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Chapter 1: Introduction and Background

The National Industrial Policy Framework (NIPF), which was adopted by cabinet in 2007, sets
out government’s approach to South Africa’s industrialisation trajectory and a vision for the
industrial economy for both the short-medium and medium-long terms.* The policy framework
recognises that four complementary sets of policies are necessary for the successful
implementation of an industrial policy: a supportive macroeconomic and regulatory environment;

skills and education; traditional and modern infrastructure; and support for technological effort.

The Industrial Policy Action Plan (IPAP) 2 is a three-year implementation plan that follows from
NIPF and IPAP 1. Its purpose is to expand production in value-adding sectors with high
employment and growth multipliers that compete in export markets as well as in the domestic
market against imports.? One of these priority sectors is the pharmaceutical sector. The action

plan identifies the following key growth opportunities for the pharmaceutical sector:
= Domestic production of active pharmaceutical ingredients (API) for key ARVs
= Local production of reagents for AIDS / HIV diagnostics, 2under licence.

=  Domestic production of vaccines under licence.

= Domestic production of biological medicines such as erythropoietin and monoclonal
antibodies.

= Removing regulatory barriers and constraints to clinical research in South Africa.

These growth opportunities are identified against the backdrop of the multiple challenges that
the sector faces, one of which is lack of key skills in new drug design, pharmaceutical
formulation and biotechnology. The policy action further points to a problem of excessive supply

of graduates with conventional skills and knowledge that are not relevant to a knowledge-based

! Department of Trade and Industry, The National Policy Framework.

2 National Assembly statement on Industrial Policy Action Plan (IPAP2) by Dr Rob Davies, Minister of Trade and
Industry, 18 Feb 2010

3 Manufacturing under license refers to a product manufactured by one organisation with the authorisation of the
organisation that owns the intellectual property of the product and/or process design. In the simplest sense,
manufacturing under license is a form of technology transfer where the designing organisation or intellectual property
owner or so-called licensor typically provides assistance to the manufacturing organisation (the licensee), for

example, by providing formulation and process documentation, staff and training in return for royalty payments.
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economy and for feeding into the growth opportunities identified. A need to plan and develop

appropriate skills for the successful implementation of IPAP 2 is therefore critical.

1.1 PROJECT SCOPE AND OBJECTIVES

The Department of Trade and Industry (the dti) commissioned llangabe Lase Africa to conduct
research into human capital outlook implications for skills development in the pharmaceutical
sector, with a specific focus on IPAP-2-identified growth opportunities (IPAP 2 areas) for the

pharmaceutical sector. The objectives of the research were:

= To verify and validate the requirements and supply of critical skills for IPAP growth
opportunities (IPAP areas) for the pharmaceutical sector

= To assess the adequacy of education and training provision in addressing IPAP core
skills requirements

= To present a case study of a successfully implemented growth path for the
pharmaceutical sector in any of the world economies that had similar growth and skills
challenges as well as opportunities in the past

= To make recommendations on skills planning and development strategies for IPAP 2
areas.

The focus is on the first four of the five identified IPAP-2—growth opportunity areas.

It is important to note upfront that the purpose of this research was not to conduct an analysis of
the South African pharmaceutical industry, the relevant legislative framework, nor the
appropriateness of the incentive schemes available to the sector. These areas are covered in

this report with a view to providing a broad background overview of the sector.

1.2 RESPONDENTS

Nineteen companies were sampled through a purposive sampling methodology. The sample
consisted of two categories: category 1 — ten pharmaceutical companies with production
facilities locally — the majority of these were generic manufacturers; and category 2 — nine
innovator companies. In addition to pharmaceutical companies, a sample of 19 stakeholders
comprising trade associations, government departments, research organisations and higher

education institutions was drawn.
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1.3 DATA COLLECTION METHODS

Mailed questionnaire: A questionnaire was developed and emailed to pharmaceutical
companies to complete. Follow-up calls were made to all companies to confirm receipt of
the questionnaire. Those who could not be reached by telephone were sent emails.
Following several telephone calls and email reminders, six completed questionnaires
were received, five from category 1 companies and one from category 2 companies. Of
those companies that did not return completed questionnaires, four formally
communicated their decisions not to participate in the study, while others did not.

