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Overview 
Health Products 

Manufacturer 
Wholesale 
Distributor

Assessment based on 
the Good 

Manufacturing 
Practices

(https://www.who.int/publicati
ons/m/item/trs986-annex2)

Assessment tool based 
on the Model Quality 
Assurance system for 

Procurement agencies: 
aide-memoire 
for inspection

(https://apps.who.int/iris/handle/10
665/69721)
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Assessment based 
on the Good Storage 

and Distribution 
practices for medical
(https://www.who.int/publicatio

ns/m/item/trs-1025-annex-7) 

https://www.who.int/publications/m/item/trs986-annex2
https://apps.who.int/iris/handle/10665/69721
https://www.who.int/publications/m/item/trs-1025-annex-7
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WHO PQ program  

https://extranet.who.int/pqweb/medicines/prequalified-lists

▪ Tenofovir 300 mg tablets 

▪ PQ website indicates the 

manufacturers and the manufacturing 

sites that were audited with positive 

outcome.

▪ PQ website lists 6 different 

manufacturers & sites among which 

products can be chosen  

▪ Other manufacturers/sites outside of 

the PQ program exist, but what are 

the risks? 



API 1

Other NRAs, NGOs, 
UN agencies 

Product

(Tenofovir 300mg) 

Manufacturer & 
site 

(Cipla Ltd, Unit 4, 
Plot No L-139 to L-
147-1, S-103 to S-

105, S-107 to S-112 
& M-61 to M-63, 
Verna Industrial 
Estate, Salcette, 

Goa, 403 722, India,

National  
Regulatory 
Authority   

(INDIA & Province 
Goa) 

Document (GMP 
certificate) 

WHO PQ team 
(GMP audit) 

WHO PQ assessment 
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https://extranet.who.int/pqweb/medicines/prequalified-lists

API  1

API  2

API  3



Manufacturer & 
site 

(Cipla Ltd, Unit 4, 
Plot No L-139 to L-
147-1, S-103 to S-

105, S-107 to S-112 
& M-61 to M-63, 
Verna Industrial 
Estate, Salcette, 

Goa, 403 722, India,

National  
Regulatory 
Authority   

(INDIA & Province 
Goa) 

Document (GMP 
certificate) 

WHO PQ team 
(GMP audit) 

• Approved by WHO PQ is always a 
“pair” product/manufacturing site

• A product is linked with a 
manufacturing site + a workshop/Plot 
+ production /filling line 



Other NRAs, NGOs, 
UN agencies, 
distributors

Product

(Paracetamol 
500mg tablets) 

Manufacturer & 
site 

(XXXX,  Unit 6, 
Plot No L-

139,WS, 66022 
City, Noland

National  
Regulatory 
Authority   

(Noland & City 
Province) 

Document 
(GMP 

certificate) 

GMP assessment 

1

GMP



• A member of the International Council for Harmonisation of 

Technical Requirements for Pharmaceuticals for Human 

Use (ICH), being the European Commission, the US Food 

and Drug Administration and the Ministry of Health, Labour

and Welfare of Japan also represented by the 

Pharmaceuticals and Medical Devices Agency (as before 

23 October 2015); or

• an ICH observer, being the European Free Trade 

Association, as represented by Swissmedic, and Health 

Canada (as before 23 October 2015); or

• a regulatory authority associated with an ICH member 

through a legally-binding, mutual recognition agreement, 

including Australia, Iceland, Liechtenstein and Norway (as 

before 23 October 2015).”

PIC/S (Pharmaceutical Inspection Co-operation Scheme) 
aims at harmonizing inspection procedures worldwide by 
developing common standards in the field of GMP and by 
providing training opportunities to inspectors.
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Stringent Regulatory Authorities (SRAs) PICS  countries 

https://www.who.int/initiatives/who-listed-
authority-reg-authorities/SRAs

https://picscheme.org/en/members



WHO Listed Authorities 

• Based on the Global Benchmarking Tool (GBT) and Manual for benchmarking of the 

national regulatory system of medical products and formulation of institutional development 

plans.

▪ The WHO GBT

▪ replaces all tools previously used by WHO, representing the first truly ‘global’ tool for

benchmarking regulatory systems

▪ is designed to evaluate the overarching regulatory framework and the component

regulatory functions

▪ Foundation for evaluating and publicly designating WHO Listed Authorities (WLAs)
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Maturity Level 1,2,3 

https://www.who.int/initiatives/who-listed-authority-reg-authorities

https://www.who.int/publications-detail-redirect/9789240020245
https://www.who.int/publications/m/item/Benchmarking_manual_V2_09Mar2021


Clients (NRAs, 
NGOs, UN 
agencies) 

Product

(Tenofovir 300mg) 

Manufacturer & 
site 

(Cipla Ltd, Unit 4, 
Plot No L-139 to L-
147-1, S-103 to S-

105, S-107 to S-112 
& M-61 to M-63, 
Verna Industrial 
Estate, Salcette, 

Goa, 403 722, India,

National  
Regulatory 
Authority   

(INDIA & Province 
Goa) 

Document (GMP 
certificate) 

WHO PQ team 
(GMP audit) 

Wholesale 
distributors 

2

Wholesale 
distributor 

MQAS  ?

GSDP ?



The model quality assurance system for procurement 

agencies

The Good storage and distribution practices for medical



Useful resources

https://extranet.who.int/prequal/content/WHOg

uidance-documents

https://www.who.int/medicines/publications/ph

armprep/en/

https://extranet.who.int/prequal/content/WHOguidance-documents
https://www.who.int/medicines/publications/pharmprep/en/


Merci 
Thank you 

www.who.int


