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Features of PQ and EUL eV
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Prequalification (PQ) 1987

» Risk benefit assessment of essential set of quality, safety

Review of extensive quality, safety and _ _
and efficacy data for use during PHES

efficacy and PSPQ for international
supply * Rolling review of data

Assessment performed by WHO « Assessment performed by WHO independent experts in
independent experts

Reliance on WHO Listed Authority
(WLA) - abbreviated process under
oversight of mature regulators
(evaluation and oversight of
programmatic aspects by WHO)

Pre-submission meetings encouraged
Post-PQ monitoring
Reassessment/requalification



WHO regulatory preparedness for COVID



https://www.who.int/medicines/regulation/prequalification/prequal-vaccines/WHO_Evaluation_Covid_Vaccine.pdf?ua=1

In-country expedited approval for use & post-listing monitoring:
the WHO regulatory alignment roadmap*

 Global regulatory - Manufacturers EOls + Establishment of « Approval granted by - Impleriet
cooperation (Phase IIb/IIl & assessment pathway NRA/SRA in charge of —strategiesTor safety;
approval by NRA/SRA according to NRA/SRA in oversight quallty & effectlveness
- Establishment of in charge of oversight charge of oversight monitoring
strategies for expedited within 6 months & » Advisory committee
approval in participants compliance with » Establishment of Review convened (post-listing - Validity of listing based
& post-listing monitoring criteria for assessment) Committee (NRA/SRA in commitment) on new data generated
charge of oversight &
- Discussions on rolling regulators /reviewers from  + WHOEUL/PQ - Possible
submission procedure potential user participants) recommendation with
conditions

Facilitated access to countries

Ptv



12 Jan 2022 ICMRA workshop
Omicron variants

22 Jun 2020 ICMRA workshop
Position on Ph3 Vx trials I

Data requirements for Ph3 Vx trials 24 Jun 2021 ICMRA workshop
COVID-19 Virus Variants

7-8 July 2021 ICMRA workshop
Enabling manufacturing capacity
in the COVID-19 pandemic