Qualitative interviews were successfully conducted with 17 of the targeted
stakeholders. Additional interviews were also conducted with companies that are already
involved in the IPAP 2 growth opportunities — Biovac Institute, Bioclones and Fine
Chemicals Corporation.

Secondary Data were obtained from various documents, inter alia sector research
reports, international studies, websites and academic publications.

Statistics:
» NSC Examinations — Report of the Department of Education on the 2010 National

Senior Certificate Examination Results

» HEIls enrolments: Higher Education Management Information System (HEMIS);

organised according to the Classification of Educational Subject Matter of 1989

» HEIls graduates: Department of Higher Education and Training HEMIS office

1.4 REPORT STRUCTURE

The rest of the report is structured as follows:

Chapter 2 provides a brief overview of the South African pharmaceutical sector, including its

structure, key players, size and value, exports and imports, regulatory environment and

incentives.

Chapter 3 presents the current status of IPAP growth opportunities within the South African

pharmaceutical sector in terms of an overview of the specific areas, current market size, value

and key players.

Chapter 4 presents generic manufacturing processes for the four IPAP 2 areas and assesses

core skills/competencies, qualifications and specialisations that are required for IPAP growth

opportunity areas.
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Chapter 5 discusses research findings on the adequacy of higher education and training (HET)
provision in addressing APl and biotechnology manufacturing qualifications and skills

requirements, and strategies that support the growth of the sector.

Chapter 6 presents case studies of successfully implemented growth paths for the
pharmaceutical sector by progressive economies that had similar growth/skills challenges to
South Africa. Countries of which case studies are presented are India, Brazil and Cuba.

Chapter 7 concludes the reports and outlines lessons from the case studies and a
comprehensive list of recommendations on strategies for planning and developing skills for

IPAP 2 areas as well as the pharmaceutical sector as large.

Page | 4



Chapter 2: The Pharmaceutical Sector Overview

The purpose of this chapter is to provide a brief overview of the South African pharmaceutical

sector in terms of its structure, players, value, imports, exports and challenges. This overview is

important in setting up the context within which the IPAP 2 objectives/vision for the sector

should be understood.

2.1 PHARMACEUTICAL SECTOR DEFINITION AND CLASSIFICATION

The pharmaceutical sector is classified under the broader chemical sector in the South African

industrial classification system. The chemical sector consists of various subsectors as described

in the table below.

Table 1: Chemical Sector Classification®

CHIETA Chambers

CHIETA Subsectors

DTI's Strategic Subsectors

Petroleum and Base Chemicals

Petroleum

Liquid Fuels and Associated
Products

Base Chemicals

= Commodity Organic
Chemicals

= Primary Polymers and
Rubbers

= Commodity Inorganic
Chemicals

® Fine Chemicals

Fast-Moving Consumer Goods

Fast-Moving Consumer Goods

Consumer Formulated

and Pharmaceuticals Chemicals
Pharmaceuticals Pharmaceuticals

Explosives and Fertilisers Explosives Bulk Formulated Chemicals
Fertilizers

Speciality Chemicals and
Surface Coatings

Speciality Chemicals

Surface Coatings

Speciality and Functional
Chemicals

Glass

Glass

Not Part of the Chemical
Industry

The inclusion of the pharmaceutical sector within the chemical industry is in line with the

International Standard Industrial Classification (ISIC)®> Revision 3.1. This has been superseded

* CHIETA: Chemical Sector Skills plan 2008, updated.
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by ISIC Revision 4, which separates the pharmaceutical sector into a category of its own. This
was done to accommodate non-chemical pharmaceuticals, which could not be classified as

chemicals because of their nature.

