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WHO Product Development for Vaccines Advisory Committee (PDVAC)

Context for and goals of this meeting

» Birgitte Giersing, PhD
World Health Team Lead 9-11 December 2024
Organization Product & delivery research unit
Department of Immunization, Vaccines & Biologicals (IvB)



What does PDVAC do?

£
| e @) Trorsrmnc
i J' 7 hi idoiong Tyl & Francts Grou
LR ) WHO preferred product o o s
é’j ol . REVIEW 3 OPEN ACCESS | cnchespumis
1 Pathogens for (] % characteristics for therapeutic
accine Research ' 2 ‘vj" HPV vaccine monoclonal Accelerating the development of vaccine microarray patches for epidemic response
' , ' + vacemes tibod! and equitable immunization coverage requires investment in microarray patch
welopment (R&D) s -y ; it
’ p ' ' w‘\,b for badsive manufacturing facilities
. ' [ ] ' o® w“# D P s2ati Tiziana Scama®, Marion Menozzi-Araud®, Martin Friede®, Kerry DeMarco’, George Plopper’, Melinda Hamer®”,
immunization Ajoy Chakrabarti®, Philippe Alexandre Gilbert?, Courtney Jarrahian®, Jessica Mistilis", Renske Hesselink,
g L ) o® Mﬂ“" against Kristoffer Gandrup-Matino’, Jean-Pierre Amorij and Birgitte Giersing®
L S e o0 “Gav, the Vacane Allance, Geneva, Switzerland; “World Health Organization, Geneva, Switzeriand; “Biomedical Advanced Research and
... L ) . ® o respiratory .I:;:dupmeml J:uEthulity, Seattle, Washington DC, USA; *Congressionally Directed Medical Research Programs, Fort Detrick, Maryland, USA;
o o s “Department of Emergen
° syncytial virus Department of Military ¢ ”
® (R Washington DC, USA: P
080 (RSV) discase Children's Fund (UNICEF)
* 000809 Heputs ovine Contents lsts available at Sciericethieet K
ce \/accine
° o assToacr
° ° Introduction: There i
& ® infugng, to accelerate VMAP | Vaccine
o Virug he |
T oe— W ‘» St |
" e :‘\ 7 low- and lower-mid ELSEVIER journal homepage: www elsevier com/locatavaceine
OOk bt ik o highlight that inves
Lass o % %‘on,". Expert opinion: Pi
Additional =m2m - e @ %, :::nrmejm;é?;ngu Commentary )
establishing multi-v Key considerations for the development of novel mRNA candidate vaccines %%

[ ::n . "222%

e %
- %“ ‘k% L
%

athagons é g E

Prioritization of new vaccines in
the pipeline

technical

-—
feasibility, I |P““T
commercial |1 %

opeities suitability, need
to advise on d pri
developmant and priorities,
of the according to
framework regions

I

|

I

|

|

| Tegorsi :

I representation, W the basis uf

and HE programmatic

I

|

I

|

|

|

viability | | I |
Combination Develop and apply @ framework at | | |
vaccines that may the candidate level, where criteria Vaccine value

be programmatically depend on technical, regulatory and |1 assessment |

@ L feasible commarcial feasibliity e

Develop strategic value frameworks for research decision

Advises on vaccine and monoclonal antibody
product development for LMIC use

—— e e e e e e e e e e e — — — ———
Estimati hei N PART 1: Prioritization of potential combinations I
stimating the impac [ ] o
y g 5 5 n. .5 oD ‘ WHO Evidence WHO global
of vaccines in reducing ¢ | B coiciition: framework to
P TR - [ Y] Epidemiolo st " 4 prepare for
antimicrobial resistance an = ’ £ —> - S, country
e - " introduction of
and antibiotic use Formation of Target population ) g1t Tebrclonts new tuberculosis
technical Triage potential Triage ) "“’-'h o B vaccines for
udafl“h“;‘f"ﬁ“" schedule vaccine potential | shortlist ricwsaion adults and
9 combinations on vaccine with some adolescents
products pé’;ﬁ,"wg !
on the basis of I candidates

in LMICs: A WHO/MPP mRNA Technology Transfer Programme

meeting report

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

Martin Friede

World Heal Orpunmanan, Geneva, Swetserand

Advises on development

vaccine platforms

of

Develop new tools / guidance to facilitate and

making across country, regional and global level stakeholders de-risk product development for investment
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PDVAC takes a strategic view of the end-to-end process

