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Low Treatment Success and High Mortality
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MDR TB: 50% treatment success, 16% death XDR TB: 24% treatment success, 30% death

WHO Global TB Report 2015
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PRIMARY OBJECTIVES

In HIV-infected and HIV-uninfected infants, children 
and adolescents receiving BDQ plus optimized 
background regimens (OBR) for MDR-TB:

 To determine the BDQ doses that achieve similar 
weekly exposure (area under the curve; AUC) of BDQ 
compared to adults taking BDQ at the standard 
recommended dose

 To evaluate the safety and tolerability of BDQ over 
24 weeks from the initiation of study treatment



SECONDARY OBJECTIVES

 To evaluate the PK of BDQ over the 24-week dosing 
period, by HIV status

 To describe the long-term safety and tolerability of 
BDQ over a 120-week (30-month) total follow-up 
period, by HIV status

 To describe BDQ concentrations following BDQ 
treatment discontinuation at 24 weeks, from study 
Weeks 24 to 120, by HIV status

 To describe the MDR-TB treatment response up to 
120 weeks from the initiation of the study, by HIV 
status



http://www.fda.gov.ezproxy.nihlibrary.nih.gov/downloads/Dru
gs/

http://www.fda.gov.ezproxy.nihlibrary.nih.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM072109.pdf






Participating sites

GHESKIO, 
Haiti

Matlosana, 
Sizwe, DTTC, 
South Africa

BJMC, 
India



Current study status

 Protocol Version 1 released:

March 3, 2016

 Projected Open to Accrual:

June 2017 

 Projected First Participant Enrolled: 

June  2017 

• Under FDA IND

• CTA  with Janssen: access to paediatric formulation 



Study design and duration

30-day 
screening 
window

2 wks 
daily
BDQ

22 wks 
thrice-

weekly BDQ

96 wks
follow-up 
post-BDQ

Enrollmen
t

Wk 1 sparse PK

Wk 2 intensive PK

Sparse PK



Sample Size

 Up to 72 participants will be enrolled to achieve at 
least 54 evaluable participants

 Cohort 1: ≥ 6 to < 18 years of age at enrollment (Balanced by 

weight: ≥ 15 to < 30 kg AND ≥ 30 kg)

 Cohort 2: ≥ 2 to < 6 years of age at enrollment

 Cohort 3: ≥ 0 to < 2 years of age at enrollment

 All evaluations to be done in groups of 6

 In each cohort, at least six participants will be HIV-
infected






