

Govt. health 8.06
spend,
ZARbn, %yo-y

8.24

8.40

8.57

8.74

8.89

9.04

Govt. health 48.76
spend, %
total health
spend

49.12

49.54

50.04

50.60

51.23

51.92

Indicator

2016

2017

2018

2019

2020

2021

2022

Private
13.444
health
spend,USDb
n

15.847

19.307

22.677

22.811

20.856

19.554

Private
-7.22
health
spend,
USDbn, %yo-y

17.87

21.84

17.46

0.59

-8.57

-6.24

Private
197.639
health
spend,ZARb
n

210.893

224.758

239.241

254.338

270.085

286.472

Private
6.85
health
spend,
ZARbn, %yo-y

6.71

6.57

6.44

6.31

6.19

6.07
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Pharmaceuticals imports in South Africa
Source country
Total
India
Germany
France
United States of America
Ireland
Italy
United Kingdom
Switzerland
Spain
Belgium
Other

Value of imports (USD
million), 2018
2,496.41
571.80
335.92
253.01
243.42
174.30
119.85
101.37
89.94
81.35
75.50
449.95

Share of
total
100.0%
22.9%
13.5%
10.1%
9.8%
7.0%
4.8%
4.1%
3.6%
3.3%
3.0%
18.0%

Source: Trade Map14

Recent/current market conditions and key trends
South Africa’s pharmaceutical industry was valued at R50 billion in 2018, based on the
manufacturers exit price, and R68 billion when measured using retail sales. The industry
is highly concentrated with the two largest companies - Aspen Pharmacare and Adcock
Ingram – accounting for 26% of the market.
While South Africa has a high demand for pharmaceutical products and with many
companies operating in specialised markets, the industry faces many challenges at
present. These include a dependence on imported active ingredients, skills shortages, and
uncertainty over the implementation of the National Health Insurance (NHI) scheme,
continued closures of independent pharmacies, and increasing regulatory costs.
Barriers to entry, as discussed earlier, include:
 Cost of research and development, in particular receiving regulatory approval and
protection of intellectual property rights.
 Legal barriers for generic manufacturers due to a large and complex network of
patents in place.
 Operational and logistical structures that makes cost-effective delivery challenging.
The outlook for South African pharmaceutical companies is also challenging due to high
levels of debt necessitating restructuring and the sale of businesses over the past several
years. This is set to continue in the short term. On a positive note, there is opportunity to
grow the industry on the back of government support for manufacturers, price setting for
medications, and opportunities offered by Special Economic Zones (SEZs).
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Industry associations in the pharmaceutical market
Association

Website

Generic and Biosimilar Medicines of Southern Africa (GBM)

www.saahip.org.za/

South African Association of Hospital and Institutional Pharmacists

www.saahip.org.za/

Health Products Association of Southern Africa (HPA)

www.sapraa.org.za

The Pharmaceutical Society of South Africa (PSSA)

www.pssa.org.za

Self-Medication Manufacturers Association of South Africa (SMASA)

www.smasa.cc

Southern African Generic Medicines Association

www.sagma.net

Sources: PwC, Who Owns Whom

Regulatory considerations for imports
Section 27(1)(a) of the Constitution guarantees everyone the right to have access to health
care services, including reproductive health care. Section 27(2) provides that the state
must take reasonable legislative and other measures, within its available resources, to
achieve the progressive realisation of this right. The 1996 National Drug Policy (NDP) had
the general aim of ensuring adequate and reliable supply of safe, cost-effective drugs of
acceptable quality to all citizens of South Africa and the rational use of drugs by
prescribers, dispensers and consumers. To give effect to the Constitution and the NDP, the
South African government made far-reaching changes to the Medicines and Related
Substances Act, No. 101 of 1965. Those included:
 Parallel importation of medicines by those other than the holder of the patent
(section 15C)
 A prohibition on the supply of medicine according to a bonus system, rebate
system or incentive scheme (section 18A)
 The way medicines should be marketed (section 18C)
 The encouragement of generic substitution (section 22F)
 The introduction of the pricing committee, which paved the way to the current
single exit price regime (section 22G)
To a large extent, the changing regulatory environment would have benefitted
international pharmaceutical companies and still do, who predominantly produce generic
substitution with great opportunity for parallel import of less expensive pharmaceutical
product.
Currently the South African pharmaceutical industry is being affected by legislation, as the
government is readjusting the whole healthcare system to make it cost-effective and
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equitable. To the advantage of the industry, there is a culture of information sharing
within the industry and an environment of collaboration on competitive issues (CI) exist
in the companies. It is beneficial that pharmaceutical companies capitalise and
consolidate the CI function which is used on a continuous basis in strategic decisionmaking to add value in health care industry.
Regulatory considerations for imports of pharmaceuticals
Regulatory
instrument