Discovery Clinical Pivotal WHO policy & prequalification

Registr- Introduction Sustainable
and proof-of- efficacy e Procurement
preclinical concept study

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, me:u:mg 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, manufas_:tu_rers.
WHO PQ: ders quality (includi be global, (e.g. PAHO) commercialize the
Vaccine developers and manufacturers: e.g. as for academics/biotech; may in-license from (“Mg'- e_‘g‘ ct0.n5|_ fers qu?rlt_y (m_c ij ing Gavi, Global develop vaccine at scale
academics/biotech or develop in house; includes process development, manufacturing scale 2MIF aspec S)‘_ sa et_yt,.ef.ltcacy an Fund), or tendersat
up, sponsorship of regulatory submissions, clinical studies and licensure strategy AR TUTIEITEN regional pricing
i i . \ strategies /
development and investment and inform policy

of clinical trial design and implementation/operational research

Country (NITAG) and/or regional (RITAG) policy makers*and national TE
regional context to inform local policy and
[ Vaccine R&D funders and product development partners (e.g, BMGF, NIAID, Wellcome Trust, 1AVI, PATH, etc) ] :::::z;y d‘:ft:ren:il:\'; :::e't\;‘l::‘rl.::yngz

[ 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\nsarv Group of !:_xpferts on Immunlzatlan; PQ: prequalification; BMGF: Bill & Melinda Gates Foundation; NIAID: National Institute of Allergy and Infectious Diseases, organizations) to support vaccine introduction and
PAHQ: Pan—Amerl_can_health or_ganlsatlpn; PHC: Primary healthce_lre. o . ) implementation with a particular focus on equity and
*National Immunization Technical Advisory Group (NITAG); Regional Immunization Technical Advisory Group (RITAG); A
*#* 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 & Clinical Bl Registr- WHO policy & PreQual. Introduction Sustainable
preclinigal Proof-of- Efficacy iier Procurement & S~y
Concept SR Effectiveness/Pharmacovigilance Implementatiop

Technical guidance documents are developed by groups of

m— subject matter experts, as PDVAC Technical Advisory Groups
7
. (TAGS)
= / Current [/ imminent PDVAC TAGs:
—_—— + GBS (clinical and policy)
What's needed? ~What attributes? - Vaccines and AMR

« Influenza (value assessment)
« Salmonella (PPCs and Roadmaps)
. TB (clinical and policy)

GROUP B
STREPTOCOCCUS
VACCINE

« Combination vaccines
« Klebsiella

What impact? What evidence Please note: PDVAC's scope is endemic vaccines

for policy- where there is a disproportionate LMIC burden
makers?



Overview of existing technical guidance documents

Vaccine Preferred Product Vaccine Value Full Vaccine Value R&D Evidence
. .. . % Considerations for Vx
Characteristics (PPC) Profile (VVP) Assessment (FVVA) | Roadmap policy (ECVP)
B Vaccines for infants, In progress \/ \/ \/ Global framework for
adults and adolescents, therapeutic country introduction
HIV Monoclonals
Shigella Vaccines for infants N \/ *
Gonococcus | Vaccines for young people \/
RSV Monoclonals for infants Vaccines for
infants \/ \/
ETEC Vaccines for infants \/ \/ *
HSV Vaccines for young people \/
GAS Vaccines infants and young children \/ * \/
To be revised
Next- Improved influenza vaccines In progress
generation Universal-type influenza A vaccines
Influenza Revised — version 2 to be discussed
GBS Vaccines for pregnant women In progress
Malaria Monoclonals for children Vaccines In progress
(falciparum & vivax)
MR-MAPs* | vaccines \/ * In progress VIPS Action plan
tHPV Vaccines to clear infection
Vaccines to treat cervical precancers

