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Universal health coverage (Health for All) and emergencies response have challenged the limits of regulatory 
oversight. The rapid expansion of robust health systems and international convergence in norms and 
standards, focused on health products, have been challenged by the comparably relative low speed of 
strengthening regulatory systems in a global world. 

The cooperation between regulatory authorities (e.g. ICMRA) and the implementation of the WHO Global 
Benchmarking Tool or the recent establishment of WHO Listed Authorities (WLA) Framework are changing the 
regulatory environment. 

Lessons learned during Pandemic Influenza, Ebola West-Africa crisis and more recently COVID-19 brought 
new tools and operational methods that need a sustainable regulatory environment. 

Access to innovation is a primordial priority that cannot be disconnected from global health policies and 
emergencies response, as the quality of response will always depend on pre-existing regulatory systems and 
internationally agreed reliance procedures. 

Innovative technologies are certainly a challenge for regulatory systems as the forward looking of regulatory 
systems need to align regulatory science (and development of new innovative products) with regulatory 
systems (and organizational frameworks under commonly agreed and converging regulatory standards).

Robust, Resilient and Reliable Regulatory Systems 
an enabler to access, from universal health coverage to emergencies response



3

GPW 14: 2025-2028
Advancing health equity & resilience through 
promoting, providing & protecting health & wellbeing

The Triple Billion targets are being recalibrated for  
updates based on the final list of outcome indicators: 

6 Billion people enjoying healthier lives (promote 
health) 

5 Billion people benefiting from UHC without 
financial hardship (provide health) 

7 Billion people protected from health emergencies 
by 2028 (protect health)

GPW 13: 2019т2024
Promote health, keep the world safe, serve the 
vulnerable

A roadmap to increase healthy lives & wellbeing for 
all to achieve the Triple Billion targets by 2025: 

1 Billion more people living with better health and 
well -being

1 Billion more people from Universal health 
coverage (UHC) 

1 Billion more people protected from health 
emergencies 

WHO General Programme of Work (GPW) 

https://www.who.int/about/general-programme-of-work/fourteenth
https://www.who.int/publications/i/item/thirteenth-general-programme-of-work-2019-2023
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WHO striving to advance in health equity & resilience through 
promoting, providing & protecting health & wellbeing

ÉƣƖċƣĲŊŔĦШŸĤŢĲĦƣŔƻĲƚШŸŉШìc§ќƚШΝΠth General Programme of Work (GPW): 2025-2028

All for Health, Health for All: 2025-2028

https://www.who.int/about/general-programme-of-work/fourteenth
https://iris.who.int/bitstream/handle/10665/376856/9789240095403-eng.pdf?sequence=1
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WHO striving to advance in health equity & resilience through 
promoting, providing & protecting health & wellbeing

ÉƣƖċƣĲŊŔĦШŸĤŢĲĦƣŔƻĲƚШŸŉШìc§ќƚШΝΠth GPW: 2025-2028

https://www.who.int/about/general-programme-of-work/fourteenth
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Manufacturing
ÁSustained high quality manufacturing 
ÁTraining and quality assurance
ÁRegional production 

Impactful use
ÁHealth-care (HC) infrastructure
ÁSustained capacity for HC workers
ÁWorkflow integration
ÁImplementation research & update
ÁDigital health and innovation

Global policy & regulation
ÁStrengthening Regulatory Capacity
ÁReliance:

o Guidelines & normative functions
o WHO Listed Authorities (WLA)
o Prequalification (PQ)

National Policy for health products
ÁGuidance for essential & priority lists, Health 

technology assessment, sustained financial coverage
ÁIntegrate global guidelines & evidence into national 

policy

Selection, procurement 
& supply

ÁTechnical specifications
ÁStandardized nomenclature
ÁMarket shaping

Management of IP & 
Market access
ÁTechnology and knowledge transfer
ÁDesign target product profiles
ÁLicensing
ÁAccelerated equitable access schemes

WHO End-to-End role in Accelerating 
Access to Life-saving Innovation

Access

Science, R&D & Innovation
ÁConvene and catalyze science
ÁFacilitate multi-centre trials
ÁHorizon scanning future innovation
ÁSharing of pathogens, samples and access to products

In
novat ion
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PRE-MARKETING POST-MARKETING

Regulatory functions in end -to-end product life -cycle:

Regulatory 
Authorization 
& Marketing

Innovation

R&D

Pre-clinical

Clinical

Manufacturing

Quality Control

Procurement 
& Supply

Dispensing 

Use

National Regulatory System 
Regulatory Inspection

Licensing establishments

Clinical trials oversight

Vigilance

Laboratory testing

NRA Lot release: uncommon function for vaccines 

Market surveillance & control C
om

m
on functions
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Lack of access to quality-assured medical 

products, costing US$ 30.5 billion: global 

estimated spending on substandard and falsified medicines 

in LMICs (wholesale-level sales) 

Limited quality-assured manufacturing 

capacity in some regions

Evolving health eco-system: Ageing population & increasing 

susceptibility to non-communicable diseases at all ages

Lack of quality control labs for diagnostics, 

vaccines and medicines in many regions 

Growing conflicts, deteriorating environment and 

increasing risks for disease outbreaks and emergencies

70% of NRAs around the world have 

inadequate regulatory systems for 

vaccines & medicines

WHO striving to advance in health equity & resilience despite challenges
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Vaccines against vaccine preventable diseases (VPDs): 

1974 vs 2024

BCG
Hep B

Tetanus
COVID-19

Essential Programme on Immunization:  life -course vaccines

COVID-19

Cholera
Rabies

Mpox
Chikungunya

Pneumococcus

aPertussis
Influenza

RSV

Diphtheria
Tetanus

HPV

COVID-19
Influenza

Meningitis
Cholera
Rabies

JE
TCV

Meningitis
YF

Malaria
Rabies

1974
7 Global VPDs
(mostly for infants)

Expanded Programme on 
Immunization (EPI) founded in 1974

BCG

Pertussis
Tetanus

Polio
Measles

Diphtheria
Smallpox

aPertussis: acellular Pertussis; BCG: bacillus CalmetteтGuérin; Hib: Haemophilus influenzae type b; HPV: human papillomavirus; JE: Japanese Encephalitis; PCV: pneumococcal conjugate vaccine; 
RSV: respiratory syncytial virus; TBE: Tick-Borne Encephalitis; TCV: typhoid conjugate vaccine; YF: yellow fever. 
*Not all context specific VPDs have a WHO SAGE recommendation. 

RecommendedSchedule Neonates Infants & toddlers Childhood & adolescents Adults & older adultsMaternal

Zoster
RSV

Dengue
Influenza

Meningitis

RSV mAb
Mumps
Cholera

TBE
Varicella

Hep A

Rubella
Hib

Hep B
PCV

Rotavirus

Pertussis
Tetanus

Polio
Measles

DiphtheriaG
lo

ba
l V

P
D

s
2024

13 Global VPDs & 18 Context specific VPDs*

C
on

te
xt

 s
pe

ci
fic

G
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P
D

s
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Vaccines are the most cost -effective health interventions

1$ invested in immunization against 
10 pathogens from 2011 to 2020

Modelling approach 94 LMICs 73 GAVI 
countries

Cost-of-illness 26.1 28.5

Statistical life 51.0 54.6

Return of investment
Total of 154 m 
deaths averted

Total of 9b years 
gained

Total of 10.2b 
years of full 
health gained

Cumulative gains due to vaccination from 1974 to 2024

Contribution of vaccination to improved survival & health: Modelling 50 yrs of EPI
Lancet 2024; 403: 2307т16 
https://doi.org/10.1016/S0140-6736(24)00850-X   

Return on Investment From Immunization Against 10 Pathogens In 94 LMICs
Health Affairs 2020, 39, No. 8  : 10.1377/hlthaff.2020.00103

Immunization program for 
2021-2030 predicts

51m deaths averted 
and

$ 782 b economic benefit

https://doi.org/10.1016/S0140-6736(24)00850-X
https://doi.org/10.1377/hlthaff.2020.00103
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R&D for vaccines will support healthy aging, increased productivity, social / 
economical benefit, mitigate AMR and risks for disease outbreaks/emergencies

Dengue transmission from May to July 2024

https://www.healthmap.org/dengue/en/  
https://www.paho.org/en/topics/dengue  

FAO Animal health AIV situation updates

Distribution of AIV with zoonotic potential* 
observed : 1 Oct 2023 т 29 July 2024

Mpox PHEIC declaration 14 Aug 2024

WHO Multi-country outbreak of mpox, 12 Aug 2024

As of 08 Aug

Burundi: 61 
Central Af Rep: 28 
9ŻƣĲШĬќfƻŸŔƖĲаШΣШ
Kenya: 1 
South Africa: 24 
Rwanda: 4 
Uganda: 2 

