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WHO Product Development for Vaccines Advisory Committee (PDVAC)
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PDVAC takes a strategic view of the end-to-end process

Discovery Clinical WHO policy & prequalification

Registr- Introduction Sustainable
and proof-of- ation Procurement
preclinical concept

Effectiveness/pharmacovigilance

Multiple partners, including academics, product development partnerships, ministries of health and WHO and other partners participate in disease surveillance to inform vaccine value and impact

Academic Institutions, biotech: Regulators: oversee the design of clinical WHO’s SAGE: formulates global policy by . . Procurement .
e.g. Antigen/platform/assays/ models for preclinical studies and vaccine authorization for considering evidence related to safety, efficacy, F|n3:1cmg agencies, Vaccine
proof of concept and translation to the clinic clinical trial and commercial use programmatic suitability, impact on equity etc orgs™* could (e.g. UNICEF, manufacturers:
. S R—— . be global, (e.g. PAHO) commercialize the
Vaccine developers and manufacturers: e.g. as for academics/biotech; may in-license from WH? S lgcnormenne quallwtv (including Gavi, Global develd vaccine at scale
academics/biotech or develop in house; includes process development, manufacturing scale GMP aspects), s-afety,.efflcacy e Fund), or el :nd
up, sponsorship of regulatory submissions, clinical studies and licensure strategy programmatic fit regional pricing

Vaccine impact modellers and epidemiologists: Model health and economic impa

\ strategies /
development and investment and i

of clinical trial design and implementation/operational research

Country (NITAG) and/or regional (RITAG) policy makers*and national
regional context to inform local policy and
[ Vaccine R&D funders and product development partners (e.g, BMGF, NIAID, Wellcome Trust, IAVI, PATH, etc) ] ::::::2 d?;[:::il:\'; :::e't\::;"'::y"g:

[ Communities and civil society organizations: advocate/articulate demand for vaccines, participate in acceptability studies, inform vaccine parameters and aspects ]

to procure a vaccine, either through
Global organizations (e.g. BMGF, Wellcome, UNITAID, Global e.g. UNICEF, PAHO or bilaterally
Fund, USAID) may support pilot or implementation/post-
licensure effectiveness or pharmacovigilance studies and are
crucial to informing policy

EPI managers and healthcare workers,
develop a national immunization strategy
] and deliver the vaccine through the

[ EPI managers and healthcare workers can help to assess the acceptability and immunization programme

feasibility of vaccine delivery in pre-introduction research

PHC Implementation partners (e.g. WHO, UNICEF, Ga
Alliance expanded partners including partners working in
) . o o ) ) . . . ) . humanitarian settings, local and civil society
SAGE: Strategic A.d\nsory Group of !:_xp{erts on Immunlzatlon; PQ: prequalification; BMGF: Bill & Melinda Gates Foundation; NIAID: National Institute of Allergy and Infectious Diseases, organizations) to support vaccine introduction and
PAHO: Pan-American health organisation; PHC: Primary healthcare. implementation with a particular focus on equity and
*National Immunization Technical Advisory Group (NITAG); Regional Immunization Technical Advisory Group (RITAG); _

** Financing by Gavi and procurement by UNICEF is contingent on WHO prequalification and policy recommendation vulnerable populations
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PDVAC Technical Advisory Groups develop WHO guidance to inform
vaccine development and investment decisions

Discovery & Il Piv_otal Registr- RO policy & RreQual
pre cIinirgaI Proof-of- Efficacy ation Procurement
Concept study Effectiveness/Pharmacovigilance

Sustainable

Supply

Technical guidance documents are developed by groups of
sy & ;”f;!@;;y _ S — subject matter experts, as PDVAC Technical Advisory Groups
. 2 s (TAGS)

AT - ROADMAETM
W Current [ imminent PDVAC TAGs:
—— el B . .
— = , > GBS (clinical and policy)
What's known? What's needed? « Vaccines and AMR

« Salmonella (PPCs and Roadmaps)
- TB (clinical and policy)
« Combination vaccines
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« Klebsiella
« Shigella

What attributes?  what impact?  What evidence for Please note: PDVAQ s scope is endemic vaccines
policy-makers? where there is a disproportionate LMIC burden



Objectives of this meeting

Discussion of some of the innovative
approaches to accelerate vaccine regulatory
approval and to enable programmatic
efficiency, in the context of vaccines in the
current pipeline for priority endemic
pathogens.

Review the progress of pipeline and emerging
vaccine candidates against specific endemic
pathogens, including those on the endorsed
global priority list and provide strategic advice
on the critical activities that are already
ongoing and/or needed to advance products;
To discuss how WHO/IVB can effectively drive
and/or partner with immunization stakeholders
to support the development of multiple
vaccines and vaccine-like monoclonals for
LMICs.

Three types of session:

For discussion: request to provide
technical and strategic advice;
some specific questions may be
posed.

For information: relevent
information that is helpful to know.

For endorsement — related to
approval of guidance documents
that have been developed by
technical advisory groups and been
through public consultation (closed
session)
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Desired outcomes of this meeting

Specific input/strategic advice for new vaccines as outlined in the agenda.