VVPs also for Norovirus, cytomegalovirus, Salmonella enterica serovar Paratyphi A, Leishmaniasi hikungunya, Hookworm, Schistosomiasis, Klebseilla, Non- thypoidal salmonellg; * developed by partne



The PDVAC ecosystem

DisCovery & Clinical Pivotal Registr- WO [paliiey & Freguel Introduction Sustainable
preclinigal Proof-of- Efficacy iier Procurement & Sy
Concept Sl Effectiveness/Pharmacovigilance Implementatio

1A2030 envisions a world where everyone, everywhere, at every age, fully
benefits from vaccines to improve health and well-being.

VACCINE
Y / INNOVATION
PDVAC: product development Ga\" \”PS PRIAITSATION

The Vaccine Alliance

Full vagcine Value assessments; PPC and R&D Roadmap are critical

IVIRAC: Immunization and Vx Related Implementation Research AC

Need andtiming for norms and standards; timing of regulatory approval is critical

ECBS: Expert Committee on Biological Standardization

Need, timing and scope for market study; timing of regulatory approval is critical

TAG on Market Access for Vaccines

Early engagement on vaccines for global policy; PPC; ECVP and FVVA are helpful
SAGE: Strategic Advisory Group of Experts on Immunization

Early engagement vaccine priorities, vaccine attributes and evidence needs
RITAGs: Regional immunization technical advisory groups
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Adapted from From Vaccine Development to Policy: A Brief Review of WHO Vaccine-Related Activities and Advisory Processes (2017):

https://cdn.who.int/media/docs/default-source/immunization/product-and-delivery-research/who _vaccine _development _policy.pdf?sfvrsn=20defle4 _5&download =true



PDVAC's link to IA2030 Strategic Priority 7

-] Objective 7.2: To identify R&D priorities: list of global

e endemic pathogen targets for new vaccines

Acti
c:te(;;ﬁes: Research Advance Product Development Prepare to Implement
Pathogens: * Group A streptococcus * Cytomegalovirus * Norovirus * Dengue virus
* Hepatitis C virus * Influenza virus ® Plasmodium * Group B streptococcus
® HIV-1 (broadly protective falciparum * Extra-intestinal pathogenic E. coli
* Klebsiella pneumoniae vaccine) (malaria) * Mycobacterium tuberculosis
* Leishmania * Shigella species * Respiratory syncytial virus
species * Staphylococcus
* Non-typhoidal aureus
Salmonella
seeesss @/ ! ® q .
. Indicator Definition
( s
f2 aluisk: : ¢ . o ofu ve vacci r ibodi i i
Who i at risk? Qi .$ o SP7.2a % of use cases that have vaccines or monoclonal antibodies (mAbs) in Phase 3 trials
Other high risk groups P4 Cyp q - . . . . .
§Evewone @ ¢, °”’ega,°w SP7.2b % of use cases with licensed vaccines or mAbs that have supportive or permissive policy
rlls- .
Additional @ Drug resistance ———————————— ‘ o, recom mendatlons
burdens I Outbreaks @ | /'5/;‘%00_ + Licensed: by WHO-listed authority (WLA) or transitional WLA
onully "’%:?,,;0@ - Policy recommendations: by SAGE if within SAGE scope, by a NITAG if not in SAGE scope
Priority regions _ Africa : < /
) The Americas S5
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https://youtu.be/b0AbwShNuV0?si=e0SAGAUOHD 4kwtTf
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Contributors to the 1IA2030 Endemic Pathogen Prioritization