Oropouche  in the Americas
5 countries with local transmission
As of week 29: 8,078 confirmed cases

PAHO Epi Alert Oropouche, 01 Aug 2024

Cholera situation, Jan -July 2024
Updates published on 15 Aug 2024

Cholera outbreak situation report, 15 Aug 2024

No July updates from Haiti

COVID-19: week of 29 July 2024
% positive cases 

WHO Influenza and other respiratory disease surveillance

https://www.healthmap.org/dengue/en/
https://www.paho.org/en/topics/dengue
https://www.fao.org/animal-health/situation-updates/global-aiv-with-zoonotic-potential/en
https://www.who.int/publications/m/item/multi-country-outbreak-of-mpox--external-situation-report-35--12-august-2024
https://www.paho.org/en/documents/epidemiological-alert-oropouche-region-americas-1-august-2024
https://www.who.int/publications/m/item/multi-country-outbreak-of-cholera--external-situation-report--17---15-august-2024
https://app.powerbi.com/view?r=eyJrIjoiNzdjZTVmY2YtNzY2NC00NTM0LTkzY2QtMWM0MzY0Mjg0YTZjIiwidCI6ImY2MTBjMGI3LWJkMjQtNGIzOS04MTBiLTNkYzI4MGFmYjU5MCIsImMiOjh9
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Innovation in vaccine technologies: 1970s to 2020s 

Vaccine platforms:
ÅLive attenuated
ÅWhole killed,
ÅInactivated
ÅSubunit, 
ÅToxoid, 
ÅAlum adjuvants

Vx manufacturing
ÅStainless steel 

bioreactors,
Åcells or 

embryonated 
eggs

1970s

1st conjugate Vx 
(Hib)

1st recombinant Vx 
(HepB)

1980s

New adjuvant: 
MF59

1st mAb for 
infectious disease 
(Palivizumab, RSV)

1990s

1st viral vector Vx 
(Ebola) 

Hexavalent 
combination

Rabies mAbs 
(alternative to serum-
derived 
immunoglobulin) 

2010s

1st mRNA Vx 
(COVID-19)

New adjuvants: 
AS01, MatrixM

2020s

Single use 
bioreactors 
(facilitates lower 
manufacturing cost 
and local production)

Pentavalent 
combination

New adjuvant: 
AS03

2000s
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Vaccine R&D landscape:

Vaccines R&D (non-exhaustive)1
Recently 
licensed

ÅChikungunya
ÅDengue

ÅMalaria
ÅRSV

Phase III

ÅCytomegalovirus
ÅExtraintestinal Pathogenic E. Coli
Å Improved influenza
Å Leishmania species

ÅNeisseria gonorrhoeae
ÅNorovirus
ÅSchistosomiasis 
ÅTuberculosis

Epidemic & 
pandemic 
pathogens

Phase II ÅEnterotoxigenic E. coli (ETEC)
ÅGroup B Streptococcus
ÅHIV-1

ÅParatyphoid fever
ÅShigella

Epidemic & 
pandemic 
pathogens

Phase I
ÅCampylobacter Jejuni
ÅChlamydia
ÅClostridium Difficile
ÅGr A Streptococcus

ÅHepatitis C
ÅK. Pneumoniae
ÅNon-typhoidal Salmonella
ÅS. Aureus

Epidemic & 
pandemic 
pathogens

Landscape of vaccine candidates by disease 2

HPV: human papilloma virus
IND: investigational new drug application
RSV: respiratory syncytial virus

1: WHO review of bacterial vaccines in development for priority drug-resistant pathogens (July 2022)

2: Nature Reviews Drug Discovery22, 867-868 (2023)  doi: https://doi.org/10.1038/d41573-023-00119-4 

Vx candidates for the top six diseases by technology platform

https://www.who.int/observatories/global-observatory-on-health-research-and-development/monitoring/who-review-of-bacterial-vaccines-in-development-for-priority-pathogens
https://doi.org/10.1038/d41573-023-00119-4


