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MTBVAC The Lancet Respiratory Diseases Publications

Phase 1a in adults in Switzerland

Phase 1b in adults and newborns in South Africa

Main conclusion:

MTBVAC is as safe and immunogenic as 

BCG in healthy adults, not BCG vaccinated 

and HIV negative.

Main conclusion:

MTBVAC is as safe as BCG and more 

immunogenic than BCG in neonates.

Published  2015 

Dr. F. Spertini

Published  2019 

Dr. M Tameris
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MTBVAC in newborns - Phase 2a RIA2016V-1637

Completed, submitted for publication

A Phase 2a Randomized Controlled Dose-Defining Trial of the Safety and Immunogenicity of MTBVAC 

in Healthy, BCG Naïve, HIV Unexposed, South African Newborns.

Key points:

- Sample size - 99 ppts in 1 site

- Single dose, intradermal (ID)
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Dose selected for the Phase 3                    2.5 x 105 CFU
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MTBVAC in newborns - Phase 2a RIA2016V-1637

Completed, submitted for publication

Main conclusions:

- All three doses seemed safe and well tolerated (104, 105 and 106)

- MTBVAC is as safe as BCG and more immunogenic than BCG in newborns
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Dose selected for the Phase 3                    2.5 x 105 CFU
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MTBVAC in newborns - Phase 2a RIA2016V-1637

Completed, submitted for publication

Main conclusions:

- All three doses seemed safe and well tolerated (104, 105 and 106)

- MTBVAC is as safe as BCG and more immunogenic than BCG in newborns

In concordance with WHO recommendations, the 2.5x105 CFU MTBVAC dose was 
selected for phase 3 efficacy evaluation compared to BCG vaccination in infants.

Please refer to Poster Session room for further information on this study.
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MTBVAC A-050 in adults - Phase 1b/2a

Completed, submitted for publication

Live-attenuated M. tuberculosis vaccine, MTBVAC, in adults with or without M. tuberculosis sensitization: a 

Phase 1b/2a randomized, controlled, double-blind, dose-escalation trial

Key points:

- Sample size - 144 ppts in 1 site

- Single dose, intradermal (ID)

- 8 Cohorts - QFT + and QFT - with 4 doses each to evaluate dose level: 
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Dose selected for future studies                    5 x 105 CFU

Main conclusions:

 - There were no serious side effects linked to the MTBVAC vaccine. 

 - Dose 5 x 105 CFU is as safe as BCG and more immunogenic than BCG in QFT negative and what 

is more important, in QFT positive cohorts.

MTBVAC A-050 in adults - Phase 1b/2a

Completed, submitted for publication
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Dose selected for future studies                    5 x 105 CFU

Main conclusions:

 - There were no serious side effects linked to the MTBVAC vaccine. 

 - Dose 5 x 105 CFU is as safe as BCG and more immunogenic than BCG in QFT negative and what 

is more important, in QFT positive cohorts.

MTBVAC A-050 in adults - Phase 1b/2a

Completed, submitted for publication

The results show that the efficacy of MTBVAC can be studied in both QFT positive and 
negative efficacy trials.

Please refer to Poster Session room for further information on this study.
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MTBVACN3 in neonates – Phase 3 RIA2019S-2652

Ongoing

Randomized, Double blind, Controlled Phase 3 to evaluate the Efficacy, Safety and Immunogenicity 

of MTBVAC administered in healthy HIV unexposed uninfected and HIV exposed uninfected newborns 

in Tuberculosis-Endemic Regions of Sub-Saharan Africa.
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MTBVACN3 in neonates - Phase RIA2019S-2652

Ongoing
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MTBVACN3 in neonates - Phase RIA2019S-2652

Ongoing

Key points:

 - Sample size - 7120 ppts in 6 sites

 - Single dose, intradermal (ID)

 - Control - BCG vaccine

 - Follow up - 2- 6 years

- DSMB (Data Safety Monitoring Board) - Periodically 

reviews cumulative safety data

• 3 meetings held by protocol - “No safety concerns 

raised, and study should continue as planned.”

- AC (Adjudication Committee) - Validates TB cases reported by sites.             