Strategic discussions and
guidance

PDVAC Members and
meeting participants
SAGE Members and

meeting participants

SP7 Working Group
members and meeting
participants

WHO IVB and AFRO VPD
Gavi policy team

SP7 Working Group Chairs
KP Asante
David Kaslow

Methodology
advice

Rob Baltussen

Paul Hansen
Maarten Jansen
Mark Jit

Lydia Kapiriri
Stacey Knobler
Colin Sanderson
Yot Teerawattanon

Global Burden of
Diseases data
Mohsen Naghavi
Kelly Bienhoff
Eve Wool

Translation review
Bader Al Ruwahi
Enric Jané

Ilbrahim Khalil
Annie Mo

Irina Morozova

Ana Paula Szylovec
Megan Williamson
Dina Youssef

Review of pathogen scores

Winston Abara
Muhammed Afolabi

Sami Gottlieb
Michelle Groome

Ahmed Deemas Al Suwaidill Hausdorff

KP Asante

Helena Hervius Askling

Diana Rojas Alvarez
Alan Barrett

Lou Bourgeois
Jeffrey Cannon
Chris Chadwick
Kawser Chowdhury
Hannah Clapham
Alan Cross
Ghassan Dbaibo
Carolyn Deal

David Durrheim
Diana Faini

Pat Fast

Peter Figueroa
Amadou Garba
Nebiat Gebreselassie
Birgitte Giersing

Julie Jacobson
Paul Kaye

Ruth Karron
Sonali Kochhar
Kirsty Le Doare
JeanC. Lee
Katharine Looker
Ben Lopman
Niklas Luhmann
Cal Maclennan
Kim Mulholland
Harish Nair
Kathleen Neuzil
Patricia Njuguna
Helen Rees
Andrew Steer
Cristiana Toscano
Anh Wartel

Survey
dissemination
Sunil Bahl

Paula Barbosa
Moredreck Chibi
Siddhartha Datta
Peter Figueroa
Adam Finn
Jessica Gu
Quamrul Hasan
Louise Henaff
Benido Impouma
Gagandeep Kang
Shaowei Li

Ziad Memish
Chris Morgan
Nicaise Ndembi
Marc Perut

Helen Rees
Daniel Salas
Kamel Senouci
Rajinder Suri
Yoshihiro Takashima
Ole Wichmann
and many others at
regional and
country levels

Consultation partners
African CDC

Global NITAG Network
PAVMN, Africa

HITAP, Thailand

WHO regional offices,
CEPI, WHO R&D Blueprint
team members

Project team

WHO

Birgitte Giersing
Mateusz Hasso-
Agopsowicz
Erin Sparrow

Bridges to Development
Angela Hwang

isis Umbelino

Alan Brooks
Anastasia Pantelias
Maria Dreher

Maria-Graciela Hollm-
Delgado
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Objectives of this meeting

» PDVAC endorsement of:

o the approach to develop a strategic framework
for development of combination vaccines.

o the revised PPC for next generation influenza
vaccines;

o the R&D roadmap and PPC for S
Typhi/Paratyphi A bivalent vaccines.

» Building on the endemic pathogen prioritization
list, identification of priority vaccines and
vaccine use cases for IVB and PDVAC focus

» Proposed areas/actions/priorities where VB
and PDVAC should engage to guide product
development for vaccines and monoclonals for
global endemic pathogen priorities.

o°

Three types of session:

For endorsement — related to
approval of guidance documents,
such as PPCs, that have been
developed by technical advisory
groups and been through public
consultation

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

For information: relevent
information that is helpful to know.
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Orientation to the PDVAC website: All slides and reports
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2024 meeting: WHO Product Development for Vaccines Advisory Committee Meeting (PDVAC)

Past Events

2025

#1213 Dece

2023 meeting: WHO Product Development for Vaccines Advisory Committee Meeting (PDVAC)

cET

ual) meeting on measles and rubella microarray patches (MRE-MAPs) - june 2023

Development for Vaccines Advisory Committee (FODVAC) - December 2022

wF

200 - 1515 UTC Time

PDVAC [virtual) meeting on invasive non-typhoidal Salmenella (iNTS) vaccines

Immunization, Vaccines and Biologicals

https://www.who.int/groups/product-development-for-vaccines-advisory-committee/meetings