16

Vaccine manufacturing capacity: limited in some regions

1 WHO Global vaccine market report 2022

3  WHO Global vaccine market report 2023

2022 Top 10 manufacturers by volume3

including COVID-19

excluding COVID-19

2% 7% 11%
17% 21%

41%

0%

10%

20%

30%

40%

AFRO EMRO SEAROAMRO EURO WPRO

% Vx 
manufacturers 
based on their 
HQ locations 1

266
176

139

139

90

90

88

88

82

82

52

52

52

51

40

38
12

90
0

100
200
300
400
500
600
700
800

Reuqired Existing Planned Gap

Outbreak Penta MMR Malaria HIV/AIDS PCV BCG YF COVID-19

BCG 1/ YF 2

all COVID-19 

African Vx manufacturing capacity
Required, existing, planned DS production and gaps 2

2 Partnerships for African Vaccine Manufacturing (PAVM) 2022DS: drug substance

https://www.who.int/publications/i/item/9789240062726
https://www.who.int/publications/i/item/B09022
https://africacdc.org/download/partnerships-for-african-vaccine-manufacturing-pavm-framework-for-action/
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Vaccine manufacturing initiatives (not exhaustive)

WHO Unit of Local Production and Assistance
Providing support to countries & companies on local productions

Previously in Dept. of Regulation and Prequalification 
As of April 2024, in Dept of Innovation & Emerging Technologies
Both in the Div. Access to Medicines and Health Products 

May 2022:
Regionalized Vaccine Manufacturing Collaborative (RVMC)

World Economic Forum

June 2024:
African Vaccine Manufacturing Accelerator (AVMA)

] éfќƚШŉŔŰċŰĦŔŰŊШŔŰƚƣƖƨůĲŰƣЯШÖÉҘΝЮΞШĤŔũũŔŸŰЯ for >10 years to support 
ƣőĲШƚƨƚƣċŔŰċĤũĲШŊƖŸƽƣőШŸŉШ ŉƖŔĦċќƚШůċŰƨŉċĦƣƨƖŔŰŊШĤċƚĲ

May 2023:
WHO Biomanufacturing Workforce Training Initiative

Global Training Hub for Biomanufacturing(GTH-B) with 
the Republic of Korea

March 2022:
Partnerships for African Vaccine Manufacturing (PAVM)

April 2022:
EU4Health / EU FAB 

Network of vaccine manufacturing facilities in the EU & EEA

June 2021:
WHO mRNA technology transfer hub

Established with South Africa / 15 recipients in 15 countries 

Aug 2021:
PAHO Regional Platform to Advance the Manufacturing 
of COVID-19 Vxs (PRAIS)

Sept 2021: 
Plan for Self- Sufficiency in Health Matters in 
Latin America and the Caribbean 

May 2020:
WHO COVID-19 Technology Access Pool (C-TAP) 

Oct 2020:
Vx Facility Manufacturing Network  

CEPI & partners 

2003:
IVI Vx Development Program

International Vaccine Institute (IVI) and partners 

Jan 2024: 
WHO Health Technology Access Pool (H-TAP)

Defining access to countermeasures: Landscape report, executive summary, July 2024 WHO 

https://www.who.int/teams/regulation-prequalification/lpa
https://initiatives.weforum.org/regionalized-vaccine-manufacturing-collaborative/home
https://www.gavi.org/programmes-impact/types-support/regional-manufacturing-strategy/avma
https://www.who.int/initiatives/biomanufacturing-workforce-training-initiative
https://ivionlinecampus.ivi.int/
https://africacdc.org/download/partnerships-for-african-vaccine-manufacturing-pavm-framework-for-action/
https://hadea.ec.europa.eu/news/eu4health-call-guarantee-fast-response-future-health-emergencies-2022-04-27_en
https://www.who.int/initiatives/the-mrna-vaccine-technology-transfer-hub
https://prais.paho.org/en/launching-a-collaborative-regional-platform-to-advance-the-manufacturing-of-covid-19-vaccines-and-other-health-technologies-in-the-americas/
https://prais.paho.org/en/launching-a-collaborative-regional-platform-to-advance-the-manufacturing-of-covid-19-vaccines-and-other-health-technologies-in-the-americas/
https://www.cepal.org/en/publications/47253-plan-self-sufficiency-health-matters-latin-america-and-caribbean-lines-action-and
https://www.cepal.org/en/publications/47253-plan-self-sufficiency-health-matters-latin-america-and-caribbean-lines-action-and
https://www.who.int/initiatives/who-health-technology-access-pool/
https://cepi.net/cepi-expands-global-manufacturing-network-reserving-manufacturing-capacity-more-1-billion-doses
https://www.ivi.int/who-we-are/history/
https://www.who.int/initiatives/covid-19-technology-access-pool
https://www.who.int/publications/i/item/9789240097124
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ìőċƣќƚШŰĲĲĬĲĬШŉŸƖШƚƨƚƣċŔŰċĤũĲШƕƨċũŔƣǃШũŸĦċũоƖĲŊŔŸŰċũШƻċĦĦŔŰĲШůċŰƨŉċĦƣƨƖŔŰŊ

