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Global number of TB deaths increased in 2020 
and again in 2021, back to 2017 level

TB second only to COVID-19 as cause of death from single infectious agent 

20202015201020052000

M
il
li
o

n
s

p
e
r 

y
e
a
r 

(l
o

g
 s

c
a
le

)

0.3

0.5

2.0

1.0

1.6 million in 2021, 

up from 1.5 million in 2020 

and 1.4 million in 2019

187,000, down from 

201,000 in 2020

2020 End TB Strategy milestone
35% reduction from 2015 level
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8 countries, 68% of global cases in 2021           
87% in 30 high TB burden countries

China

Bangladesh

Philippines

Indonesia

India

Pakistan

Democratic Republic of the Congo

Nigeria

Number of 

incident cases

2,000,000

1,000,000

100,000

500,000



Immunization, Vaccines and Biologicals 4

In 2014, WHO developed guidance on the preferred product 
characteristics for new vaccines to inform developers

Please see WHO vaccine PPC & Roadmap guidance documents under:

Product Development for Vaccines Advisory Committee  and PPCs

The WHO PPC document captures most key 
clinical and regulatory considerations for TB 
vaccines:
✓ Indication
✓ Target population
✓ Outcome measure; efficacy
✓ Duration of protection (at licensure; 

eventually)
✓ Safety 
✓ Schedule
✓ Co-administration

https://www.who.int/immunization/research/committees/pdvac/en/
https://www.who.int/immunization/research/ppc-tpp/preferred_product_characteristics/en/
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http://apps.who.int/iris/bitstream/handle/10665/273089/WHO-IVB-18.06-eng.pdf5

One candidate, M72, has met the criteria of the WHO vaccine 
characteristics (and others are coming) 

• M72/AS01E-4 met key criteria of the WHO 
PPC for adult/adolescent TB vaccines. 

• The phase III efficacy study will begin in 
Q1 2024
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Steps along the pathway to vaccine licensure- and use
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Regulatory approval:
• Safety
• Quality
• Efficacy

Proof-of-

Concept
Discovery Preclinical Implementation

Proof-of-

Efficacy
Registration

Translational hurdle Early to late stage dev’t Country introduction by policy makers and MoF

In countries
• Feasibility,
• Acceptability,
• Cost effectiveness
• Cost benefit
• Self procuring

countries could
be early adopters

Globally:
• Data related to programmatic fit
• Data from sufficiently diverse and representative disease contexts
• ….and populations
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The data expectations for decision-making become more complex 
as a vaccine advances to policy, financing and introduction
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Timelines for the malaria vaccine RTS,S (Mosquirix) from concept to the 
point of consideration for global policy recommendation

https://www.sciencedirect.com/science/article/pii/S0264410X21013955?via%3Dihub
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Alignment and co-ordination of stakeholders is crucial to achieving 
access and impact of new TB vaccines 



Extensive work on assessing the ‘full’ value of new TB vaccines by LSHTM 
and Harvard, under WHO framework

European Respiratory Journal 2020 55: 1902414; DOI: 10.1183/13993003.02414-2019

• Articulates the full value of new TB vaccines from the 
perspectives of multiple stakeholders

• Serves as an end-to-end compendium of available 
evidence to support advocacy and inform decision making 
at various stages of product development

https://www.who.int/publications/i/item/9789240064690
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WHO covened a series of workshops in 2021-22 to map what is needed
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WHO covened a series of workshops in 2021-22 to map what is needed



Key variables to consider for the development 
of M72/AS01E demand forecast scenarios 

Which countries will 
introduce the vaccine? 

For countries electing 
to introduce, what will 

be the year of 
introduction?

Country scope and 
pace of introduction

Scope of vaccination 
(national/subnational)

Booster dose 
requirements

Will introduction be 
done at a national or 
subnational scale?

Will all populations be 
targeted or only risk 

groups?

Will booster doses be 
required?

What is the frequency 
of boosters? Which 

populations are 
eligible?