https://icmra.info/drupal/covid-19/12january2022
https://icmra.info/drupal/news/22june2020_2
https://icmra.info/drupal/news/22june2020_2
https://icmra.info/drupal/en/covid-19/7-8july2021/video-recording
https://icmra.info/drupal/covid-19/24june2021
https://www.who.int/docs/default-source/coronaviruse/report-sars-global-consultation_10june2021.pdf?sfvrsn=a2b23bab_5&download=true
https://www.who.int/publications/m/item/global-consultation-on-a-decision-framework-for-assessing-the-impact-of-sars-cov-2-variants-of-concern-on-public-health-interventions
https://icmra.info/drupal/covid-19/10february2021
https://extranet.who.int/pqweb/vaccines/covid-19-vaccine-chadox1-s-recombinant-0
https://cdn.who.int/media/docs/default-source/documents/r-d-blueprint-meetings/blueprint-covid-vaccines-and-variants-research-methods.pdf?sfvrsn=27feead4_1&download=true
https://www.who.int/about/governance/world-health-assembly/seventy-third-world-health-assembly
https://extranet.who.int/pqweb/vaccines/who-recommendation-sinovac-covid-19-vaccine-vero-cell-inactivated-coronavac
https://extranet.who.int/pqweb/vaccines/covid-19-mrna-vaccine-nucleoside-modified
https://extranet.who.int/pqweb/vaccines/who-recommendation-covid-19-vaccine-bibp
https://extranet.who.int/pqweb/vaccines/who-recommendation-covid-19-mrna-vaccine-nucleoside-modified-comirnaty
https://www.who.int/publications/m/item/who-covid-19-vaccines-research-can-booster-doses-contribute-to-control-this-pandemic-what-research-is-needed
https://www.who.int/news-room/events/detail/2021/06/01/default-calendar/covid-19-vaccineswho-meeting-on-correlates-of-protection
https://www.who.int/teams/blueprint/covid-19/covid-19-global-research-innovation-forum
https://www.who.int/publications/m/item/emerging-evidence-on-additional-doses-of-covid-19-vaccines-and-their-safety
https://extranet.who.int/pqweb/vaccines/who-recommendation-janssen-cilag-international-nv-belgium-covid-19-vaccine-ad26cov2-s
https://www.who.int/about/governance/world-health-assembly/seventy-fourth-world-health-assembly
https://extranet.who.int/pqweb/vaccines/who-recommendation-bharat-biotech-international-ltd-covid-19-vaccine-whole-virion
https://icmra.info/drupal/covid-19/13january2021
https://www.who.int/publications/m/item/covid-19-new-variants-knowledge-gaps-and-research
https://www.who.int/news-room/events/detail/2021/12/06/default-calendar/who-consultation-on-covid-19-vaccines-research-how-can-vaccine-research-further-contribute-to-achieve-the-control-of-the-pandemic-everywhere
https://www.who.int/news-room/events/detail/2021/12/15/default-calendar/who-global-consultation---what-evidence-do-we-have-that-omicron-is-evading-immunity-and-what-are-the-implications
https://extranet.who.int/pqweb/vaccines/who-recommendation-astrazenecatga-approved-sites-covid-19-vaccine-chadox1-s-recombinant
https://extranet.who.int/pqweb/vaccines/who-recommendation-astrazeneca-mhlw-approved-sites-covid-19-vaccine-chadox1-s-recombinant
https://extranet.who.int/pqweb/vaccines/who-recommendation-covid-19-vaccine-chadox1-s-recombinant_cnd
https://extranet.who.int/pqweb/vaccines/who-recommendation-astrazeneca-eu-approved-Vaxzevria
https://extranet.who.int/pqweb/vaccines/who-recommendation-astrazeneca-eu-approved-Vaxzevria
https://extranet.who.int/pqweb/vaccines/who-recommendation-modernatx-incusfda-covid-19-mrna-vaccine-nucleoside-modified
https://extranet.who.int/pqweb/vaccines/who-recommendation-moderna-spikevax
https://www.who.int/news-room/events/detail/2021/11/29/default-calendar/second-special-session-of-the-world-health-assembly
https://extranet.who.int/pqweb/vaccines/who-recommendation-siipl-covid-19-vaccine-rs-proteinnanoparticle
https://cdn.who.int/media/docs/default-source/blue-print/tors-working-group-on-target-product-profiles-covid19.pdf?sfvrsn=f209d4b4_1&download=true
https://cdn.who.int/media/docs/default-source/blue-print/who-target-product-profiles-for-covid-19-vaccines.pdf?sfvrsn=1d5da7ca_5&download=true
https://www.who.int/publications/m/item/covid-19-animal-models-summary-of-progress-made-by-the-WHO-covid-19-modelling-27-february-15-march-2020
https://www.who.int/publications/m/item/covid-19-animal-models-summary-of-progress-made-by-the-WHO-covid-19-modelling-15-26-march-2020
https://www.who.int/publications/m/item/covid-19-animal-models---summary-of-progress-made-by-the-who-covid-19-modelling-(march-04-june-2020)
https://www.who.int/publications/m/item/summary-of-progress-made-by-the-who-assays-for-vaccines-group-of-experts-(18-march-1-april)
https://cdn.who.int/media/docs/default-source/blue-print/hcs-who-ag_meeting-report_09feb2021.pdf?sfvrsn=fb65ebff_5&download=true
https://cdn.who.int/media/docs/default-source/blue-print/covid-vaccines-report-15-january.pdf?sfvrsn=ebf42ebd_3&download=true
https://cdn.who.int/media/docs/default-source/blue-print/who_assays_amodels-summary-of-emergency-meeting-omicron_29nov2021_rd.pdf?sfvrsn=bbaf683f_7&download=true
https://www.who.int/news-room/events/detail/2022/01/28/default-calendar/who-consultation-on-covid-vaccines-research-why-do-we-need-a-pan-sarbecovirus-vaccine
https://icmra.info/drupal/news/March2020
https://www.who.int/publications/i/item/who-r-d-blueprint-novel-coronavirus-ncov-vaccine-prioritization-for-clinical-trials
file:///C:/Users/miyazakikrauser/Downloads/WHO-HEO-RDBlueprintnCoV-2020.3-eng.pdf
https://www.who.int/publications/i/item/who-consultation-on-cross-reactivity-with-other-coronaviruses
https://www.who.int/publications/m/item/a-coordinated-global-research-roadmap
https://cdn.who.int/media/docs/default-source/blue-print/tors-working-group-on-core-protocols-for-vaccines-covid19.pdf?sfvrsn=3642fea_1&download=true
https://cdn.who.int/media/docs/default-source/blue-print/tors-working-group-on-vaccine-randd-covid19.pdf?sfvrsn=ecdfeec5_3&download=true
https://cdn.who.int/media/docs/default-source/blue-print/who-working-group-animal-models.pdf?sfvrsn=219c1dab_1&download=true
https://cdn.who.int/media/docs/default-source/blue-print/who-working-group-on-viruses-reagents-and-immune-assays.pdf?sfvrsn=48844c45_1&download=true
https://www.who.int/publications/m/item/overview-of-the-types-classes-of-candidate-vaccines-against-sars-cov
https://extranet.who.int/pqweb/vaccines/who-recommendation-biontech-tozinameranus-fda-covid-19-mrna-vaccine-nucleoside-modified

Emergency regulatory authorizations issued by >150 LMI countries/territories =2

Janssen

115

countries/territories

786

regulatory clearance

Pfizer

156

countries/territories

299

regulatory clearance

Sinopharm

80

countries/territories

80

regulatory clearance
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update: as of 01 February 2022

Novavax

34

countries/territories

34

regulatory clearance

3 DS sites 4 DS sites 1 DS/DP 1 DSIDP
7 DP sites 10 DP sites site Site
Viral vector MRNA Inactivated Protein subunit
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vaccines, is assessing its effect on transmission, disease severity,
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*Interim Statement on COVID-19 vaccines in the context of the circulation of the Omicron SARS-CoV-2 Variant from the WHO Technical
Advisory Group on COVID-19 Vaccine Composition (TAG-CO-VAC) https://www.who.int/news/item/11-01-2022-interim-statement-on-covid-19-

vaccines-in-the-context-of-the-circulation-of-the-omicron-sars-cov-2-variant-from-the-who-technical-advisory-group-on-covid-19-vaccine-composition 9



https://www.who.int/news/item/11-01-2022-interim-statement-on-covid-19-vaccines-in-the-context-of-the-circulation-of-the-omicron-sars-cov-2-variant-from-the-who-technical-advisory-group-on-covid-19-vaccine-composition
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