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1.  Background  

Quality Assurance is a critical element in the effectiveness of the male latex condom and it is 

specifically a core element in the processes of procurement of condoms by the WHO, UNFPA 

and other development partners. However, despite the robust Quality Assurance 

programme by the UNFPA, several countries in Eastern and Southern Africa (ESA) have 

started post-shipment testing of condoms that are procured from WHO/UNFPA pre-

qualified suppliers and which also underwent the mandatory pre-shipment quality 

compliance testing. Assessment of Comprehensive Condom Programming (CCP) and 

reproductive health commodity security (RHCS conducted) conducted by the UNFPA 

Eastern and Southern Africa sub-Regional Office in May/June 2011, indicated that a total of 

thirteen countries would require post-shipment testing of condoms irrespective of their 

being sourced from pre-qualified suppliers . these countries are Botswana, Burundi, DRC, 

Eritrea, Ethiopia, Malawi, Namibia, Rwanda, South Africa, Tanzania, Uganda, Zambia and 

Zimbabwe.   A further nine countries (Botswana, Burundi, DRC, Eritrea, Ethiopia, Malawi, 

Uganda, Zambia and Zimbabwe) require both pre- and post-shipment inspection.   

 

Post-shipment testing within a significant number of these countries is done by laboratories 

that are yet to be accredited and the standards vary significantly in the region. It is 

therefore important to create consensus and work towards a harmonized approach in the 

sub region, and agree on how best limited resources may be used along the supply chain for 

the maximum benefit of clients. Regional bodies like Southern African Development 

Community (SADC), Common Market for Eastern and Southern Africa (COMESA), East 

African Community (EAC), Inter-Governmental Authority on Development (IGAD) and the 

African Union (AU), as well as country regulatory authorities need to agree on a common 

approach based on evidence to assure the quality of condoms used in the sub-region.  

 

Presently there are two general broad policy options that include:   

1. to uphold pre-shipment testing with an enhanced participation of national regulatory 

authorities in the Prequalification Programme, monitoring of manufacturers’ performance 

and pre-shipment testing 

2. to adopt post-shipment confirmatory testing subject to events occurring in-transit (damage 

to containers, delays in shipment, etc) to the ISO 17025 accreditation conformance of the 

National Labs; whether the Labs should be regional, per country; what support would 

required of the partners. 
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2.  Justification for each Policy Option:  

The pre-shipment testing; pre-shipment testing for a large volume supplier has the 

following advantages: ability to stop unacceptable products from leaving the factory and 

being shipped to countries, elimination of delays due to shipping and clearance, allowing 

any necessary replacements to be provided in the minimum possible time, concentrating 

testing in very experienced, specialized, accredited laboratories, consolidating test results 

so individual results can be interpreted with the aid of other results from the same factory, 

allowing early warning of problems, reduced testing costs due to the use of high volume 

facilities.  

 

Post-shipment Confirmatory testing; the main advantage of post-shipment testing is that 

it can discover damage caused during shipment of the products. While this appears 

important, and may be so for shipments of unknown origin, UNFPA’s prequalified factories 

are all required to conduct real time shelf life studies at 30℃. If products conform with the 

shelf life requirements, it is extremely unlikely that they will be seriously harmed during 

shipping. 

 

3.  Recommendations:  

Whereas the workshop was concerned with post-shipment testing of condoms, the meeting 

resolved that other issues in the value chain required to be addressed in the following 

chronology: 

a) Pre- Qualification of manufacturers 

b) Accreditation of condom testing laboratories 

c) Pre-shipment testing of condoms 

d) Post-shipment testing of condoms 

e) Post-Marketing Surveillance of condoms 

The meeting further noted that all components within the Quality Assurance chain are 

inter-dependent; an intervention at any level impacts on the other stages. Therefore, in 

view of the fore-going, the meeting recommended as follows:  

a) Pre-qualification:  

All Member States should be involved and participate in all pre-qualification 

processes. (* Reff.WHO ) 

b) Accreditation of testing laboratories: 
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Member States should strive to achieve accreditation of their laboratories as per 

international requirements   

c) Pre-Shipment Testing:  

Development Partners should strive to strengthen confidence among Member 

States in pre-shipment testing programmes by facilitating their participation in 

pre-shipment verification of conformity. 

d) Post-shipment Testing;  

 Member States should work to build capacity for post-shipment testing 

programmes. 

 Each Member State should have a comprehensive and effective post-shipment 

programme that reduces lead time while ensuring quality. 

  Individual Member States may waive post-shipment testing based on stipulated 

national regulations. 

 In the event that condom batches fail a post-shipment test and the results are 

contested, an independent third party accredited laboratory should be used to 

verify the results. 

e) Post-Marketing Surveillance: 

 Member States should institute a post-marketing surveillance programme.  

 RECs should work towards establishment of reference Condom testing 

laboratories. 

 Member states should institute operational research on Quality Assurance to 

inform policy.   

 Member States to strengthen in-country coordination and partnerships for QA of 

condoms. 

 RECs should seek to harmonize Quality Assurance processes among Member 

States. 

 Member States should improve the quality of warehousing and transportation 

conditions at all levels to maintain reputable supply chain management. 

 

4.  Conclusion:  

It is on the this basis that the meeting resolved that the UNFPA officially the action of AU 

and the RECs on the above recommendations by end of August 2012 and that the national 

participants, through the UNFPA COs would facilitate the sharing of the draft position paper 

with the relevant national stakeholders and RECs by end of September 2012. 