The ISIC Revision 4 classification, “Manufacture of pharmaceuticals, medicinal chemical and

botanical products” includes the following:

= Manufacture of medicinally active substances
= Processing of blood
= Manufacture of medicaments

» Antisera and other blood fractions

» Vaccines

» Diverse medicaments including homeopathic preparations
= Manufacture of medical diagnostic preparations

= Manufacture of radioactive in-vivo diagnostic substances

= Manufacture of biotech pharmaceuticals

For the purposes of this study, the ISIC Revision 4 classification of the pharmaceutical sector
will be adopted. This classification is ideal in that it is all-inclusive and covers the growth
opportunities identified in the 2010/11 to 2012/13 IPAP 2 for the pharmaceutical industry.

2.2 STRUCTURE AND KEY PLAYERS

The pharmaceutical industry is a knowledge-intensive sector, comprising research and
development (R&D), manufacturing, sales and marketing of pharmaceutical products. Figure 1,

below, summarises the key activities in a ‘generic’ pharmaceutical value chain.

In the South African context, there is very little research and development work, but the majority
of both innovator and generic companies have a modified value chain wherein the R&D

components as well as manufacturing are largely not applicable.

5 International Standard Industrial Classification of All Economic Activities, Rev.4, United Nations Statistics Division;
The International Standard Industrial Classification of All Economic Activities is a United Nations system for
classifying economic data.
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Figure 1. Pharmaceutical Value Chain

Research &
Development

Registration

Distribution

Sales &
marketing

The sector can very broadly be divided into the R&D, or innovator / ethical drug industry, and
the generic industry, although the boundaries between the segments have blurred significantly
in the last few years, and a new hybrid model is gaining prominence. This is partly because of
declining innovator pipelines, and slowing pharmaceutical industry growth in the developed
economies (especially of innovator products) and the entry of innovator companies into the fast-

growing generic segment, especially in the so-called emerging markets.

As a fairly developed market with sophisticated consumers and world-class clinical skills, as well
as being the gateway into Africa, South Africa is host to subsidiaries of the leading large global
multinational corporations (innovator and generic), large listed, and small privately held local
companies. There are a number of companies that have also formed joint ventures (for
example, Venture Pharm and Dr Reddy’s Laboratories) with, or act as pure distributors for

international companies.

The role-players in the pharmaceutical industry can broadly be classified as follows:

= |nnovator/multinational/foreign-owned importers, distributors and marketers
=  SA-owned manufacturing companies with plants

= Multinational manufacturing or packaging plants

= Importers of generic medicines, repackagers, marketers and distributors

= Suppliers of biological products,

= Government-funded research organisations, including universities
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= Clinical trial units of universities, private medical practices and private organisations.

According to CHIETA, the pharmaceutical industry is one

of the biggest beneficiaries of discretionary grants and | REESSEIRIESECIEIEUl SRIEIgN 0]
countries, aannd owns 5
the third-largest contributor of skills development levies. manufacturing facilities locally and
several internationally,

There are 112 pharmaceutical companies that pay skills
e . ® Adcock is the largest manufacturer of
development levies.” Based on the requirement of the OTC medicines in SA, and has 4
local manufacturing facilities and 1

Skills Development Levies Act which requires all ETEEEE

organisations with a payroll exceeding R500 000 per | e VIS oo (PY S Bt
manufacturing facility, and has a
licensing, supply and technology

payroll, it can be assumed that this is the number of | EGESIAVIURCERURED

annum to pay a 1% skills development tax on their

registered pharmaceutical companies in South Africa.

The top ten corporations by value in South Africa include Aspen Pharmacare, Pfizer, MSD,
Adcock Ingram Healthcare (Pty) Ltd, Sanofi Aventis, Astra Zeneca and Cipla Medpro.” The
three biggest local companies are Aspen Pharmacare with 15.4% value market share, Adcock
with 9.5% and Cipla Medpro with 5%.2 Aspen and Adcock have international operations, mostly
on the continent, with the former also being active in North and South America, Australasia and

Europe.

