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Antiretroviral (ARV) medicines are used in the management of 

HIV/AIDS. They do not completely cure the infection but offer 

long term remission and reduction in viral load, allowing HIV 

positive individuals to lead normal lives and avoid the 

progression of the disease to AIDS. When manufacturing ARVs, 

the most cost-intensive part is the production of Active 

Pharmaceutical Ingredients (APIs). An API is any substance or 

mixture of substances intended to be used in the manufacture 

of a medicinal product and that, when used in the production of 

medicine, becomes an active ingredient of the Finished Dosage 

Form (FDF). Such substances are intended to furnish 

pharmacological activity or other direct effects in the diagnosis, 

cure, mitigation, treatment, or prevention of disease or to affect 

the structure or function of the body. The production of 

Antiretroviral (ARV) APIs makes up approximately 70% to 80% 

of the cost of the ARV finished products and the establishment 

of regional API production will capture a significant portion of the 

ARV value chain as there are currently no ARV API 

manufacturers.   

 

The Joint Action “Support Towards Industrialization and the 

Productive Sectors (SIPS) in the SADC region” is aiming to 

enhance private sector participation in the  ARV value chain as 

it offers both a public health and an economic opportunity for the 

SADC region because of the significant disease burden of 

HIV/AIDS and the resulting ARV market size. 

 

Chemical Process Technologies Pharma Pty (Ltd) (CPT 

Pharma) is a privately owned South African company currently 

manufacturing animal health medicines and fine chemicals, 

including APIs used in the formulation of animal health 

medicines. The company is diversifying into the manufacture of 

human medicine APIs.  CPT Pharma and a specialised research 

group, Medicines-4-All (M4All) (Virginia Commonwealth 

University), are collaborating to adopt and commercialize a 

cost-effective and innovative method of manufacture for 

dolutegravir sodium developed by M4All. Dolutegravir sodium is 

an ARV API used in current HIV/AIDS first-line treatment. 

 

 

A grant provided by the Joint Action SIPS will allow CPT Pharma 

to adapt the manufacturing procedure developed by the M4All 

group by repeating the chemistry in the laboratory to confirm 

results, identify conditions that will be difficult to execute on 

larger scale manufacture, develop alternative process 

conditions and test methods for starting materials and final API. 

The grant will support the purchase of starting materials, access 

to external experts and staff costs during the first phase of this 

project. The success of this critical phase will pave way for 

larger-scale production and commercialization of the API. 

 

To support their activities, CPT Pharma will take on Masters 

students for research internships, including those in 

pharmaceutical manufacturing-related programmes supported 

by the Joint Action. A successful project will contribute to 

development of the regional ARV and associated Value Chains. 
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Expected Output Proof of concept of the manufacturing 

process for dolutegravir sodium. 

SDG and Regional 

Strategies Targeted 

SDG 3: Ensure healthy lives and promote 

well-being for all of all ages 

Innovation Manufacture of ARV API in the SADC 

region using innovative routes of synthesis 

Regional Trade Aims to export to ARV producers in SADC 

Member States and beyond 