Regulator

Section 14(1) of the
Medicines and Related
Substances Act, No. 101 of
1965

South African
Health Products
Regulatory
Authority
(SAHPRA)

Section 22C(b) of the
Medicines and Related
Substances Act, No. 101 of
1965

South African
Health Products
Regulatory
Authority
(SAHPRA)

Guideline for the
Importation and
Exportation of
Medicines (May 2003)

South African
Health Products
Regulatory
Authority
(SAHPRA)

Section 22 of the
South African
Pharmacy Act, No. 53 of
Pharmacy
1974, read with GNR.553 Council
of 25 April 2003:
Regulations relating to the
ownership and
licencing of Pharmacies

Licence, permit or
relevance

Limitations

Prohibition on the sale
of medicines that is
subject to registration
and not registered.

An importer should take
cognisance of the
registration
requirements in the
schedules to the Act to
determine which
medicine is subject to
registration and ensure
that registration occur
prior to sales.
Provides for a licence to If a person or company
manufacture, import,
is licenced by SAHPRA to
export, act as a
manufacture
wholesaler or distribute pharmaceutical
pharmaceutical products products, such person or
or Active Pharmaceutical company may not act as
ingredients (API).
wholesaler (Section
22H).
Guidelines for the
An importer should use
import of
the guidelines to
pharmaceutical
determine more
product.
nuanced aspects of the
import of API and
finished product.

Licence to operate a
manufacturing
pharmacy as defined in
the regulations.

Source: Who Owns Whom, 2019. The Pharmaceutical Industry.
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The manufacturing
pharmacy must
appoint a responsible
pharmacist and
comply with the Good
Manufacturing
Practice as determined
by SAHPRA.

A study comparing the then Medical Control Council (recently replaced with SAHPRA)
with four other similar regulators found that the “the timelines for the MCC were
considerably longer” than for the other regulators despite similar quality measures. The
long timelines still persist in SAHPRA and will have to be taken into account by Indian
companies desiring market authorisation, product registration or a license to import.

The Indian pharmaceutical industry
The Indian pharmaceuticals market has characteristics that make it unique. First, branded
generics dominate, making up for 70 to 80 per cent of the retail market. Second, local
players have enjoyed a dominant position driven by formulation development capabilities
and early investments. Third, price levels are low, driven by intense competition. While
India ranks tenth globally in terms of value, it is ranked third in volumes. These
characteristics present their own opportunities and challenges.
There are four demand drivers in the Indian pharmaceutical industry: epidemiological
factors, drivers of affordability, drivers of accessibility, and drivers of acceptability. Parallel
to them are the growth potential of five emerging opportunities (i.e., patented products,
consumer healthcare drugs, biologics, vaccines, and the public health market).
The Indian pharmaceutical industry is the world’s third largest of drugs by volume. The
Industry’s journey to annual revenues of about USD 38 billion today can be attributed to
world-class capabilities in formulation development, the entrepreneurial ability of the
firms and the vision of the industry to establish India’s footprint in large international
markets such as the United States.
The industry has played a key role in driving better health outcomes across the world
through its affordable and high-quality generics drugs. Increased accessibility to
affordable drugs has been one of the key enablers for lowering the disease burden in
India.
Globally, Indian pharma has contributed to improve public health outcomes. India
accounts for 60 percent of global vaccine production, contributing 40 to 70 percent of the
WHO demand for Diphtheria, Tetanus and Pertussis (DPT) and Bacillus Calmette–Guérin
(BCG) vaccines, and 90 percent of the WHO demand for the measles vaccine. Estimates
suggest that one in every three pills consumed in the United States is produced by an
Indian generics manufacturer. In the UK, approximately 25 percent of the medicines used
are made in India. In Africa, the availability of affordable Indian drugs contributed to
greater access to treatment for AIDS.
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Continued production of generic drugs has, however, led to increased scrutiny of India’s
IPR (Intellectual Property Rights) practices. India is under constant pressure from the
United States and the European Union to align with more stringent IPR norms. Stricter
IPR would inhibit generic drug production, which in turn would lead to higher drug
prices.