2.3 SIZE AND VALUE

South Africa has a growing and dynamic pharmaceutical industry comprising a number of global
innovator R&D companies, some of which also operate hybrid models with own generic
divisions, and fully fledged generic companies. Strategically, the industry is positioned to supply
many of the African markets. Compared with other African countries, the South African industry
has the two largest manufacturers on the continent — Aspen Pharmacare and Adcock Ingram,

with the former being a global top-ten generic company.

Although the South African pharmaceutical industry comprises only 0.2% of the world
pharmaceutical market,® it is the largest in Africa and is estimated to be worth about R 21.0

billion at ex-manufacturer’s prices as at June 2010, of which generic drugs accounted for 57%

& CHIETA Sector Skills Plan 2009-2010, www.chieta.org.za.
"IMS TPM 2010
® Ibid.

° Deloitte (2010), Insights into the high-level financial contribution of the Pharmaceutical Industry in South Africa
report for the Pharmaceutical Task Group.
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by volume and about 24% by value.’® The future growth of the sector is projected at a

compound annual growth rate of 22% between 2010 and 2013."*

The industry serves both the private sector market, which caters for about 15% of the
population, and the public sector tender system, which caters for the remaining 85%. In 2009, it
was estimated that the public sector purchased about R4 billion'* worth of pharmaceuticals.
These were a mix of essential drugs such as ARVs, TB drugs, vaccines and other commonly
used medicines for common ailments like high blood pressure and diabetes, among others.

The private sector buyers, on the other hand, are a diverse group and include dispensing
doctors, retail pharmacies, wholesalers, private and mine hospitals, and group buyers who
supply funded health care programmes.

2.4 EXPORTS AND IMPORTS

Although South Africa has a competitive industry, it is beset and bedevilled by critical and
severe skills shortages, and by a lack of competitive and well-developed supporting industries.
Consequently, the country is a net importer of pharmaceuticals, unlike similar developing
countries like India and Brazil. Currently, South Africa imports the bulk of its pharmaceuticals
from the following countries: India, Germany, USA, France, and UK and exports to mainly
African countries including Kenya, Nigeria, Zambia, etc.® Total imports in 2010 amounted to
R15.1billion, up from R13.5 billion in 2009, an increase of 11.85% over a 12-month period.

Although the closure of plants by multinationals has been viewed as a key contributor to the
industry’s contraction and subsequent increase in imports, the latter is a complex and multi-

factorial issue that can be attributed to the following:

= the lack of local investment in new manufacturing plants,

= a scarcity of critical skills,

19 1Ms TPM 2010

™ yasmin Mahomedy (2010), Research Report on the Manufacture of Pharmaceuticals, Who Owns Whom (Pty) Ltd,
Johannesburg.

2 DTl Data

13 Deloitte (2010), Insights into the high-level financial contribution of the Pharmaceutical Industry in South Africa
report for the Pharmaceutical Task Group.

14 DTI — Pharmaceutical Trade Data
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= an unfavourable pharmaceutical investment environment when compared with global
centres of excellence like Singapore and Puerto Rico (tax regimes, incentives, skills
bases etc.),

= acomplex regulatory and policy environment,

= the dominance of India and China in the critical area of API supply,
= weak related and supporting industries,

= smaller population/market size,

= Global trend towards consolidation and merging.

Consequently, South African pharmaceutical manufacturers and formulators are reliant upon a
high volume of imports, estimated at between 60-90% of the inputs for their drugs, mainly from
India and China in the case of generic products, or from other overseas manufacturers.*

The increase in imports is evident in the declining exports. Total exports in 2010 amounted to
R937million, down from R1.31 billion in 2009.'® There was an average annual growth of 13% in
exports between 1992 and 2009. This declined sharply, by 40%, in 2010. It is worth noting in the
context of IPAP 2 that an industry that is considered to be non-competitive and with no
prospects for growth, local company Aspen Pharmacare is a top ten global generic company
and supplies international buyers such as Clinton Health Access Initiative (CHAI) and a host of

PEPFAR and Global-Fund—funded programs on the continent.

