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WHO-National Control Laboratory  

Network for Biologicals:  

Impact of sharing testing practices  

WHO Global NCL 
Network  
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Å Creation of the Network  

Å Objectives of the Network 

Å Structure 

Å Sharing of information  

Å Impact of sharing testing practices  
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WHO-NCL Network for Biologicals 
Outline   
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Background: Global access 
Sustainable Development Goal 3.8 

How to reach global access to needed 

vaccines in a timely manner? 
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Globalization of vaccine industry - 

increasing number of production sites   

More and more complex regulation  

Regulatory authorities' capacities are limited  

(developed and developing countries) 

Delay of vaccine supply ï shortages  

Duplication of efforts e.g. redundant testing, approval of 

variations  

  

Background - Global challenges  
to meet SDG goal 3.8 
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Background - WHO's vaccines testing  ̙
Challenges 
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WHO laboratories are testing vaccines of various 

manufacturers who may apply differing methods  

Occurrence of out-of-specification ï not related to quality 

Increasing number of complex vaccines ï  

test- and cost- intensive 

Increasing number of applications for PQ ï  

increased number of prequalified vaccines 

Limited resources 
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Background WHO's vaccines testing  ̙ 
Developments  

The art of partnerships, DCVMN 19th AGM, Kunming, 31 October 2018 

ü Independent testing through qualified laboratories for  

- new vaccines  

- monitoring of PQôd vaccines /other incidents  

 

ü Sharing of lot release data by WHO contract laboratories with 

WHO ï consent of manufacturers (19 agreements in place) 

ü      Harmonization of test methods  

ü      Performance of collaborative studies  

ü     Hands -on training courses  facilitated by WHO laboratories  
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Immunization has huge public health impact :  

Quality issues can affect public trust in vaccination 

PQ processes further improvement ̙  Utilisation of resources  

ü WHO: Expert hub of members of NCLôs 

ü Sharing of quality information with recipient 

countries 

Effective global regulation is only possible through 

collaboration and information-sharing  

ü Creation of an infrastructure 

  

           

Background WHO's vaccines testing  
 ̙Directions  
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WHO's response to global challenges:  
Creation of a global control laboratory network  
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ü WHO called for stakeholder meeting in Bilthoven, The Netherlands,  

      30 August - 2 September 2016 

 

ü Representatives from: 

 21 NCLs involved in testing 

  WHO- prequalified vaccines 

 Manufacturersô associations 

 DCVMN & IFPMA 

 European Directorate for the 

  Quality of Medicines 

ü agreed on the creation of a  

WHO national control laboratories network 
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WHO ï global mandate (194 Member States), established ToR 

Responsible NRAs/NCLs in producing countries have: 

- Best oversight of PQôd vaccines and testing methods 

- Functional vaccine regulation and laboratories  

Reliance on responsible national laboratoriesô release testing  

æ Impact on recipient countries: 

 

    

WHO-National Control Laboratory  
Network for Biologicals launched with its  

1st General meeting in 2017  
 

 
 

Reduce 

redundant 

testing  

 

Save costs 

 
Reduce the risk 

of inaccurate 

results 

Accelerated 

access to 

vaccines 
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ü WHO serves as secretariat of the Network 

 

ü Network membership: 

Á Full Members: NCLs from countries producing WHO-prequalified 

vaccines (or other biological medicinal products), and WHO-

contracted NCLs Č provide and share vaccine information 

Á Associate Members: NCLs or NRAs in countries that are recipients 

of UN-procured vaccines (or direct purchases) Č receive 

information ï Reliance and Recognition 

 

Observers (UN procurement agencies, manufacturer associations and 

other stakeholders) 

 

 

Structure of the Network for Biologicals  
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Objectives of the WHO NCL Network for 
Biologicals  
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ü Share quality and technical information  

ü Facilitate recognition of lot release of the responsible NRA & NCL (as 

defined in WHO TRS, No. 978, annex 2) by recipient countries 

ü Promote the development of harmonized common standards and best 

practices, including the use of the 3R principles 

ü Contribute to and support test harmonisation, and to provide input to future 

development/ revisions of WHO guidelines 

üSupport strengthening of the NCLôs Network through technical 

assistance/ training 

 

üMake information available to strengthen the recognition of 

WHO prequalification globally 
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Eligible and current members  

6 
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Full members 

Eligible full members 

Associate members 

Eligible associate members 
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Achievement - Full memberships: 
19 signed agreements to date  
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Australia France Senegal 

Belgium Germany South Africa 

Brazil India Sweden (in process) 

Bulgaria Indonesia Switzerland 

Canada Italy Thailand 

China Japan The Netherlands 

Cuba Republic of Korea United States 

Denmark Russia  United Kingdom 

Achievement - Associate memberships:  
6 signed agreements to date  

Bangladesh Hungary Zambia 

Ghana  Sri Lanka Zimbabwe 
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Network for Biologicals: operates and 
ȡĊ"ȉ±ȡ ĜƖíƶȉƌ"ȺĜƶƖ ʘĜ" ˲˱ 

  

  

E-mails 
 

Network meetings 

Sharepoint 
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ü Creation of SharePoint Site  

ü Restricted access: granted based on signed  

    Confidentiality Agreement 

 

 

 

ü Main site with general information and Country site 

specific for every member: NCL/NRA 

 

 

Sharing of Information  
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Sharing of Information: Main site  
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https://workspace.who.int/sites/RSS_NCL/SitePages/Welcome.aspx