Vision 2030 – defining the growth aspiration
The Indian pharmaceutical industry is poised for growth. Even at current rates of seven to
eight percent CAGR (Compound annual growth rate), the industry’s annual revenues can
grow to about USD 80 to 90 billion by 2030. However, it could also set bold aspirations of
eleven to twelve percent CAGR, and grow to annual revenues of about ~USD 65 billion by
2024 and about ~USD 120 to 130 billion by 2030.
Indian pharma industry can embark on a vision of establishing India’s global leadership in
life sciences, while driving deeper domestic access and affordability. Industry can work
towards four primary goals as part of this vision for 2030.
 Accelerate the goal of universal health care across India and the world by
providing access to high-quality affordable drugs.
 Emerge as an innovation leader to build a globally recognized position for
India: To enhance Indian pharma's significance beyond generics, to biologics, new
drug development and incremental innovations.
 Become the world’s largest and most reliable drug supplier and reach USD
~120-130 billion by 2030: The Indian pharmaceutical industry can aspire to
become the world’s largest supplier of drugs by volume. This can be achieved by
establishing a leadership position in the US generics space, focusing on building
one to two ‘home’ markets outside India (like South Africa).
 Contribute significantly to the growth of the Indian economy: The industry
can aspire to push the net foreign exchange earnings to around USD 30 billion to
40 billion annually by 2030.
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India South Africa bilateral pharmaceutical trade opportunities
Indian companies with an established/active local presence in the
pharmaceutical market
Indian companies active in the pharmaceutical market
Company