Given the imbalance between imports and exports, the trade deficit widened significantly
between 2003 and 2010, bringing the total deficit in 2010 to R14.1 billion, up from R5.2 billion in
2003."

> Maloney C and Segal N (2007), The Growth Potential of Pharmaceuticals Sector in South Africa, research
undertaken for the Department of Trade and Industry, Genesis, Johannesburg

8 DTI — Pharmaceutical Trade Data
7 Ibid.
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Figure 2: Imports and exports 1992-2010

Pharmaceutical Imports & Exports 1992-2010
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2.5 PoLICY AND REGULATORY ENVIRONMENT

The South African healthcare and pharmaceutical sectors have undergone momentous policy
and regulatory changes since the advent of democracy in 1994. These changes sought to
address the disparities of the past, while at the same time striving to address the constitutional
obligation of the state in terms of Section 27 of the South African Constitution.’® The resultant
policy and regulatory framework had the sole intention of improving universal access to safe,
efficacious and affordable quality healthcare services. It is within the context of these policy and
regulatory reforms that the South African pharmaceutical sector should be understood. Below,
we list and summarise the key regulations that are critical to understanding the changes that

have occurred in the sector since 1994.

a) The National Drug Policy of 1996: The stated goal of the National Drug Policy was “to
ensure an 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”

'8 The South African Constitution — “Everyone has the right to have access to — a) health care services, including
reproductive health care”. Section 27 (1) (b) of the Constitution further mandates the state to “take reasonable
legislative and other measures within its available resources to achieve the progressive realisation of the right”
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b) Medicines and Related Substances Control Act of 1997 (as amended): This act
provided for mandatory generic substitution, for the establishment of the Medical Control
Council (MCC), for the setting of single exit price regulations, for the regulation of
dispensing fees for pharmacists and logistics fees, for International benchmarking, and

for pharmaco-economic evaluations, among others.

c) Single Exit Price regulations (2003): These flowed from the Medicines Act and were

promulgated with the aim of controlling the prices of medicines.

d) The Patent Act of 1978, amended in 2002: This act covers and deals with all issues
related to intellectual rights such as trademarks, patents, copyrights among others. It was
amended to include provisions for early working, and the Bolor provision, which is
supportive of the early entry of generic medicines.

Alongside the above regulations, it is important to note that like much of the developing world,
South Africa is also grappling with the inherent conflict between its health and industrial policies
and their objectives. If not carefully managed, this conflict has the potential to affect access

negatively and inhibit the growth of the local pharmaceutical industry.

In addition, it should be noted that globally the pharmaceutical sector is one of the most heavily
regulated industries, given the need for authorities to ensure that the products to which the

public are exposed are safe, efficacious and of good quality.

2.6 GOVERNMENT INCENTIVES

The pharmaceutical industry is a very high technology industry that requires massive capital
outlays for plant construction and plant upgrades. Further, given the evolving nature of
pharmaceutical science and continuing current Good Manufacturing Practices (cGMPSs),
investments in the sector, and the accompanying skills training, capacity building is a never-
ending process. To this extent, governments around the world have accepted the need for
targeted and catalytic interventions that help to not only sustain but also grow the sector and

enhance its competitiveness.