Conducive ecosystem must be 
in place to achieve quality and 

sustainability in local production

To meet with international quality, efficacy 
and safety regulations for vaccines, NRAs 
must assess a need for new regulations or 
adaption of existing regulations when new 
vaccine technologies are introduced. 

For effective and efficient use of 
resources (expertise, financial, HR, time, 
etc.), consider integrating reliance 
mechanisms in the regulatory framework.
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The second WLPF, Galvanizing regional partnerships for sustainable 
local production and equitable access , held on 6 - 8 November in The 
Hague, the Netherlands, was organized by the RPQ Local Production and 
Assistance Unit as the WLPF Secretariat supported by the host country. 

Over 120 distinguished guest speakers, joined by over 1100 
delegates from120 countries, including Ministers, CEOs, high-level 
representatives of governments, industry and civil societies, stimulated 
debate and contributed to the co-creation of solutions to overcome 
current and emerging issues in sustainable local production and 
technology transfer of health products.

a springboard towards accessing life -saving 
essential health products  and technologies

TheWorld Local Production Forum (WLPF) is a WHO initiative that 
provides Member States and the global community with a sustainable 
platform to shape strategies, galvanize collective action and foster 
partnerships on sustainable local production to improve timely and 
equitable access to quality-assured health products and technologies. 

Read the 2nd WLPF recommendations

https://hq_mhprpq.createsend1.com/t/d-l-vhkhttd-l-i/
https://hq_mhprpq.createsend1.com/t/d-l-vhkhttd-l-d/


WHOôs support to improve regulatory systems and to promote reliance

GBT-ML

Represents primary means how WHO objectively evaluates 
regulatory systems and measures their Maturity Level

GBT benchmarking process incorporates some elements of 
performance measurement

Designed to provide a structured approach to analyzing the 
inputs, regulatory processes and intended outputs that 

together determine

how well a regulatory system is configured

Verify establishment, appropriateness and 
implementation

of Regulations, Processes, Procedures, Plans, etc.

WLA

Nature and extent of evaluation to provide a high degree of 
confidence in an authorityôs performance 

(e.g., quality of reports, scientifically sound regulatory decisions, etc.)

Documented consistency in adherence to international 
regulatory requirements, best practices & procedures and in 
producing outputs, outcomes reaching a more efficient 

regulatory system

Expansion of performance measurement

to provide a more detailed picture of

how well a regulatory system operates

Measure performance and impact

of Regulations, Processes, Procedures, Plans, etc.

20

WLA initiative promotes relianceGBT initiative leads to capacity building



Global Status of benchmarking of regulatory systems
Benchmarked

21

Self-benchmarked
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Benchmarking and performance evaluation of regulatory systems 
(2016 т May 2024)

WHO Listed authority (WLA) (33 member states)

Benchmarking (37 member states)

Self-benchmarking (58 member states)

11%

63%

13%

13%

% of world population

of the world 
population

87%

The boundaries and names shown and the designations used on this map do not imply the expression of any opinion whatsoever on the part of the 
World Health Organization (WHO) concerning the legal status of any country, territory, city or area of its authorities, or concerning the delimitation 

of its frontiers or boundaries. Dotted lines on map represent approximate border lines for which there may be not yet be full agreement.

17%

19%

30%

34%

% of member states

Member states 
covered

128 
(66%)

Source: WHO RSS database, May 2024
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ÅVaccines produced in countries with ML 3/4 
NRAs are eligible for PQ or EUL

ÅML3/4 NRAs are eligible for becoming WLAs

Global status of national regulatory systems
 (medicines and vaccines regulation as of June 2024)

