

Quality Assurance for Procurement of Health Products 
Is the Product part of the WHO catalogue?

Is the product: 
· Part of WHO Model Lists of Essential Medicines (EML); or 
· Part of National EML; or
· Part of National Treatment Guideline(s); or
· Part of medical devices/laboratory items whose technical specifications have already been defined and the compatibility checked. (Relevant form to complete)



· 
· 

QA already done at HQ 

Yes
No



This requirement is not part of the WHO Mandate (e.g.  routine immunization, innovative health products, reproductive health products, TB medicines, etc.);
Or 
The quality of the health product procured within the country cannot be guaranteed, the risk for the Organization is too high 


Exceptional approval by the Technical Officer at CO or RO or the WR

Yes
No

Send request to RO or GPL (HQ/OSL) for processing


Will the lead time of the international supplier accommodate the needed timeframe of the emergency response?


	No
Ensure:
·  Quantity must be at minimum to meet immediate needs; and 
· Availability is immediate (lead supply time of supplier identified at CO level is short compared to international shipping lead time); and 
· Registration of the product in the country is mandatory; and  
· Sample must be retained for testing (issue at a later stage); and  
· QA is done by the technical team at CO level and endorsed by the WR; and 
· Relevant Form (to be completed) need to be filled in and upload in the system (GMS/BMS). 
· QA validation (Product and distributor/manufacture) 
· Does the nature of the product allow local procurement (No cold chain such as vaccine or immunosuppressive/antineoplastic medicine)? and 
· Does the maturity of the country allow local procurement in the country? Only in ML3, ML4 countries (check the list: https://www.who.int/initiatives/who-listed-authority-reg-authorities).
QA check lies with the country 
QA check lies with RO or HQ
Yes
 GPL Issues the Purchase Order, and QA
 must be done by the QA team at RO or HQ  
No


Yes

Explore Local Procurement (meaning the Country Office undertakes the complete procurement process


                    






Frequently asked questions on the QA process flow
Q1: What is meant by a “short lead time”? 
Suppliers have different lead times to make supplies available to the Country Office. Depending on the specific requirements of the emergency response, the Country Office team may opt for a local supplier (with a shorter supply lead time) instead of an international supplier (with a longer supply lead time). 
Please refer to the following example for explanatory and illustrative purposes only: 
· Country Office XYZ uses a Long-Term Agreement (LTA) to procure paracetamol through an international supplier. The international supplier has a supply lead time of four months. 
· In response to a graded emergency, Country Office XYZ needs paracetamol in a maximum of 3 weeks. In this case, Country Office XYZ can decide to contract a local supplier if the local supplier can provide the same medical supplies within a shorter period (less than four months, in the present example).  Nevertheless, if the international supplier can meet the required supply lead time, the Global Procurement and Logistics Unit (GPL) will proceed and issue the Purchase Order (PO) accordingly.   

Q2: WHO leads Quality Assurance checks across the three levels of the Organization?   BOS/SUP leads on Quality Assurance at the HQ level. Each Regional Office has in place a designated Technical QA team.

For Country Offices, Heads of Office/Country Office Representatives establish a technical team based on experience and expertise in procurement and quality assurance of health products.  

Q3: What is meant by “quantity must be at minimum”?
This means the quantity to be purchased should be limited to the shortfall/requirement needed in the emergency timeframe (e.g., 2-3 weeks, as in the example shared in Question 1 above). Items to be purchased should be items to address the emergency that could not otherwise wait for the anticipated timeframe of the international LTA supplier (e.g., for four months from the international LTA supplier, as explained above in Question 1). 

Note: Approval form for procurement on an exceptional basis, medical devices technical specifications form, and form for compatibility check of laboratory supplies are under development and testing.
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