The South African government similarly has incentive schemes that are very important to the
growth of the sector and particularly to promoting and supporting local manufacturing. These
incentives are governed by the Income Tax Act No 58 of 1962 as amended and the Revenue
Laws Amendment Act 29 of 2008.
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DTI has two incentives programmes that are relevant to the pharmaceutical sector as far as

IPAP 2 growth opportunities for the sector are concerned. These are summarised below:

Section 12i Tax Allowance Incentive (12i TAI): This is a fairly new incentive scheme in the
form of a structured tax allowance programme based on investment in new manufacturing
assets and skills training. The 12i TAlI was formulated with the explicit aim of accelerating
economic growth in the industrial sector in support of the objectives of IPAP 2. It puts an
emphasis on job creation, skills training and energy efficiency. The objectives of the

incentive programme are to support the following:*

= |nvestment in manufacturing assets, to improve the productivity of the South African
manufacturing sector;

= Training of personnel, to improve labour productivity and the skills profile of the labour
force.

The 12i incentive programme targets greenfield and brownfield projects as well as projects that
are classified under 'Major Division 3: Manufacturing' according to the Standard Industrial

Classification (SIC) of all industrial activities.

Enterprise Investment Programme (EIP): An investment programme was launched in
2008 with the aim of providing sector-specific financing in order to stimulate growth. EIP has
two sub-programmes, namely the Manufacturing Investment Programme (MIP) and the
Tourism Support Programme (TSP). The aim of MIP is to stimulate growth within the
manufacturing sector, in line with the National Industrial Policy Framework objectives.?’ The
support is offered in the form of an investment grant of up to 30% of the value of
investments in machinery, equipment, commercial vehicles, land and buildings for new and

expansion/upgrading projects.

In addition to the DTI incentive programmes, the Department of Science and Technology (DST)
also runs a research and development tax incentive programme: The Research and
Development (R&D) Tax Incentive Programme21 was introduced in November 2006, in terms of
Section 11(d) of the Income Tax Act. It is administered by the Department of Science and

Technology (DST) in conjunction with the South African Revenue Service (SARS). The aim of

19 Programme Guidelines — Enterprise Investment Programme: Manufacturing investment Programme, issued March
2009, www.thedti.gov.za.

20 |hid.

% pepartment of Science and Technology, www.dst.gov.za.
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the scheme is to encourage innovation and scientific and technological research in South Africa

and is targeted at all South African enterprises irrespective of size and the sector.

2.7 DRIVERS OF GROWTH

The growth of the South African pharmaceutical sector, especially the generic segment, has
been largely driven by the following factors:

» Patent expiries of many blockbuster” molecules

= The HIV/AIDS epidemic and a treatment programme that is the largest in the world

= |ncreasing acceptance and use of generic medicines

= Anincrease in diseases of lifestyle

= An aging population requiring chronic care

= A greater number of people now accessing health services

= A shrinking health budget and the need to contain costs.

In the next chapter, the pharmaceutical sector IPAP 2 growth opportunities are discussed, and

some of the drivers of growth, especially with respect to HIV/AIDS, are discussed in detail.

22 A blockbuster molecule is a drug product with sales of US$1 billion or more per annum.
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Chapter 3: IPAP 2 Growth Opportunities

The previous chapter highlighted some of the key challenges facing the pharmaceutical sector,
which include a contracting local manufacturing sector vis-a-vis increasing imports and a
widening trade deficit, a shortage of skills, the HIV/AIDs pandemic and government’s spending
on HIV/AIDs treatment as well as the urgent need to put more people on treatment. These
constitute a good enough justification for promoting local production as advocated by IPAP 2.

This Chapter provides a brief overview of the current markets of the above-stated IPAP 2
growth opportunities for the South African pharmaceutical sector.

3.1 APIS FOR KEY ANTIRETROVIRAL DRUGS

According to the United Nations’ AIDS 2009 HIV and AIDS estimates, South Africa had 5.6
million people living with HIV, making it one of the top five countries in sub-Saharan Africa with

the highest HIV prevalence and epidemic.?®

Over the past five years, the country has
undertaken a rapid scale-up of antiretroviral therapy (ART) and now runs the biggest treatment
programme in the world.?* The country has a comprehensive plan for the management,
treatment, care and support of HIV and AIDS, which has enrolled over 1.4 million people on
ARV treatment in the public sector” and an estimated 100 000 in the private sector.?® It is
estimated that the AIDS treatment plan will expand to treat between two and three million
people over the next decade.?’ This will lead to increased imports for both finished formulations

and APIs, leading to an increasing trade deficit.

