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AN OUTLINE OF THE PRESENTATION (1)

1. THE PHARMACEUTICAL SECTOR IN THE SA ECONOMY.

1.1 South Africa’s trade (imports, exports and trade balance) – all 
sectors of the SA economy.

1.2. Recent development in the global economy and the 
pharmaceutical industry affecting South Africa.

1.3  Imports and exports of pharmaceuticals; impact on the SA 
current account and trade balance. 

1.4. Pharmaceutical industry in DTI’s National Industrial Policy 
Framework (NIPF) and Industrial Policy Action Plan (IPAP). 



AN OUTLINE OF THE PRESENTATION (2)

2. FORMULATING A NATIONAL STRATEGY FOR THE 
RECOVERY OF THE PHARMACEUTICAL INDUSTRY. 

2.1 Major problem areas
(i) Divestment by MNC’s; Low level of domestic investment.
(ii) Growing reliance on imports 
(iii) Structural imbalances (no API production)
(iv) Technology gap.

2.2.  Key areas of industry’s concerns / unhappiness :
(i) Impact of price control on economic viability,
(ii) Regulatory delays,
(iii) Insufficient investment incentives,
(iv) Insufficient preference in Govt. tenders for local manufacturers,
(v) Patent law, competition law and policies. 

2.3. DTI’s interventions: NIPF – IPAP; Economic incentives (EIP-MIP, 
SIP-2 / “12 i”; Government procurement. 



AN OUTLINE OF THE PRESENTATION (3)

3. SUMMARY, CONCLUSION AND PROPOSALS .

3.1. Restoring investors’ confidence.

� Pharmaceuticals among “priority sectors” in DTI’s investment 
incentives programme,

� The role of Government tenders.

3.2. Building domestic capacity in the manufacturing of key APIs 
(ARVs, TB? Biologicals?). 

3.3. Industry’s readiness to meet the challenge of 1.7 million patients 
on ART in 2011; 2 million by 2012. 



SA ECONOMY: KEY FACTS AND FIGURES
South Africa’s total trade: Overall trade balance to June 2009

Monthly data [thousands of Rands]



SA ECONOMY: KEY FACTS AND FIGURES
South Africa’s Balance of Payments -

Balance on Current Account, 2001 – 1st Q 2008

R millions Quarter 1 Quarter 2 Quarter 3 Quarter 4

2001 7,468 5,670 -7,738 6,076

2002 12,792 3,482 8,427 14,015

2003 1,138 -35,236 -3,052 -17,490

2004 -24,047 -48,209 -47,548 -58,720

2005 -55,511 -54,403 -65,185 -73,617

2006 -105,688 -99,704 -100,644 -143,348

2007 -132,998 -126,099 -163,309 -157,658

2008 -194,677

5007KK . Balance of Payments : balance on current 



SA ECONOMY: KEY FACTS AND FIGURES
South Africa’s Balance of Payments -

Balance on Current Account as % of GDP, 2001 to 1st Q 2009

5380KK . Ratio of balance on current account to GDP  (%)

Quarter 1 Quarter 2 Quarter 3 Quarter 4

2001 0.8 0.6 -0.8 0.6

2002 1.1 0.3 0.7 1.1

2003 0.1 -2.8 -0.2 -1.3

2004 -1.8 -3.5 -3.4 -4.0

2005 -3.8 -3.6 -4.2 -4.5

2006 -5.7 -5.9 -5.5 -8.0

2007 -6.6 -6.7 -8.7 -7.2

2008 -8.8 -7.3 -7.8 -5.8

2009 -7.0



SA ECONOMY: KEY FACTS AND FIGURES
South Africa’s Balance of Payments -

Balance on Current Account as % of GDP, 1960 to 1st Q 2009



SA ECONOMY: KEY FACTS AND FIGURES
Ranking of economic sectors w.r.t. contribution to 

South Africa’s trade deficit in 2007

No. 1: Crude oil and refined liquid fuels (net imports R 84 billion).