Source: WHO RSS database, June 2024

NRAs benchmarked as ML3 / ML4 with GBT  

NRA: National Regulatory Authority
GBT: WHO Global Benchmarking Tools List of ML3 and ML4 NRAs, June 2024

https://cdn.who.int/media/docs/default-source/medicines/regulatory-systems/wla/list-of-nras-operating-at-ml3-and-ml4.pdf?sfvrsn=ee93064f_18&download=true
https://www.who.int/tools/global-benchmarking-tools
https://www.who.int/publications/m/item/list-of-nras-operating-at-ml3-and-ml4
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WHO Listed Authorities (WLA) & transitional WLA (tWLA)
 (medicines and vaccines regulation as of June 2024)

List of WLA, May 2024

List of transitional WLA, May 2024

https://www.who.int/publications/m/item/list-of-who-listed-authorities-wlas
https://www.who.int/publications/m/item/list-of-transitional-wlas


In addition to Regulatory systems Strengthening, 
WHO RPQ provides assistance to countries and regions through

Promoting / implementing
Good regulatory practices 
Good reliance practices
Regulatory collaboration, 
convergence & harmonization 

Collaborative registration procedures

Global Health Products Procedures 
EU-M4all
Swissmedic MAGHP 

WHO National Control Laboratory 
Network for Biologicals

International Drug Safety т 
adverse events - Monitoring 

Coalition of Interested Parties (CIP) 
Voluntary WHO-led  Network for Regulatory systems 
Strengthening, launched 2021

25

Post-market surveillance & 
issuing alerts on substandard / 
falsified medical products 

https://www.ema.europa.eu/en/partners-networks/international-activities/medicines-assessed-under-eu-m4all-procedure
https://www.swissmedic.ch/swissmedic/en/home/about-us/development-cooperation/marketing-authorisation-for-global-health-products.html


Å 9ƨƖƖĲŰƣũǃЯШŰĲċƖũǃШΝќΤΜΜШƓƖŸĬƨĦƣƚШċƖĲШĲŔƣőĲƖШƓƖĲƕƨċũŔŉŔĲĬШŸƖШƖĲĦŸůůĲŰĬĲĬШŉŸƖШEůĲƖŊĲŰĦǃШÖƚĲШxŔƚƣŔŰŊШыEÖxь
Å WHO PQ has becomea trusted and reputed symbol for safety, quality and efficacy/performance across member states and stakeholders 26
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Strategic Preparedness and Response Plan 
5Cs: WHO respiratory pathogen pandemic preparedness (WHO PRET)

C1: Emergency Coordination
Strengthen coordination between Member States and partners for public 
health response appropriate for the local context and risk

C2: Collaborative surveillance
Monitor and share information to improve collective understanding of how an 
outbreak is evolving, identify specific risk, and inform response measures

C3: Community protection
Risk awareness and empower communities to adopt protective measures

C4: Clinical care
Provide safe and quality clinical care for individuals and prevent 
infections in health settings 

C5: Access to Medical Countermeasures (MCM -Net)
Ensure equitable access to effective diagnostics, vaccines and 
therapeutics 

C6: Cross-cutting R&D
Drive the cross-cutting research agenda in all areas

Agile Equitable Sustainable

HEPR
Health Emergency Preparedness,

Response and Resilience

Strengthening health emergency prevention, preparedness, response and resilience, 2023

https://cdn.who.int/media/docs/default-source/emergency-preparedness/who_hepr_wha2023-21051248b.pdf?sfvrsn=a82abdf4_3&download=true
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Access to countermeasures: 
Equity, Safety & Quality through regulatory oversight, Speed

Regulatory system as enabler to facilitate access to quality assured countermeasures 

Collaborative 
surveillance 

Access to 
countermeasures Key principles in Access to Countermeasures 

Equity Safety & Quality
through regulatory oversight 

Speed

4.1: Fast-tracked R&D

4.2: Scalable manufacturing  
platform 

4.3: Coordinated 
procurement & supply chains

Community 
protection

Clinical care Emergency 
Coordination

Pathogen info

Epi monitoring 
informs MCM needs

Pathogen emergency, transmission, susceptibility, morbidity & mortality info

CMC allocation 
and distribution 
during response 

PPE for IPC 
Dx for rapid diagnosis 
Tx for treatment

Build trust in CMCs 
Drive vaccination
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Regulatory pathways : enablers  for access to medicines & vaccines:

Full/Traditional 
approval 

Mechanisms for emergency 
&/or management of unmet 

public health need 
with  

Flexibility, Agility and Speed
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Flexible, Agile mechanisms: examples: FDA, EMA & WHO

WHO Emergency Use Listing 
(EUL)

