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I HE BCG RCT DATA CHRONICLES

- Started with Emails, Ended with sifting many
Old Archives

- Following Leads from UK to US to South
Africa.. and Back

- The Case of the Missing Data (And the
Retired Scientists)

- BCG on Potatoes and Beef bile and Unethical
oractices

- Calling Curators, Museal and trying to get
access to Sanatoria Archives

- 90-year-old researcher to the Rescue

- Great-Grandkids and LinkedIn
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In 1947, a study was begun to deter-
mine insofar as possible the merits of
BCG vaccine as a preventive for tuber-
culosis. The study was confined to resi-
dent patients of Lincoln (Illinois) State
school, an institution for menta) retardates.

‘THE USE OF THE BCG VACCINE AGAINST
] TUBERCULOSIS IN CHILDREN:*

Eight Years' Experience
CAMILLE EERESZTURT axp WILLTAM H. PARE

se of this study was threefold: namely, to find out from our
ence whether the use of the Calmette vaccine is free of harm
beings; whether it is elfective in the prevention of tuberculosis;
inally, whether the good accomplished by it is great enough to
ant its use on a large scale as a public health measure. According
ge three problems, w are presenting our material in three chapters.
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4 additional studies
9 studies for initial abstract screening
79 stud fully screened f
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N = 435,741 participants

After applying exclusion
criteria, remaining for analysis:
- 29147 In M HHC

- 1,378 1in 2 ACS

- 2963Iin1RCT

Additional exclusion criteria for
TST and IGRA analyses
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Prevention of TST conversion
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Hazard Ratio
(95% CI)
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1.02 (0.93-1.12)

0.75 (0.45-1.24)

0.58 (0.39-0.86)

0.90 {0.76-1.07)
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0.91 (0.64-1.21)
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MODEL IGRA, QFT CUT-OFF =0.7 IU/ML

SINGLE AND SUSTAINED

Study Model

Type
ACS Prevention of Disease
1STUDY Prevention of IGRA conversion
Prevention of Disease among IGRA positives
Prevention of IGRA sustained conversion
Prevention of Disease among IGRA sustained conversior
HHC Prevention of Disease
Prevention of IGRA conversion
5STUDIES Prevention of Disease among IGRA positives

Prevention of IGRA sustained conversion

Prevention of Disease among IGRA sustained conversior

Pattern

t e

0.01 0.10 1,00 10.00
Adjusted Hazard Ratio (log scale)

@/

TH
GLOBAL FORUM
on TB VACCINES

8-10 October 2024
Rio de Janeiro, Brazil

Driving innovation fram discovery 1o access

100.00

Hazard Ratio
(95% CI)

0.79 (0.49-1.25)

0.99 (0.94-1.10)

0.76 (0.47-1.21)

0.90 (0.81-1.02)

0.50 (0.24-1.04)

0.68 (0.18-2.59)

0.65 (0.51-0.82)

0.92 (0.23-3.67)

0.54 (0.10-3.11)
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13

-

%



_ TH
@7 GLOBAL FORUM | 810 0ctober 2024
. | onTB VACC'NES Rio de Janeire, Brazil

SECONDARY ANALYSES




_ TH
@7 GLOBAL FORUM | 8-10 Getoner 2024
Wl | onTB VACC'NES Rio de Janeire, Brazil

D | S C U S S | O N Driving innovation fram discovery 1o access




N TH
@7 GLOBAL FORUM | 10 0ctoser 2024
"l | onTB VACC'NES Rio de Janeire, Brazil

C Q N C U S | Q N Driving innovation fram discovery 1o access




BILL& MELINDA  gNgY ..
(GATES foundation 1pipLys ;B.H'-;hd

Acknowledgements
Paul F., Family F. M. Sanatoria, Musea, Universities, Clinics,
Participants, Ann Ginsberg and Douglas McNair

Collaborators

Logan Stuck® Leonardo Martinez* Alexandra S. Richards, Carlos Acufia-Villaorduna,
Naomi E. Aronson, Maryline Bonnet, Anna C. Carvalho, Pei-Chun Chan, Li-Min Huang,
Chi-Tai Fang, Gavin Churchyard, Helena del Corral-Londofo, Manjula Datta, Marcos A.
Espinal, Katherine Fielding, Andrew J Fiore-Gartland , Alberto Garcia-Basteiro, Willem
Hanekom, Mark Hatherill, Phillip C. Hill, Helena Huerga, Edward C. Jones-Lopez, Afranio
Kritski, Anna M. Mandalakas , Punam Mangtani, Eduardo Martins Netto, Harriet
Mayanja Rufaida Mazahir, Megan Murray, Molebogeng Rangaka, Thomas Scriba,
Jitendra Singh, Sarman Singh, Catherine M. Stein, Johan Vekemans, Lilly M. Verhagen
Julian A Villalba, Anne Wajja, Basilea Watson, Richard G. White Frank G.J. Cobelens

TH
@7 GLOBAL FORUM [ 5-10 oetoner 2024
"l | ON TB VACC' NES Rio de Janeire, Brazil

Driving innovation from discovery 1o access

LONDON
SCHOOL of
HYGIENE
&TROPICAL
MEDICINE




Declaration of interests

PTP is currently employed by IAVI but at the time of the research at KNCV Tuberculosis
foundation. RGW is funded by the Wellcome Trust (218261/Z/19/Z), NIH (1R01A1147321-
01, G-202303-69963, R-202309-71190), EDTCP (RIA208D-2505B), UK MRC (CCF17-
7779 via SET Bloomsbury), ESRC (ES/P008011/1), BMGF (INV-004737, INV-035506),
and the WHO (2020/985800-0). ASR is supported by the UK FCDO (Leaving no-one
transforming gendered pathways to health for TB). The views expressed do not
reflect the UK government’s official policies. FC has grants from EDCTP (RIA2018D-2509,
RIA2018D-2511, RIA20201-3305). ACCC is a senior investigator from the Conselho
Nacional de Desenvolvimento Cientifico e Tecnologico (CNPq), Brazil. NEA is funded by
the US Department of Defense (HU 001-17-2-0023, HU001-19-2-0125, HU 0001-20-2-007)
for unrelated BCG research. MB has grants from EDCTP (HORIZON-JU-GH-EDCTP3-
2022-01, RIA2017T-2019, RIA2018CO-2515) and ANRS-MIE (ANRS0405s), the Initiative
(23SANIC208) and the INSERM. JAV is currently a federal employee with the National
Center for Emerging and Zoonotic Infectious Diseases (NCEZID), Division of High
Consequence Pathogens and Pathology (DHCPP) at the Centers for Disease Control and
Prevention (CDC). This work was completed prior to his employment at CDC, was not
funded or sponsored by CDC, and the data, results, and opinions included in this manuscript
do not reflect the views of positions of this federal agency.

2 TH
@ 7 GLOBAL FORUM | 8:10 0ctober 2024
" | on TB VACCINES Rio de Janeire, Brazil

Driving innovation fram discovery 1o access

Aninternational convening of Organized in collaboration with
QL
Stop{[}) Parinership ¢
.... MINISTERIO DA o
o sus+ R o “‘rl- AREDE'TB

WORKING GROUP ON &
NEW TB VACCINES o T?V! UNIAO E RECONSTRUGAO



	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18