Website

Aurobindo Pharma

https://www.aurobindo.com/

Cipla South Africa

https://www.cipla.co.za/

Dr Reddy’s Laboratories Ltd

https://www.drreddys.com/

FDC South Africa

https://www.fdc.co.za/

Hetero Drugs

https://www.heteroworld.com/

Pharma-Q

http://www.pharmaq.co.za/

Sonke Pharmaceuticals (Pty) Ltd

http://www.sonkepharmaceuticals.co.za/

Sun Pharma

https://www.sunpharma.com/

The Himalaya Drug Company

http://www.himalayawellness.com/

Source: Confederation of Indian Industry (CII), Indo-African Business,PwC

June 26, 2018 (DTI Seminar)
South Africa invited Indian pharmaceutical companies to invest in the country in order to
contribute to growing the country’s economy, create employment and accelerate
transformation in the sector.
Addressing potential investors at a pharmaceutical investment seminar in Hyderabad,
India, the then Trade and Industry Deputy Minister Bulelani Magwanishe said South
Africa had launched a major investment recruitment drive of $100 billion over the next
five years.
“Our visit to India prioritises investment in the pharmaceuticals, medical devices and
consumables. These are the main sectors that we have identified for growth and industrial
value chain. These provide unlimited opportunities for the Indian companies to invest in
as the South African pharmaceutical sector is the largest drug market in Africa,” said
Magwanishe. The engagement session was hosted by the dti in partnership with the
Indian Chamber of Commerce.
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He said the South African government sought to construct a globally-competitive
industrial economy through various initiatives and programmes such as the development
of Special Economic Zones (SEZs).
He singled out the Dube Trade Port SEZ in Durban as critical to expanding relations
between South Africa and India. “The Dube Trade Port is developing a pharmaceutical
cluster which provides an integrated infrastructure and services for ease of doing
business in the trade zone.”
“Equipped with shared utilities, this will further enhance competition and access to global
markets. The SEZ has about 10 pharmaceutical companies with an estimated value of
$370 million worth of investment being negotiated,” said Magwanishe.
The ecosystem designed to support the development of research, innovation and the
incubation of small, medium and micro enterprises (SMMEs) there is particularly
remarkable. Magwanishe urged the Indian Chamber to engage with the South African
Chamber to facilitate and enhance direct interaction between businesspeople from the
two countries. - Sanews.gov.za
Opportunities in Skills development: The entry of companies like Cipla and Sun
Pharma/Ranbaxy into the South African market did create jobs and led to new investment
worth billions of rand. Cipla alone has invested almost R500 million in one local ARV
manufacturing plant. Furthermore, establishing Indian pharmaceutical companies in
South Africa has been consolidating skills development in the local market.
Export of Indian generics: India still remains a major supplier of affordable essential
drugs to developing countries. Despite necessary compliance with the TRIPS (TradeRelated Aspects of Intellectual Property Rights) conditions — particularly relating to the
inclusion of medicine patents — the country has managed to nurture a booming domestic
generic drug industry, and has been a strong advocate for access expansion. Today, Indianmade ARV drugs constitute 80% of Africa’s total consumption. According to Médecins
Sans Frontières, India is the principal source of pharmaceutical drugs by volume for South
Africa and there is a positive opportunity for sourcing more drugs
Export of cancer related/oncology drugs: Oncology drugs are undoubtedly one of the
biggest cost drivers in healthcare today. The advent of biologics or targeted treatments
has been a notable evolution in the oncology treatment paradigm, with the greatest
downside coming from the significant costs associated with these drugs in South Africa.
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The 2017 Cancer Medicines Report analysed the patent status, affordability and
accessibility to 24 cancer medicines - 15 were available in India for less than half the price
in the South African private sector. The report also found that 10 medicines not available
in the South African public sector, likely because of high cost, were available in India for
less than half the price. Indian pharma companies can utilize the opportunity of supplying
the drugs as soon as the proposed reforms are met in compliance with the TRIPS
agreement.
Export of Herbal and Ayurvedic drugs: India’s share in the export of herbals is just
0.4%of the total global herbal market. Traditional medicines have been used by South
Africa since ancient times. So there is obviously vast scope for Indian manufacturers for
entering the growing opportunity of business in herbal pharmaceutical field. Dabur and
Hul have been testing the South African market.
Ayurvedic drugs are controlled by Medicines Control Council of South Africa hence
exporting these drugs to South Africa do require going through the council controls,
nonetheless Himalaya and Patanjali products have been absorbed in the south African
market.
The role of Indian pharmaceutical companies in South Africa’s fight against HIV is a good
example of commitment and demonstrates how doing business can benefit people on all
sides.
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(APPENDAGE)
Medical Equipment/devices Overview – South Africa
* South Africa is one of the largest markets in the Middle East & Africa (MEA) region.
* Market size is supported by a large population and Africa’s most industrialised economy.
* At present medical device imports make up 90% of the total medical device market.
* As an emerging market it offers considerable potential for growth.
* National Health Insurance programme is in the early stages of implementation.
* Compared with the pharmaceutical market, where domestic manufacturers are now able
to meet 50% of demand in volume terms, there is limited medical device production in
South Africa.
* South Africa currently has no established regulatory framework or mandatory quality
standard for medical devices other than those of a radiation emitting nature. Currently all
such regulation is left to the discretion of individual procurers.
South Africa Medical Device Market by Product Category in 2018
Consumables - 241.00 US$m
Diagnostic Imaging - 199.30 US$m
Orthopaedics & Prosthetics - 153.70 US$m
Patient Aids - 156.00 US$m
Dental Products - 41.30 US$m
Other Medical Devices - 487.10 US$m
TOTAL - 1,278.40 US$m

Total Market Size
Total Local Production
Total Imports
Imports from the U.S.