Applicable to products that have been 
authorized by WLA, tWLA or NRAs with 
ML3/ML4 designation

Platform Technology 
designation 
Applicable only to those which 
already have an approved product

Advance Manufacturing 
Technology designation
new, facilitate development of 
novel technologies wiliest other 
technologies are applied in novel 
way which substantially improve 
the manufacturing process

FDA also has:

Animal Rules

EU-M4all
previously known as the Article 58 procedure

EMA, working with WHO, provides scientific 
opinions on high priority human 
medicines/vaccines, that are intended for 
markets outside of the European Union

Regulatory Affairs 101: Introduction to Expedited Regulatory Pathways
Clin Transl Sci (2020) 13, 451т461; doi:10.1111/cts.12745 

https://www.ema.europa.eu/en/partners-networks/international-activities/medicines-assessed-under-eu-m4all-procedure
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ìc§Ш?]ќƚШÂcEf9ШĬĲĦũċƖċƣŔŸŰЯШΝΠШ ƨŊШΞΜΞΠ

* WHO Multi-country outbreak of mpox, 12 Aug 2024

Cases: as of 08 Aug*

Burundi: 61 
Central Af Rep: 28 
9ŻƣĲШĬќfƻŸŔƖĲаШΣШ
Kenya: 1 
South Africa: 24 
Rwanda: 4 
Uganda: 2 

Detected also in:
(as of 15 Aug)
Central African Rep
Kenya
Nigeria
Sweden 

Mpox cases in 2024 (as of 08 Aug)

PHEIC: Public Health Emergency of International Concern

Mpox: PHEIC declared on 14 Aug 2024 

Mpox has been reported in the DRC for more than a 
decade, and the number of cases reported each 
year has increased steadily over that period. Last 
year, reported cases increased significantly, and 
already the number of cases reported so far this year 
őċƚШĲǂĦĲĲĬĲĬШũċƚƣШǃĲċƖќƚШƣŸƣċũЯШƽŔƣőШůŸƖĲШƣőċŰШ
15 600 cases and 537 deaths.

The emergence last year and rapid spread of a new 
virus strain in DRC, clade 1b, which appears to be 
spreading mainly through sexual networks, and its 
detection in countries neighboring the DRC is 
especially concerning, and one of the main reasons 
for the declaration of the PHEIC.

Strategic Preparedness and Response Plan for Mpox

IHR Emergency Committee meeting report, 19 Aug 2024

https://www.who.int/news/item/14-08-2024-who-director-general-declares-mpox-outbreak-a-public-health-emergency-of-international-concern
https://www.who.int/publications/m/item/multi-country-outbreak-of-mpox--external-situation-report-35--12-august-2024
https://www.who.int/news/item/19-08-2024-first-meeting-of-the-international-health-regulations-(2005)-emergency-committee-regarding-the-upsurge-of-mpox-2024
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Strategic Preparedness and Response Plan for Mpox

Objectives

Achieve control of Mpox 
outbreaks in every context

Advance Mpox research and 
access to countermeasures

Minimize zoonotic 
transmission of 

monkeypox virus

Goal

Achieve & sustain 
elimination of 

human-to-human 
transmission of Mpox

C1: Emergency Coordination
Strengthen coordination between Member States and 
partners for public health response appropriate for the local 
context and risk

C2: Collaborative surveillance
Monitor and share information to improve collective 
understanding of how an outbreak is evolving, identify specific 
risk, and inform response measures

C3: Community protection
Risk awareness and empower communities to adopt 
protective measures

C4: Clinical care
Provide safe and quality clinical care for individuals and 
prevent infections in health settings 

C5: Access to Medical Countermeasures
Ensure equitable access to effective diagnostics, vaccines and 
therapeutics 

C5 R&D: Cross-cutting R&D
Drive the cross-cutting research agenda in all 
areas

Strategic Pillars
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Mpox Vaccine Regulatory status:

Smallpox and Mpox Vxs: regulatory status (as of July 2024)

Status for smallpox Status for Mpox Product info
MVA-BN 
3rd generation 
Bavarian 
Nordic)

2013: 
ÅEMA (Imvanex) under 

exceptional 
circumstances

ÅHC (Imvamune) full MA
2019: 
ÅUS FDA (Jynneos) full MA

2019: 
ÅUS FDA (Jynneos) full MA
ÅHC (Imvamune) full MA

2022: 
ÅEMA (Imvanex) under 

exceptional circumstances 

Aug 2022: US FDA
ÅEUA for <18 yrs
ÅEUA for intradermal admin 

0.1ml 

Å 2-doses 4-weeks apart
Å Liquid-frozen
Å Use in adult population >18 yrs
Å Sub-cutaneous т 0.5ml

