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Background

• WHO Preferred Product 
Characteristics (PCCs) were 
presented at GVIRF 2014 as an 
element of high level roadmap for 
vaccine R&D based on public 
health needs

• It was agreed that WHO’s PPC 
concept is a promising approach to 
stimulate vaccine development for 
priority diseases in early 
development

http://www.who.int/immunization/research/forums_and_initiatives/06_Workshop2_PPC.pdf
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PPCs are WHO documents 
• Pathogen-specific (not product-specific)

• Provide pre-Proof-of-Concept guidance in early 
stage vaccine R&D (e.g., 5-10 years before 
licensure):

• For products that meet priority public health 
needs with a focus on low and middle income 
countries

• For vaccine manufacturers and funding agencies in 
refining their product development plans 

• Clarifies the World Health Organization's 
preferences with regard to many criteria that 
form part of Target Product Profiles, 
particularly:

• Indication

• Target populations

• Safety and efficacy data to be generated in clinical 
trials

• Possible immunization strategies

http://apps.who.int/iris/bitstream/10665/149822/1/WHO_IVB_14.09_eng.pdf?ua=1



PPCs are not
• Are not product-specific 

• Although can be seen as a precursor for product-
specific Target Product Profiles (TPPs) and 
Product Inserts

• Do not specify minimally acceptable criteria

• Are not static exit criteria

• Updated if necessary at least every 5 years

• In no way replace:

• WHO policy recommendation(s) (e.g., by SAGE) 

• WHO Vaccine Presentation and Packaging 
Advisory Group (VPPAG)

• WHO pre-qualification process

• Do not cover topics considered by other WHO 
entities

• Programmatic suitability (PSPQ)

• Vaccine presentation

• Thermostability

• Formulation

• Packaging

• Disposal

• etc.

Attribute Desired Minimum

Indication •

Target Populations(s) • •

Route of Administration • •

Product presentation • •

Dosage schedule • •

Warnings &Precautions/

Pregnancy & Lactation
• •

Expected Efficacy • •

Safety Profile • •

Concomitant use • •

Shelf-life • •

Storage • •

Product registration 

WHO PreQualification
• •

Demand Forecast • •

Manufacturing Capacity • •

COGS • •

Logistics • •
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Attribute Desired Minimum

Indication •

Target Populations(s) • •

Route of Administration • •

Product presentation • •

Dosage schedule • •

Warnings 

&Precautions/

Pregnancy & Lactation

• •

Expected Efficacy • •

Safety Profile • •

Concomitant use • •

Shelf-life • •

Storage • •

Product registration 

WHO PreQualification
• •

Demand Forecast • •

Manufacturing Capacity • •

COGS • •

Logistics • •
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???

PPC /TPP as Driver of Vaccine Product Development


