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Specialized technical assistance for vaccines
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Local Production and Assistance (LPA) Unit

What type of assistance?
 Strategy, Policy and Partnership
 Situational Analysis and Readiness
 Technology Transfer Facilitation
 Capacity Building and Technical Assistance
 Technical Assistance for WHO Prequalification
 Country Support
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https://www.who.int/teams/regulation-prequalification/lpa/strategy-policy-and-partnership
https://www.who.int/teams/regulation-prequalification/lpa/situational-analysis-and-readiness
https://www.who.int/teams/regulation-prequalification/lpa/technology-transfer-facilitation
https://www.who.int/teams/regulation-prequalification/lpa/capacity-building-and-technical-assistance
https://www.who.int/teams/regulation-prequalification/lpa/technical-assistance-for-who-prequalification
https://www.who.int/teams/regulation-prequalification/lpa/country-support


WHO provides Specialized Technical Assistance to help recipients 
achieve compliance with international regulatory norms and standards, 
so that they can attain WHO prequalification (PQ) for priority products or 
services, or emergency use listing (EUL) for unlicensed products to be 
used in the context of a public health emergency

 Medicines

 In Vitro Diagnostics

 Vaccines

Specialized technical assistance
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• Assessing the programmatic 
suitability of vaccines 
candidates for WHO 
prequalification (PSPQ)

• WHO PSPQ
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Where LPA can make a difference

https://www.who.int/publications/i/item/WHO-IVB-14.10


• Pfizer/ BioNTech COVID-19 mRNA vaccine Comirnaty

• EMA: Comirnaty SmPC
• Picture from EPR
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Where LPA can make a difference

https://www.ema.europa.eu/en/documents/product-information/comirnaty-epar-product-information_en.pdf
https://www.europeanpharmaceuticalreview.com/news/163700/ema-approve-comirnatyand-spikevax-booster-doses/
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Comirnaty
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Comirnaty



• GSK Respiratory Syncytial Virus vaccine Arexvy

• EMA: Arexvy SmPC
• Picture from Fierce Pharma
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Where LPA can make a difference

https://www.ema.europa.eu/en/documents/product-information/arexvy-epar-product-information_en.pdf
https://www.fiercepharma.com/pharma/gsk-stays-step-ahead-rsv-battle-arexvy-becomes-available-us
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Arexvy
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Arexvy



• Licensing by a regulatory authority operating at high level of 
performance is not guarantee that the prequalification of a vaccine 
will be granted.

• LPA-provided specialized technical assistance for WHO PQ can help 
manufacturers avoid problems that are difficult to resolve when the 
pharmaceutical development is completed. 

• This turned out to be particularly beneficial for the specific 
requirements of WHO (e.g. programmatic suitability). 

• For further information please:
 visit Local Production & Assistance webpages
 email to localproduction@who.int

Take home message
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https://www.who.int/teams/regulation-prequalification/lpa
mailto:localproduction@who.int


Thank you for your attention.
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