September 2024: 
ÅWHO PQ

LC16
3rd generation
(KM Biologics)  

1975: 
ÅMHLW/PMDA full MA

Aug 2022
ÅMHLW/PMDA MA

Å Single dose
Å Use from infants to adults
Å Freeze-dried multidose vials
Å Bifurcated needle

October 2024: 
ÅWHO EUL review  in 

progress

ACAM2000
2nd generation
(Emergent 
BioSolutions)

2007:
US FDA  approved for those 
who have a chance of getting 
smallpox

2022: US FDA
ÅDuring outbreak, use 

allowed under 
the Expanded Access 
Investigation New Drug 
Application (EA-
IND)protocol

Å Single dose
Å Approved for use from 18 to 64 yrs
Å Freeze-dried multidose vials
Å Bifurcated needle

HC: Health Canada
MA: market authorization 

https://www.fda.gov/news-events/public-health-focus/expanded-access
https://www.fda.gov/news-events/public-health-focus/expanded-access
https://www.fda.gov/news-events/public-health-focus/expanded-access
https://www.fda.gov/news-events/public-health-focus/expanded-access
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as of 21 Dec 2021

COVID-19 Emergency regulatory authorizations issued by 144 LMICs

Drug Substance (DS) / Drug Product (DP)  

EULed manufacturing sites

BIBP: CN

Sinovac: CN

Moderna
DS: CH, US

DP: SP, US

Janssen
DS: NL, US

DP: BE, IT, NL, SAf, US

Pfizer 
DS: DE, US 

DP: BE, CH, DE, FR, IT

AS/SK-Bio/SII
DS: AU, BE, CN, JP, NL, RepK, UK, US

DP: AU, DE, IT, JP, RepK, SP, TH, UK, US

ÅVaccine is needed for everyone around the world 
from very old to very young, those with underlying 
diseases and healthy, i.e., need simultaneous 
regulatory approval in high number of countries 
(with different regulatory systems and legal 
framework)

ÅMassive regulatory workloads before, during and 
after regulatory clearance/approval

ÅRequire manufacturers to monitor safety and 
efficacy as post-approval requirements  

Reminder:
Importance of reliance  in emergency authorization 
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Regulatory Reliance and Collaborative Registration Procedure (CRP) 

COVID-19 pandemic: 

Å Vx development and emergency use authorization occurred 
with a record speed of 11 months 

Å Through ћÅĲũŔċŰĦĲќ, the first EUL Vx was listed on 31 Dec 2020 
10 days after EMA scientific opinion

Å ìŔƣőШìc§ШƖĲŊƨũċƣŸƖǃШƣĲċůќƚШƚƨƓƓŸƖƣШċŰĬШŔůƓũĲůĲŰƣċƣŔŸŰШŸŉШ
reliance, 101 countries issued regulatory clearance of the 
first EUL Vx within 15 days

Å By the end of 2023, PQ unit recommended 40 IVDs and 13 
COVID-19 vaccines for EUL, prequalified 14 FPPs, 3 
biotherapeutics and 10 APPs.  

Å In parallel, the Regulation and Safety Unit assisted around 150 
NRAs from LMICs to issue nearly 5500 expedited regulatory 
clearance for EUL listed COVID-19 vaccines, contributing to 
9§é ñќƚШĲŉŉŸƖƣƚШŔŰШĬĲũŔƻĲƖŔŰŊШΝЮΦΥШĤŔũũŔŸŰШĬŸƚĲƚШŸŉШ9§éf?-19 
vaccines across LMICs. 

70% of NRAs have inadequate functional systems and 
require assistance through shared responsibilities  for 
an end-to-end health product management 
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Principles

TRUST

INFO SHARING AND DIALOGUE 
among regulators

CONVERGENCE & 
HARMONIZATION

ECONOMIC OR LEGAL 
INTEGRATION

STAKEHOLDERS ENGAGEMENT

Enablers

GReIP: Good Reliance Practices  Good Reliance Practices in the regulation of medical products: high level principles and considerations (2021) 

Reliance and Trust: the key to facilitate access to quality -
assured health products