No. 2: Vehicles and vehicle parts (net imports R 63 Bn).

No. 3: Boilers, nuclear reactors, machinery, heavy mechanical 
equipment & parts thereof (net imports R 49 Bn).

No. 4: Electrical machinery and equipment (net imports R 41Bn)

No. 5: Pharmaceuticals (SA domestic market US$ 2.6 billion, 
imports US$ 1.95 Bn / R 13.7 Bn; exports R 1.05 billion).

No. 6: Polymers and plastics (net imports R 9 Bn).

No. 7: Precision equipment excl. med. dev. (net imports R 7.2 Bn).



NATIONAL CONTEXT 
Imports and exports of pharmaceuticals [2007]

S. African pharmaceutical market : US$ 2.6 billion (= 18 
billion Rands) at Ex Factory price level.

� Local production: US$ 660 million

� Imports: US$ 1.97 billion (including active pharmaceutical   
ingredients, intermediates, other materials).

- Imports under Customs Tariff Chapter 30: 10.45 billion 
Rands, exports 1 billion Rands (NB: This excludes active 
pharmaceutical ingredients which are almost 100% imported). 

� Overall, trade deficit in the healthcare goods sector 
(pharmaceuticals, medical devices and medical diagnostics) 
was over 22 billion Rands in 2007. 



Imports and exports of pharmaceuticals 
(Chapter 30 – pharmaceuticals; top 10 countries) 

1st half of 2009 (January to June 2009)



Imports and exports of pharmaceuticals 
(TH 30.04 – pharmaceuticals in finished dosage form) 

Jan. 1992 –June 2009



SA pharmaceutical imports 
Finished pharmaceutical products (TH 30.04)

Year Imports TH 30.04 
(R million)

Year / year growth 
(%)

2008 10,306 24.9%

2007 8,254 11.5%

2006 7,304 20.0%

2005 6,085



Imports and exports of pharmaceuticals 
(TH 30.02 – biologicals incl. vaccines, anti-sera etc.) 

Jan. 1992 –June 2009



Imports and exports of medical products 
(TH 30.05 – “medical textiles”) 

Jan. 1992 –June 2009



Imports of pharmaceuticals, top 15 countries 
Finished products (TH 30.04), R ‘000 Jan. to Dec. 2007

Country
Imports (R 

‘000)  
% of total 
TH 30.04

Rank in 
2007

 GERMANY 1,069,388 12.9% 1
 UNITED KINGDOM 872,224 10.6% 2
 FRANCE 762,606 9.2% 3
 SWITZERLAND 692,227 8.4% 4
 UNITED STATES 631,245 7.6% 5
 ITALY 568,208 6.9% 6
 INDIA 552,067 6.7% 7
 AUSTRALIA 435,856 5.3% 8
 IRELAND 382,044 4.6% 9
 NETHERLANDS 356,549 4.3% 10
 DENMARK 286,855 3.5% 11
 BELGIUM 271,780 3.3% 12
 SWEDEN 258,271 3.1% 13
 SINGAPORE 255,918 3.1% 14
 SPAIN 219,201 2.7% 15

TOTAL TH 30.04 8,253,919

TOTAL Chap. 30 10,442,573



SA pharmaceutical exports, top 10 countries 
Finished products (TH 30.04), R ‘000. in 2007 and 2006

Country
SA exports 

in 2007
SA exports 

in 2006
 KENYA 89,460 71,632
 ZAMBIA 81,150 46,252
 NIGERIA 41,547 26,704
 UGANDA 54,014 15,559
 AUSTRALIA 32,076 47,738
 ZIMBABWE 35,752 25,720
 MAURITIUS 29,786 21,140
 GERMANY 25,980 16,952
 UNITED KINGDOM 13,324 17,516
 UNITED STATES 9,096 2,045
TH 30.04 Total Exports 604,802 437,227
Chap 30 Total Exports 1,007,722 819,336