Availability of vaccine 
supply

How much vaccine 
supply will be 

available?

How quickly will supply 
reach maximum 

volumes?

• Vaccination coverage is a key variable, if anticipated to vary significantly (e.g., 10-80%) 
• This forecast is aimed at understanding influence of other key programmatic variables that could cause large 

variance in demand, assuming narrower ranges in vaccination coverage

Vaccination coverage

Slide courtesy of MMGH
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WHO covened a series of workshops in 2021-22 to map what is needed
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WHO is attempting to articulate the needs for global policy 
recommendations NOW, so that that data and evidence can be 
generated



Structure of the ECVP guidance
The ECVP is based on SAGE’s Evidence to Recommendation framework and includes five tables:

• Table 1:  Vaccine Product Related Parameters for priority populations 
• Table 2: Vaccine Delivery related Parameters for the priority populations, including delivery 

strategy/setting
• Table 3:  Vaccination of other target populations (clinical and delivery considerations)
• Table 4: Regulatory Strategy Considerations to facilitate policy review
• Table 5: Implementation Considerations (data for decision making e.g. used in Gavi VIS)

Tables 1,2 and 3 identify evidence needs for initial (IP) and expanded (EP) policy 
recommendations
Each section identifies: 
o High Priority parameters in red: expected to be critical for SAGE and other policy bodies at 
the regional and country level;
o Medium Priority parameters in blue:  for which data and evidence are likely to be 
beneficial for policy recommendation. 



Where are we now, with the ECVP tool and the TB vaccine ECVP?

Generic ECVP framework is
available on IVB website

ECVP for TB vaccines intended for adults and 
adolescent vaccines has been through public 
consultation and is being finalized. 



Initial policy considerations outlined in ECVP for TB vaccines for adults and 
adolescents 

• Data demonstrating prevention of pulmonary TB disease as the primary endpoint, to ensure 
the most rapid impact on the TB epidemic due by reducing transmission.

• Data demonstrating safety and 50% or greater efficacy in preventing confirmed pulmonary TB
• Efficacy data in adults with evidence of prior Mtb infection
• Safety and immunogenicity data in adults without evidence of prior Mtb infection, to avoid 

the need for screening prior to vaccination.
• Safety and immunogenicity data from people living with HIV.
• Efficacy data from sufficiently diverse representative geographies to support global 

policymaking.
• A safety and reactogenicity profile supportive of widespread use of a preventive vaccine. 
• Data demonstrating duration of protection for the disease indication of at least 2 years.
• Dosing regimens, schedule and delivery strategy designed for optimal cost-effectiveness and 

to achieve equitable impact, integrated within primary healthcare delivery systems
• Data relating to end-user acceptability, based on community engagement to ensure vaccine 

acceptance.
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WHO covened a series of workshops in 2021-22 to map what is needed



WHO developing a global framework for country introduction of new adolescent and adult 
TB vaccines



Some activities under the different goals are related and should be tackled collectively



WHO developing a global framework for country introduction of new adolescent and adult 
TB vaccines

Public consultation of Framework for country 
introduction of TB vaccines for adults and adolescents 

is ongoing:
https://www.who.int/publications/m/item/a-global-
framework-to-prepare-for-country-introduction-of-

new-tb-vaccines-for-adults-and-adolescents



UN high-level meeting on TB, 2023

LEADERSHIP:

OFFICE OF THE PRESIDENT OF THE GENERAL ASSEMBLY

with UNSG and WHO

H.E. Mr Csaba Kőrösi, President of the UN General Assembly

Date: 22 September, 2023

Where: UN Headquarters, New York 

Co-facilitators:

Uzbekistan and Poland 

CIVIL SOCIETY HEARING: 8-9 May, 2023

Participants: 

UN Member States at the highest possible level, preferably at the level of Heads of State and Government; 

observers of the General Assembly; NGOs, civil society organizations, academic institutions and the private 

sector

HLM outcome: concise and action-oriented 

political declaration, agreed in advance by 

consensus through intergovernmental 

negotiations
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