PDVAC review and advice on the progress towards the framework and shortlist for new
combination vaccines.

PDVAC endorsement of:
« Refinements needed for the PPC for shigella vaccines
« ECVP for GBS vaccines (closed session)

Review of PDR workplan for PDVAC priority vaccines for the next year, taking into
consideration the current resource constraints (closed session).
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What does PDVAC do?
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Prioritization of new vaccines in

the pipeline
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EXPERT OPINION ON DAUG DELIVERY

2023, VOL. 20, NO. 3, 315-122 @ Taylor & Francis
.o crg 1010801 7425247, 2023 2168641 et G

e B OPEN ACCESS | creeh erspani |

Accelerating the development of vaccine microarray patches for epidemic response
and equitable immunization coverage requires investment in microarray patch
manufacturing facilities

Tiziana Scarnd®, Marion Menozzi-Arnaud®, Martin Friede®, Kerry DeMarco®, George Plopper, Melinda Hamer®*/,

Ajoy Chakrabartis, Philippe Alexandre Gilbert?, Courtney Jarrahian®, Jessica Mistilis", Renske Hesselink,
Kristoffer Gandrup-Maring, Jean-Pierre Amorij and Birgitte Giersing®

“Gavi, the Vaceine Alliance, Geneva, Swizerland; "World Health Organization, Geneva, Switzeriand; ‘Biomedical Advanced Research and
Development Authortty, Seattle, Washinaton DC. USA: “Conaressionally Directed Medical Rescarch Proarams. Fort Detrick, Marvland, USA:
“Department of Emergen

Department of Military «
Washington DC, USA; "P4
Children’s Fund (UNICEF)
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Commentary

in LMICs: A WHO/MPP mRNA Technology Transfer Programme
meeting report

Martin Friede

Wortd Heatth Orpunanin, Geneva, Swasseriand

Advises on vaccine and monoclonal antibody

product development for LMIC use

Advises on
vaccine platforms

Key considerations for the development of novel mRNA candidate vaccines

Pierre-Stéphane Gsell , Birgitte Giersing, Sami Gottlieb, Annelies Wilder-Smith, Lindsey Wu,

development
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Estimating the impact e I K| WHO globat
. o . . » WHO Evidence o
of vaccines in reducing | ® | . Pk framework to
. 8 L 5 ... Epidemiology Route of 2 tration for Vaccine Polic: prepare for
antimicrobial resistance [ 113 T o W country
PR | u SN for Tuberculost & introduction of
and antibiotic use Formation of Target population L - B s new tuberculosis
I technical Triage potential Triage ‘i Vaccines Intended - b
N for Adults and vaccines for
advisery group Schedule vaccine atforms/Safety potential | Shortlist pricupsesis adults and
I v::gmngul combinations on vaccine | with some adolescents
I representation, w the basis of W products p:{:::r:g\gl
and P"E programmatic on the basis of | candidates
expertise I ili i — — —
I to advise on sullzbﬂ\Fy, rneed 'E[h".'f"‘ I PAR
| development and priorities, feasibility, |
oo according to commarcial | |
| romowork regions iability | | I |
| Combination Develop and apply a framework at | | |
vaccines that may the candidate level, where criteria Vaccine value
TR | be PW%-’:"?;'““““Y depend on technical, regulatory and |1 assessment |
15|
se— e _commewhlfeorbiMy | e e

Develop strategic value frameworks for research decision
making across country, regional and global level stakeholders

Develop new tools / guidance to facilitate and
de-risk product development for investment
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Vaccine Preferred Product Characteristics (PPC) Vaccine Value Full Vaccine Value Assessment R&D Roadmap Evidence Considerations
Profile (VVP)* (FVVA) for Vx policy (ECVP)
TB Vaccines for infants, Publication in progress Global framework for
adults & adolescents, therapeutic \/ country introduction
HIV Monoclonals
Shigella Vaccines for infants. Revision to be discussed %
Gonococcus Vaccines for young people
RSV Monoclonals for infants; Maternal immunization,
paediatric vaccines \/ \/
ETEC Vaccines for infants \/
HSV Vaccines for young people \/
GAS Vaccines infants and young children. To be revised To be revised

W *

Next-generation

Improved influenza vaccines

Influenza Universal-type influenza A vaccines Revised publication Publication in progress
in progress \/ *
GBS Maternal immunization For PDVAC endorsement

S. Typhi/ Paratyphi

A \/
iNTS
Klebsiella \/ In progress
Malaria Monoclonals for children; Vaccines (falciparum & vivax) In progress
MR-MAPs* Vaccines " \/ In progress VIPS Action plan
tHPV Vaccines to clear infection

Vaccines to treat cervical precancers

VVPs also for Norovirus, cytomegalovirus, Leishmaniasis, Chikungunya, Hookworm, Schistosomiasis, Non- thypoidal salmonella; * developed by partners.



https://pubmed.ncbi.nlm.nih.gov/37951691/
https://pubmed.ncbi.nlm.nih.gov/37951691/
https://pubmed.ncbi.nlm.nih.gov/37951691/
https://pubmed.ncbi.nlm.nih.gov/37951691/
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