2018

2019
(estimated)

2020
(projected)

1,278.4
115.05
1,163.34
232.26

1,323.4
119.10
1,204.29
240.85

1,468.3
132.14
1,336.19
267.23
(in US$m)
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Medical Devices Production
Local firms tend to be small or medium sized businesses with less than 50 employees and
often combine distribution activity with manufacturing. Multinational companies present
in South Africa often operate in a joint venture capacity with local firms. Most South
African manufacturers specialise on producing basic medical equipment & supplies. The
South Africa medical device market registered a 9.4% CAGR between 2017-2018
according to a Fitch Solutions report. This significant growth will raise the market to ZAR
24.4bn by 2022. Currently South Africa’s biggest import partners for medical devices are
USA, Germany, china, Switzerland and United Kingdom. South Africa exports mainly to the
African countries. India does not feature as a major medical devices trade partner. India
can create an opportunity to play role in the supply of medical devices to South Africa in
the current economic regulatory environment.
On 30 April 2020, the South African Revenue Services (SARS) released South Africa’s
latest official trade data – trade for March 2020. The data shows some of the initial impact
of the Covid-19 pandemic, mainly driven by shutdowns in some of the major economies
and South Africa’s main trading partners which led to a decline in imports and a
consequent trade surplus three times the trade surplus for March 2019.

Source: ITC TradeMap (2020); tralac calculations

25

The impact of the Covid-19 pandemic is starting to seep through South Africa’s trade data
with the start of a new trade pattern emerging which will likely be similar for April and
May – a significant decline in both imports and exports (due to lockdowns and
transportation delays) and trade. South Africa’s lockdown regulations have meant that
most manufacturing and mining operations ceased, and similar lockdowns in trading
partners lead to a decline in supply and demand, especially for agricultural and processed
food products and medical equipment and laboratory reagents.
The rapid spread of the coronavirus disease (COVID19) has increased demand for and
raised concerns about the availability of personal protective equipment (PPE) essential to
prevent further spreading of the disease. PPE include face shields, protective spectacles,
respiratory masks, protective garments, suits and gloves, among others. Due to the
increased demand for PPE and concerns about availability, several countries have
imposed temporary export bans and/or restrictions on specific PPE. This is a temporary
measure to prevent or remedy critical situations arising from shortages of essential
products (pursuant to Article 5 of Regulation 2015/479) and is line with the WTO public
health exceptions. India has also imposed temporary export restrictions on PPE including
masks, goggles, and sterile gloves. Thus far, South Africa has not adopted similar actions;
neither are aware of any ongoing process of adopting the measures banning or restricting
PPEs exports to any country. In early April, Indian government reduced import tariffs
(from 10% to 5%) on medical or surgical instruments and apparatus. The approximate
USD 5.5 Billion worth Indian medical device sector is Asia’s fourth largest market, and
presents an exciting business landscape and opportunities for both multi-national and
domestic players.
Busi Mabuza, the chairperson of the Industrial Development Corporation and of the South
African chapter of the BRICS Business Council, recently wrote to her counterparts in India.
The councils were very responsive and elevated the requests for assistance to their
business chambers and governments.
The chairperson of the India chapter of the council communicated the request to the
Indian government with regard to supplies of pharmaceutical products during the covid
19 pandemic and discussed the matter with the Indian pharmaceutical industry. The
message came back that special arrangements could be made for the transport of such
goods and that ports and cargo planes were functional.
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India had put 26 compounds under export control; compounds such as paracetamol,
hydroxychloroquine could not be exported, which was problematic for South Africa as it
relies on India for secure supplies of essential drugs. But India had expressed its
willingness to assist and mid-April 2020, the export ban was lifted. Covid 19 pandemic is
far from being over, WHO is currently not endorsing any particular treatment for it.
However, a number of medicines have been suggested as potential investigational
therapies, many of which are now being or will soon be studied in clinical trials such as
hydroxychloroquine, dexamethasone, and remdesivir. These drugs are manufactured in
large quantities in India. There is an opportunity for South African importers to source
these products from India.
In an unprecedented global health crisis, trade is essential to save lives and livelihoods;
and international co-operation is needed to keep trade flowing. In the midst of significant
uncertainty, the governments all around need to boost confidence in trade and global
markets by improving transparency about trade-related policy actions and intentions;
keep supply chains flowing, especially for essentials such as health supplies and food; and
avoid making things worse, through unnecessary export restrictions and other trade
barriers.
*****
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