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Introduction

The World Health Organization (WHO) recommends that persons at high risk for
severe influenza illness should be vaccinated annually against influenza.! However,
many low and middle income countries (LMICs) do not have national influenza
vaccination programmes.” The absence of such programmes can be partly explained
by the challenges associated with current vaccines which need to be reformulated up
to twice each year to match the anticipated circulating strains in the northern and
southern hemisphere influenza seasons, are generally of moderate efficacy against
ambulatory influenza illness, and provide protection of limited duration. There is
therefore a public health need for improved influenza vaccines conferring broader and
longer protection against severe illness, particularly in LMICs.

To encourage innovation in influenza vaccine development to address these needs,
WHO has developed Preferred Product Characteristics for Next- Generation Influenza
Vaccines. Preferred product characteristics (PPCs) describe WHO preferences for
vaccine parameters, primarily the indications, target groups, immunization strategies,
and clinical data for assessment of safety and efficacy.’ These preferences are shaped
by the global unmet public health need in a WHO priority disease area.

This document is designed to provide early guidance for the improvement of current
influenza vaccines and the development of new influenza vaccines. It addresses
vaccine research and development within five and ten year time horizons. WHO
encourages studies and data collection most relevant to LMIC policy-making but
does not advocate for specific vaccine formulations for use in those settings. WHO
encourages product development that results in a dual market for both high income
country and LMIC settings to facilitate commercial development, affordable pricing,
and global distribution. The PPCs indicate to product developers the influenza
vaccine characteristics that are most useful to policy-makers in LMICs. PPCs do
not provide clinical evaluation guidance, regulatory guidance, or data thresholds
for policy-making, and do not quantify explicit performance thresholds which may
introduce barriers to improvement and innovation.

WHO convened an advisory group of international experts on influenza vaccines and
public health to develop the PPC document. This PPC Advisory Group prepared a
consensus statement on the global public health need for improved influenza vaccines:
Safe and well-tolerated influenza vaccines that prevent severe influenza illness,
provide protection beyond a single year, and are suitable for programmatic use, are
needed for low and middle income countries.

WHO Preferred Product Characteristics for Next-Generation Influenza Vaccines 1



The WHO position on influenza vaccines and the global unmet public health need
define a use case that is prioritized throughout this document — the prevention of
severe seasonal influenza illness through annual immunization of population groups
at high risk in LMICs which have existing systems for vaccine delivery. The groups for
which improved influenza vaccines are most needed are young children and elderly
adults, as influenza vaccine effectiveness is suboptimal in both of these populations.
Given the limitations in immunization systems for adults in low-resource settings,
the priority target group of this document is young children, with immunization of
other risk groups as a secondary target.

The PPC primary immunization strategy is the direct protection of immunized
persons against influenza illness. Other important influenza immunization
strategies, including vaccination of children to reduce transmission and influenza
incidence at the household or community level, immunization of pregnant women
to prevent influenza illness in infants, prevention of ambulatory influenza to ensure
a healthy workforce, and responding to influenza pandemics, are discussed but are
not considered to be part of the primary use case for the PPC document. However,
technologies for production of improved influenza vaccines to address these different
use case scenarios are likely to be similar.

Strategic goals for five and ten year time horizons and the preferred vaccine
characteristics to address each strategic goal were defined by the PPC Advisory
Group. The PPC development was guided by evidence-based assumptions with
regard to vaccine research and development as well as availability of immunization
services within these time horizons. Many technical achievements may be required
for a product to meet all of the WHO preferred characteristics; however, attaining
even some of them would be of value for public health.

This document highlights influenza vaccine preferences for LMICs for consideration
by vaccine developers and by manufacturers of licensed products. Substantial global
resources and effort have been dedicated to the development of a next generation
influenza vaccine that would decrease the need for annual reformulation and
vaccination. If these efforts are successful, and if such products are affordable and
programmatically suitable for LMIC use, they could make an important contribution
towards meeting this public health need.
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