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RECs 

Number 
of 
member 
countries 

GDP 
(US$  
billion) 
    

Growth (%) Population 
(Million) 

Pharmaceutica
l market (US$ 
billion) 

EAC (The East African Community) 5 134.6 5.9% 70 1.1 
COMESA (Common Market for Eastern and 
Southern Africa) 14 440.8 5.3% 446 2.7 

ECOWAS (Economic Community of West African 
States) 15 295.3 6.7% 310 2.9 

SADC (The Southern African Development 
Community) 15 269.6 5.23% 472 5.6 

UMA (Arab Maghreb Union) 5  391.8   3.6% 87  5.2 
IGAD (The Intergovernmental Authority on 
Development)  7 129.9  6.1% 207  1.7 

CEN-SAD (The Community of Sahel-Saharan 
States) 27  790.2   5.2% 543  4.0 

ECCAS (The Economic Community of Central 
African States) 10 133.9 3.8% 175 1.0 

 
 



World Pharmaceutical Market  
($ billions, 2011-12) 

Source: IMS, IFPMA, AU 
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World Pharmaceutical Market  
($ billions, 2011-12) 

Top 10 
cities (6-9 
billion by 

2016) 

• Cairo (Egypt) 
• Casablanca (Morocco) 
• Johannesburg (South 
  Africa) 
• Cape Town (South 
Africa) 
• Pretoria (South Africa)  
• Algeris (Algeria)  
• Lagos (Nigeria) 
• East Rand (South 
Africa)  
• Alexandria (Egypt) 
• Durban (South Africa)  

Source: IMS, IFPMA, AU 
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Africa Pharmaceutical Regulation 
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More Stringent Less Stringent 

None in Africa  
SRA standard PIC/S Countries 

South Africa 

No NDRA** 

Burundi, Rwanda, 
South Sudan 

* Last published data was 2004-2008 ** may regulate through some MoH department 

Source: WHO, PIC/s, AMRH 

  
Semi Regulated* 

Kenya 

Tanzania 

Nigeria 
Other  

countries 

Ghana 

Moderately developed 
Can conduct regulatory 
functions to some 
varying degrees 

Basic capacity 

“35% The share of anti-malarial drugs tested in sub-Saharan Africa that were found to be substandard” 
Source: The Lancet Infectious Diseases journal, May 2012 



Pharmaceutical Regulatory Environment in Asia  
(and supplier countries) 
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Source: PIC/s, AMRH 

  
SRA standard 

Japan 
USA 

Europe 
Australia 
Canada 

 ++ 

PIC/S Countries 

Indonesia 

Malaysia 

Singapore 

Taiwan 

More Stringent Less Stringent 

  
Semi Regulated 

China 

India Vietnam Myanmar 



 Prevalence of poor quality drugs in 
Africa 
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China Drug Quality – Media Coverage 

‘Unregulated Chinese companies are exporting pharmaceutical ingredients with few or no 
quality checks’ 

      - As published by a UK based international news agency Reuters 
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Source: Various 
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18-Oct-14 

Chemical 
manufacturing 

Broker(s) 

Intermediate 
manufacturing 

Broker(s) 

API Contract 
manufacturing 

Manufacturing 

Aggregator/ 
Wholesaler 

Exporter 

Shipping company Importer 

Wholesaler 

Distributor 

Sub-distributor 

Retailer Independent seller 

Consumer 

The Long and Winding Multi-country Pharmaceutical Supply Chain 
From Chemical to Consumer 

Source: Empower research 

e.g. China e.g. India e.g. Africa 



Africa s Largest Pharmaceutical  
Importer and Wholesale market in Ontisha, 

Nigeria 

Drugs being sold 
in the open market 
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African Private Sector Importers and QA 



African Private Sector Importers and QA 



Pharmaceutical manufacturing sites in India  
and relative quality standards 

Highest 
 Standard 

Indian 
 State DRA 
 Approved 
 Standard 

 
 
 
 

Schedule M  
(Approval by any one of India’s State Drug Regulatory Authority) 

 

9,000-10,000 manufacturing sites 1,000-1,500 manufacturing sites 

Approval by Central and State 
(WHO cGMP) 

International procurement 
agents 

WHO PQP SRA 

Approval by PIC/S and other 
NDRAs 

18-Oct-14 

Source: CDSCO; Pharmexcil data 2012; IDA, WHO PQP, Empower analysis  
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Variation in API Quality Standards 

Drug Master File 
(DMF) 

Non - DMF 

Detailed API 
information 

Little /no API 
information 

Relative quality 
(purity, impurities, 
categorisation) 

High Medium Low 

Relative cost 10 4 1 

Regulatory 
requirements 

SRA and only South 
Africa in African 

continent; International 
procurement agents also 

submit DMF 

Nigeria, Zimbabwe, 
Tanzania, Uganda (now) 

Most of francophone 
Africa, Sudan, Liberia 

and others 

NDRA inspections Yes No No 

Filing requirements 
if change in API 
source made 

Need to file a type II (major variation) which 
requires new stability studies of FPP to ensure it 

complies with original specifications of regulatory 
approval 

Minimal requirements 

18-Oct-14 

Source: Empower research 
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Searching for Quality Manufacturers 
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Registered 
products

Number of years of 
operations

Pharmaceutical manufacturer

Product range

Quality standards

Production and 
export capacity

Global clientele

DATA VARIABLES OF PHARMACEUTICAL MANUFACTURERS

Drug recalls and 
withdrawals



Pharmaceutical Production and WHO PQ 
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China has fewest number of WHO Prequalified finished products when compared to India 
and Africa 

Source: WHO PQ, UNFPA 
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Pharmaceutical Production and WHO PQ 
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China has fewest number of WHO Prequalified finished products when compared to India 
and Africa 

Source: WHO PQ, UNFPA 



Conclusions 
27 

 Sourcing QA pharmaceuticals is a major challenge 
 Ensuring QA during the procurement process is a major 

challenge 
 Ensuring QA in the supply chain is a major challenge 
 Ensuring QA APIs is a major challenge 
 Ensuring all the above for Orphan drugs with small 

markets compounds all the challenges as there are only 
1-2 alternative suppliers 

 NDRAs and DNDi have to play a key role in 
ensuringsustainable and consistent QA medicines are 
available for patients 
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