
Ivana Knezevic|15 September20101 |

DCVMN, 15 - 16 September 2010
Hyderabad, India

WHO Standardization of Vaccines and 
Biotherapeutics

ðAn update -

Dr Ivana Knezevic, WHO/FCH/IVB/QSS



Ivana Knezevic|15 September20102 |

Outline

¸WHO standards for vaccines and other biologicals

¸Evaluation of vaccines: stability, nonclinical and clinical

¸Development of new and revision of existing standards

¸Call for comments

¸Implementation of WHO standard s

¸Strategic direction: networking

¸DCVMN role in WHO biological standardization
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Biological Standardization as 
constitutional responsibility

¸WHO is mandated by its Member States to "édevelop, 
establish and promote international standards for biological 
products "

¸Biological products for WHO cover vaccines, biological 
therapeutics, blood products and selected in vitro diagnostics

¸ Implemented by Expert Advisory Panel (EAP) and Expert 
Committee on Biological Standardisation (ECBS)

¸Served by secretariat in the Quality Safety & Standards 
(QSS) Team
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WHO Biological Standardization 

Global consensus

Global written standards Global measurement standards

More than
250 WHO

measurement
Standards

are available;
define the IU

1) Standardization 
of assays

2) Development 
and refinement of 

QC tests
3) Scientific basis 

for setting 
specifications

Evolving 
concept

http://www.who.int/biologicals
http://www.who.int/biologicals/en/
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WHO Collaborating Centres for 
biological standardization

¸ NIBSC (all biologicals)

¸ CBER/FDA (all biologicals)

¸ PEI (blood products and related IVDs ðexpansion to vaccines under 
consideration)

¸ NIID, Japan (vaccines)

¸ TGA (vaccines)

¸ KFDA (Korea) ðdesignation ongoing (vaccines and biotherapeutics)

¸ Under consideration: BTGD (Canada); NICPBP (China); Thai NCL

¸ Strategic direction: synchronized approach for the network of CCs 
for Biological Standardization
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World Health Organization Goal

Definition 
VNational Regulatory Authority (NRA) 

independently controls the quality of 
vaccines in accordance with the six 
specified functions defined by WHO

VNo unresolved confirmed reports of 
quality related problems

Guided by WHO Expert 
Committee on Biological 
Standardization ECBS):  
Recommendations
to assure quality, 
safety and efficacy of 
vaccines (WHO 
Technical Report Series 
(TRS)

Ensure that ò100%óof vaccines used 
in all 
national immunization programmes 
are of 
assured quality
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WHO Written Standards for Vaccines

¸ Technical specifications that help define safe and efficacious vaccines

¸ Intended to be scientific and advisory in nature

¸ Basis for vaccine prequalification

¸ Guidance for NRAs and manufacturers on international regulatory 
expectations for the production and quality control of vaccines, non -
clinical and clinical evaluation of vaccines

¸ Facilitating international harmonization of vaccine licensure 

¸ Living documents revised in response to scientific advances

Scope: Recommendations to assure quality, safety and efficacy 
of pneumococcal conjugate vaccine (an example)
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WHO

TRS

NRA/ NCL

Manufacturers

Product Users

National 
Pharmacopeias

WHO Written Standards
A tool for harmonization of specifications worldwide
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WHO
International Standards

National Control Labs

Manufacturers

Product Users  
Specifications to prepare

and characterize WHO IS:
WHO TRS 932 (2006) 

WHO Biological Reference Preparations
A tool for comparison of results worldwide

> 250

National 
Pharmacopeias


