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MTBVAC Timeline
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Phase 1a in Switzerland
ClinicalTrials.gov: NCT02013245
36 healthy volunteers

Phase 1b in SA
ClinicalTrials.gov: NCT02729571
18 adults + 36 newborns

Phase 2ain SA
ClinicalTrials.gov: NCT03536117
99 newborns

Phase 1b/2ain SA
ClinicalTrials.gov: NCT02933281
144 adults

Phase 3 in SA, Mad, Sen
ClinicalTrials.gov: NCT04975178
7120 newborns
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Phase 1in India
ClinicalTrials.gov: NCT06438978
30 adults

Phase 2a in SA (605)
ClinicalTrials.gov: NCT05947890
276 HIV+ adolescents and adults

Phase 2 in India
Adolescents and adult
2024-2025

Phase 2b in SSA (IMAGINE)
ClinicalTrials.gov: NCT06272812
4300 adolescents and adults

Phase 3 in India
Adolescents and adult
2025-2029



MTBVAC in newborns - Phase 2a RIA2016V-1637 - Completed BIOFABRI VA
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A Phase 2a Randomised Controlled Dose-Defining Trial of the Safety and Immunogenicity of MTBVAC in
Healthy, BCG Naive, HIV Unexposed, South African Newborns
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A Phase 2a Randomised Controlled Dose-Defining Trial of the Safety and Immunogenicity of MTBVAC in
Healthy, BCG Naive, HIV Unexposed, South African Newborns

Key points: Study Site
- Sample size - 99 ppts in 1site

- Single dose, intradermal (ID)

i 28

Cohort 1 '
2.5x10"4 CFU

25 MTBVAC + 8 BCG

Cohort 2 i 28 385

25x10"5CFU )
25 MTBVAC + 8 BCG
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Cohort 3 v ¥ 285
25x10"6 CFU >t ]
25 MTBVAC + 8 BCG

.DSMB Safety Review

| T . - EPLS} Gas  Universidad 4 o : |
"W B 1 O FA B R | : {‘ SER i Zaragoza ”l‘ TuBerculosis Vaccine Initiative :t =5
[ ] Yisg,, et

Institut Pasteur o - _
SR de Madagascar g rrooc R bl




MTBVAC in newborns - Phase 2a RIA2016V-1637 - Completed BIOFAB I
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Main conclusions:

- All three doses seemed safe and well tolerated.
- No significant differences in immunogenicity between the 2.5 x 10”5 CFU and 2.5 x 10”6 CFU
doses of MTBVAC were detected, but both these doses were more immunogenic than BCG and the

2.5 x 104 CFU dose of MTBVAC.

Dose selected for the Phase 3 2.5x10A5CFU

Study publication submitted, pending approval.

\(,,V/ 9\\\\\,, In concordance with WHO recommendations, the 2.5x10"5 CFU MTBVAC dose was
R : : C e

‘i\,_,,‘i? selected for phase 3 efficacy evaluation compared to BCG vaccination in infants.
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Last in-person meeting of the
partners involved in the project
Phase 2a

Spain- Bayona - May 2022
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MTBVACNS3 in newborns - Phase 3 RIA20195-2652 - Ongoing BIOFAB R Tk |
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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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MTBVACNS3 in newborns - Phase 3 RIA20195-2652 - Ongoing BIOFABRI VA

Key points: Study Population
- Sample size - 7120 ppts in 6 sites

Safety population

- Single dose, intradermal (ID) S0
T ppts South Africa
+H ppis Madogascar

- Control - BCG vaccine

+

Efficacy population

- Follow up - 2- 6 years
TOMMY ppts

Omly South Africa

Reactogenicity population
COmpleted COILTEE. "TTTTErrry (PrrTPPPPrEPPrPRrRrrre S 1120 Pp|$

[mmuniv. pop.
+ B} prpts South Africa

Senegal |

Immunogenicity

COmp|eted PR, U population
46l ppts

#3400 ppis South Alrica

# HIV uninfected: 100 exposed + 240 unexposed
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3787 vaccinated babies

53.1% of total target

by 18 February
2025

Madagascar and Senegal
have completed recruitment

by end 2024.
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2nd Annual Project Progress Meeting - South Africa - Johannesburg - 27 to 29 May 2024
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3rd Annual Project Progress Meeting - to be held in Spain - May 2025 : fin20195 2652
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Procedures, Oppoﬁunities and Benefits Offered by EDCTP BlOFABRI A

EDCTP

e Funding Support

e Additional Procedures and methodology:

1. Non-cost Extension. Phase 2a.

2. Annual training in projet management and finances

3. In-person Annual Progress Meetings of the projects

4. EDCTP Annual Reporting: Technical and Financial Review - Interim Payments

5. Fluent communication and support throughout the EDCTP project length




Thank you for the attention!
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