The 2010 ARV tender®® value was ZAR4.16 billion. Given that the API constitutes between 70
and 90% of the finished product,?® the APIs required to fulfil this tender are estimated to be

around R3 billion. Currently, local manufacturers of ARVs import all the APIs required for the

% Global Report: UNAIDS Report on Global AIDS Epidemic, 2010; WHO Library Cataloguing in Publication Data.
4 South African Department of Health

% Minister of Health’s Budget Vote Speech, June 2011

% 2010/11 to 2012/13 Industrial Policy Action Plan, DTI, February 2010.

" Guthrie T et al. (2010); The long run costs and financing of HIV/AIDS in South Africa; Report prepared for aids
2013 Costs and Financing Working Group; Washington, DC; Results for Development Institute.

% RT71-2010MF — The Supply and Delivery of Antiretroviral Drugs to the State for the period 01 January 2011 to 31
December 2012.

2 Maloney C and Segal N, (2007); The Growth Potential of Pharmaceuticals Sector in South Africa; research
undertaken for the Department of Trade and Industry; Genesis, Johannesburg.
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manufacture of finished formulations.*® From an industrial policy point of view, this situation is
untenable in the long run, and is a very strong motivation and imperative for the local production
of these APIs.

3.2 REAGENTS FOR HIV AND AIDS DIAGNOSTICS

Given the high burden of HIV/AIDS in the country, and the importance of HIV testing in the
management of the disease, the consumption of clinical diagnostic kits is considerable. The
2009 government rapid test kit tender (RT41-2009ME) called for almost 12 million rapid test kits
(screening and confirmatory) valued at R52 million at the time of award.** The volumes
increased significantly with the advent of the HIV Counselling and Testing (HCT) campaign
initiated by the Ministry of Health in April 2010. While there are very few figures available for
private sector usage, there are multiple private companies that offer testing services to large
corporations, testing millions of people each year. The minister of health reported to Parliament
in his recent budget vote speech that since the HCT campaign was introduced in April 2010,

11.9 million people had tested for HIV.*

As with pharmaceutical products, the bulk of the diagnostic products on the market are
imported, with the major local suppliers sourcing products from China, India and South Korea.
The unassailable fact is that very much as with HIV / AIDS medications, the country imports the
bulk of what it uses, and there is a great opportunity under IPAP 2 to redress this.

There are some private companies, research institutions and universities that are already
researching, developing and manufacturing diagnostics locally, although not much was revealed
about their endeavours during this research. In implementing IPAP 2 objectives for the
pharmaceutical sector, it will be worth learning more about what they are doing with a view of

learning from their experiences and determining how they can be involved.

3.3 VACCINES

Globally, vaccines have emerged as one of the most important, successful and affordable public
health tools. The first ever expanded immunisation programme was introduced by the World

Health Organisation in 1974 with the intention to vaccinate all children below the age of one

®p Walwyn (2008); Briefing note for the pharmaceutical industry; proposed support for the local manufacture of
active pharmaceutical ingredients; prepared for the Department of Trade and Industry.

31 National Treasury Contract Management; http://www.treasury.gov.za/divisions/sf/ostb/default.aspx
32 Minister of Health’s Budget Vote Speech, June 2011
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against what were then leading killer diseases. The programme has evolved since then to
include new vaccines against newer threats. The South African government also introduced an
Expanded Programme of Immunisation (EPI) in 1995. The programme initially covered polio,
diphtheria, tuberculosis, pertussis, measles and tetanus. Subsequently, other vaccines for

Hepatitis B, Heamophilus influenzae, pneumococcal and rotavirus were introduced.

South Africa imports the bulk (estimated at Ribillion in 2010)* of the vaccines used in the EPI
and in the private sector. Prior to this