Dependence on API imports
Imports of pharmaceutical active ingredients (APIs), 

top 10 supplier countries, 
Antibiotics (TH 29.41) imports (thousands of Rands)

Country
name 2007 2006 2005 2004 Rank

 CHINA 44,385 30,862 23,997 21,494 1
 UNITED KINGDOM 19,455 22,134 8,155 11,157 2
 ISRAEL 6,021 4,061 2,943 648 4
 INDIA 14,207 7,894 11,074 11,454 3
 BRAZIL 2,138 0 0 0
 AUSTRIA 3,232 3,778 5,069 567 7
 THAILAND 3,558 2,995 8,513 5,662 6
 SWITZERLAND 1,829 5,449 8,387 1,111 5
 GERMANY 2,092 1,978 2,278 1,534
 UNITED STATES 2,406 8,879 1,568 303
  Total: countries 150,428 127,697 117,614 80,985

2941. ANTIBIOTICS.
IMPORT (R 000)



Imports of APIs 
Vitamins (TH 29.36) imports (thousands of Rands)

Country
name 2007 2006 2005 2004 Rank %Total

 CHINA 78,539 39,189 34,802 37,043 1 36.60%
 SWITZERLAND 64,749 69,635 59,528 61,077 2 20.90%
 GERMANY 46,740 34,590 25,210 22,147 3 15.00%
 FRANCE 13,857 10,566 15,272 13,071 6 8.20%
 UNITED STATES 17,391 15,470 18,291 18,385 5 7.30%
 UNITED KINGDOM22,740 22,033 23,173 15,221 4 5.70%
 INDIA 6,772 4,979 4,014 1,666 9 2.00%
 NETHERLANDS 929 412 1,164 1,579 17 1.70%
 CANADA 13,455 11,916 2,196 8 7 1.30%
  Total: countries 291,863 222,894 197,813 183,762 0 100.00%

2936. PROVITAMINS AND VITAMINS 
IMPORT (R 000)



Imports of APIs
Nucleic acids (TH 29.34); Imports (thousands of Rands)

Country
name 2007 2006 2005 2004 Rank %Total

 INDIA 189,934 179,197 172,799 30,698 1 51.70%
 KOREA REP SOUTH41,326 4,032 11,863 3,057 3 20.00%
 CHINA 74,032 87,416 29,660 19,368 2 17.00%
 GERMANY 8,562 5,919 4,395 7,822 6 3.90%
 SPAIN 5,848 7,445 5,981 4,635 8 1.30%
 SWITZERLAND 11,358 11,749 10,586 16,377 4 1.10%
 IRELAND 8,119 9,612 8,493 6,818 7 1.00%
 NETHERLANDS 1,215 888 250 782 17 0.90%
 THAILAND 4,076 4,079 2,220 2,454 12 0.70%
 ITALY 2,140 1,753 1,007 1,232 13 0.60%
  Total: countries 380,521 352,554 274,459 142,541 0 100.00%

2934. NUCLEIC ACIDS AND THEIR SALTS
IMPORTS (R 000)



FORMULATING TURN-AROUND STRATEGY

Major problem areas
(i) Divestment by MNC’s (37 plants closed down 

over the past 15 years); Low level of domestic 
investment; Non-GMP compliant plants unable to 
raise funds / recapitalize.

(ii) Growing reliance on imports 

- Economic burden; 

- Potential risk to security of supply; 

- Stagnant exports.

(iii) Structural imbalances (no API production)

(iv) Widening production capacity and technology gap.



KEY AREAS OF INDUSTRY’S CONCERN

• PRICE CONTROL OF MEDICINES.

• REGULATORY DELAYS (with regard to 
registration of medicines and approval of clinical 
trials)

• PATENTS AND IP POLICY AND PRACTICE.

• INCENTIVES FOR INVESTORS – not attractive 
enough, compared to Singapore, Ireland etc.