           Milestones: 

o 1st interim analyses - 49 adjudicated TB cases

o 2nd interim analyses - 97 adjudicated TB cases
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HVTN 605 in HIV+ Adolescents and adults - Phase 2a in SA

Ongoing

A phase 2a clinical trial to evaluate the safety and immunogenicity of MTBVAC in 

adolescents and adults living with and without HIV in South Africa.

Key points:

 - Sample size - 276 ppts (12 - 55 y) in 16 sites

 - Single dose, intradermal (ID)

 - Control - BCG vaccine

 - Follow up - 1 year

 - Cohorts:

• 1st HIV – 

• 2nd HIV + , CD4 T-cell count ≥ 200 cells/mm3

• 3rd HIV +, CD4 T-cell count ≥ 100 cells/mm3

Safety data assessment

If the results of this study show that it is safe in HIV + 

group, it will be allowed to use MTBVAC in this population.
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Phase 2b in SSA : IMAGINE in Adolescents and Adults
Investigation of MTBVAC toward Accelerating Global Immunization for a Neglected Epidemic

Key points:

- Sample size -  4300 ppts (14 - 45 y) in 15 sites

- BCG vaccinated in infancy

- Single dose, intradermal (ID)

- Control – Placebo

- Follow up - 2 years 

- Protocol amendment Approval – 1st Oct 2024

Please refer to Poster Session room for further information on this study.

A Phase 2b, double-blind, randomized, placebo-controlled study to evaluate 

the efficacy, safety and immunogenicity of a candidate tuberculosis (TB) 

vaccine, MTBVAC, against TB disease in interferon gamma release assay positive 

adolescents and adults aged 14-45 years, living in a TB endemic region.
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BBIL/BBV169-I/2023 in Adults - Phase 1 in India

Completed

Phase I Clinical Trial, open label to Assess the Safety, Reactogenicity, Tolerability and 

Immunogenicity of a Tuberculosis Vaccine BBV169 (MTBVAC), in Healthy Indian Adults.

Key points:

- Sample size - 30 ppts (18 - 65 y) - Recruitment has ended

- 1 site

- Single dose, intradermal (ID) 

- Cohort - Healthy, BCG vaccinated, HIV negative 

- Follow up - 6M

- Pending preliminary results 
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BBIL/MTBVAC-II/2024 in Adults - Phase 2 in India

A Phase II, Randomized, Double-blind Trial to Assess the Safety and Immunogenicity 

of MTBVAC (BBV169), with BCG vaccine as a comparator in Healthy adolescent and 

adult populations.

Key points:

- Sample size - 164 ppts (12-65 y)

- Single dose, intradermal (ID) 

- Cohort - QFT + and QFT – 

- Control - BCG vaccine 

- Follow up - 6M 

- 1st milestone: Interim analysis at D28 visit - DSMB safety analysis

- Enrollment to start in Q4 2024
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BBIL/MTBVAC-II/2024 in Adults - Phase 2 in India

A Phase II, Randomized, Double-blind Trial to Assess the Safety and Immunogenicity 

of MTBVAC (BBV169), with BCG vaccine as a comparator in Healthy adolescent and 

adult populations.

Key points:

- Sample size - 164 ppts (12-65 y)

- Single dose, intradermal (ID) 

- Cohort - QFT + and QFT – 

- Control - BCG vaccine 

- Follow up - 6M 

- 1st milestone: Interim analysis at D28 visit - DSMB safety analysis

- Enrollment to start in Q4 2024

Phase 3 planned to start in Q3/Q4 2025.
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Capacity Building & Tech. Transfer 

Madagascar and Senegal 

Please refer to Poster Session room for further information on this study.

IPM and CRB-EPLS executed capacity building methods and technology transfer validation steps 

during Phase2a to ensure proficiency and activation for Phase3 in neonates.

✓ Quality assurance, equipment maintenance

✓ Staff training and education

✓ Logistical and infrastructures

✓ Management of essential documents and source document (SOP, Log, Form, Document)

✓ Improving ethics and pharmacovigilance skills

Capacity 
building

CTs in LMICs:

- Creation of MTBVAC consortium

- Initiation of TB vaccine trials preparedness in Madagascar and Senegal
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PRIME SCHEME by EMA
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MTBVAC Timeline ¡¡¡ BIG THANKS !!!!



An international convening of the Organized in collaboration with

Thank you for the attention!
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