• STATE TENDER RULES – no protection for 
local manufacturers against competition from 
low-cost countries.  



Pharmaceutical industry in Government’s 
Industrial Policy

DTI’s National Industrial Policy Framework (NIPF) and 
Industrial Policy Action Plan (IPAP) included the 
pharmaceutical industry among the “lead sectors”
targeted for economic intervention. 
Cabinet endorsed the NIPF in January 2007 and IPAP 
in July 2007.

� Key action plan:
- Designation of the production of ARV’s as a 
“strategic industry”,
- Expand local capabilities / increase domestic 
production of ARV’s through leveraging the ARV 
tender. 



Industrial Policy : 
THE GROWING IMPORTANCE OF STATE 

PROCUREMENT

Tender Tender No. Est. Value

ARVs 
(June 2008 – May 2010)

RT 71-2008 MF R 4.5 billion

Anti-TB
(advert May 2009)

RT 78-2009 MF ± R 550 million

Antibiotics
(advert April 2009)

RT 301-2009 MF R 750 million

Family planning – anti-
conceptives (June 2009)

RT 283-2009 MF R 350 million

Oral solids
(July 2009)

RT 289-2009 MF ± R 2.2 billion 



Pharmaceutical Sector Strategy
DTI’s economic incentives

• Strategic Industrial Projects (“SIP”) (tax incentive) 
• SIP started in 2002, phased out in 2006 (last projects 

on SIP’s “waiting list” approved in December 2008).
Pharmaceutical projects - recipients of SIP incentive:

- Roche (Fansidar) SIP R 79.5 m (project cap. R 110 m) 

- Aspen-Pharmacare (OSD) SIP R 110 m (project capital 
cost est. R 170 m in 2003 / escalated to R 360 m in 2008)

- Adcock-Ingram (ARVs) SIP R 458 m (proj. cap. R 505 m) 
- Aspen-Pharmacare (steriles) SIP R 165 m (proj. capital 

cost R 170 m in 2005, escalated to R 370 m in 2008).
Out of the SIP’s total of R 10 billion in tax allowances, R 813 
million was allocated to pharmaceutical projects. 



Industrial Policy : 
INVESTMENT INCENTIVES

• R 900 million in DTI incentives given to pharmaceutical 
projects under the SIP, NIP and SMEDP programmes  
between 2003 and 2008, 

• Pharmaceutical sector amongst “priority sectors” in the 
new Enterprise Investment Programme – Manufacturing 
(EIP – MIP), which is a tax-free cash grant; 

� Agreement with DoH to use the EIP – MIP to upgrade small & 
medium pharmaceutical plants to cGMP standards); 

� Discussions concerning mandatory requirement for production 
increase.

� Recent changes to EIP-MIP rules (relaxing of some criteria)

• New tax incentive (“12 i” or “SIP-2”) to be launched in 
October 2009.  (Industry comments: mixed).



Pharmaceutical Sector Strategy
DTI’s economic incentives

• Tax incentives (“12 i” or “SIP-2”) (tax allowances).
• Long gestation: Draft Revenue Laws Amendment Bill, 

2008, and the “Explanatory Memorandum on the 
Revenue Laws Amendment Bill” published for 
comments on the National Treasury website in 
August 2008, and the new tax incentives draft in 
March 2009.

• Launch of the new tax incentive (“12 i” or “SIP-2”) by 
the DTI in October 2009.  Total tax allowance 
allocated to the new incentive:  20 billion Rands. 
NB: All economic sectors treated equally under the “SIP-2”
incentive - no priority status for pharmaceutical projects. 



Pharmaceutical Sector Strategy
DTI’s economic incentives (2)

• Tax incentives (“SIP-2”) (tax deductions / tax 
allowances).

Objective: To increase the competitiveness of 
manufacturing sectors by promoting / incentivising 
investment in advanced technologies (new products), 
equipment and skills. 
� Greenfield investment projects,
� Brownfield / expansion investment projects, and
� Substantial upgrade projects (recapitalization / 

replacement of aged / old technology equipment.



Pharmaceutical Sector Strategy
DTI’s economic incentives (3)

• Types of qualifying projects and limits:

� Greenfield investment projects: minimum R 200 
million in industrial assets (max. R 1.5 billion).

� Brownfield / expansion investment projects: R 30 
million or 25% of the value of existing assets.

� Substantial upgrade projects (recapitalization / 
replacement of aged / old technology equipment. 
R 30 mill or 25% of the value of existing assets.

• 2 levels of incentives for: 
(I) Preferred status projects and 
(II) Ordinary (qualifying) status projects. 



Pharmaceutical Sector Strategy
DTI’s economic incentives (4)

• Criteria (scoring system) to determine the status of projects:

(a) Energy efficiency (index: MWh energy consumed per R 1million 
value added); Benchmarked against applicant’s current index 
(improvement) and industry average,

(b) Other environmental considerations (cleaner production etc.)
(c) Technology innovation, new products,
(d) SME linkages,
(e) Employment creation (jobs per R 1 million capital investment), 

and
(f) Training (training expenditure as % of wage bill).
NB: To qualify for the “SIP-2” incentive, the project must score a 

certain minimum points for (e) + (f).



Pharmaceutical Sector Strategy
DTI’s economic incentives (5)

Enterprise Investment Programme – Manufacturing 
Investment Programme (EIP – MIP)

· Time-lines: EIP – MIP Launched 21 July 2008.  

Will remain available for the next 6 years, until 2014.

· An investment incentive to stimulate investment growth, in line with 
the National Industrial Policy Framework (NIPF).

· Aim: To enhance the sustainability of manufacturing investment 
projects by SME’s and to support large-to-medium investment 
projects in manufacturing that would otherwise not be established 
without the grant.

· Projects above R 5 million qualify for an investment grant between 
15% and 30% of their qualifying investment costs, calculated on a 
regressive scale, payable over two years. Grant max. R 30 million. 



Pharmaceutical Sector Strategy
DTI’s economic incentives EIP-MIP (6)

The applicant must demonstrate how the EIP - MIP gra nt is 
necessary for the project to proceed. 

Projects are expected to explore other sources of f unding 
before seeking the EIP - MIP grant funding. 

The principle is to use the EIP - MIP incentive to:

· Fill funding gaps where there is not sufficient equity for capitalization 
of the project;

· Fill funding gaps where cash flows cannot support more third party 
debt;

· Influence location of the project in favour of RSA in case where the 
investor is considering other countries for locating the project

· Satisfy the company’s internal investment evaluation criteria (IRR or 
NPV).



Pharmaceutical Sector Strategy
DTI’s economic incentives: EIP – MIP (7)



SUMMARY, CONCLUSION AND KEY POINTS
in DTI’s Industrial Policy for Pharmaceutical industry

1. Restoring investors’ confidence:
I. Reasonable approach to medicines pricing policy; 
II. Use Government procurement to boost local capacity.
III. Explore means (also political) to boost exports (Africa, LDC’s).

2. Building domestic capacity in the manufacture of key APIs (ARVs,
anti-TB (?), biologicals (?), reagents for in vitro diagnostics etc.) 
via technology transfers, investment incentives, preferences in 
Government tenders, offtake guarantees etc.

3. Preserving and encouraging good relations of SA generic industry
with the Big Pharma (through voluntary licences, technology 
transfers, joint R&D programmes etc.)

4. Looking beyond simple manufacturing; Establishing alliances in 
R&D, Promoting clinical R&D, Preparing foundations for the 
upcoming revolution in pharmaceutical technologies and treatment
(shift from small “chemical” molecules to large “biological”
molecules and individualized therapies).



THE DEPARTMENT OF TRADE AND INDUSTRY
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