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Introduction
• Pretomanid is approved in adults for the treatment of rifampicin-resistant 

tuberculosis (TB) 

  Pretomanid is not available to children under age 14 years

• IMPAACT 2034 is a first-in-children, multisite, open label study investigating the 

pharmacokinetics (PK), safety/tolerability, and acceptability of a single dose of 

pretomanid in female children with rifampicin-resistant TB (RR-TB)

• 10-mg and 50-mg dispersible, scored tablet formulations were developed for 

paediatric use and used in this study; shown in healthy adults to achieve 

exposures similar to the adult marketed formulation



Design and Methods
• Female children with RR-TB (confirmed or probable) 

on optimized background regimen (OBR)

• All received a single, weight band-based dose of 

pretomanid (3.2 to 6.3 mg/kg)

• Procedures

• Intensive PK sampling through 48 hours

▪PK data evaluated by noncompartmental 

analysis and population pharmacokinetic 

modeling

• Acceptability questionnaires

• Safety follow-up at 2 weeks

Study Group 
(Weight range)

Pretomanid
Dose (formulation)

1 (>31 kg) ≥40kg: 200 mg (adult)
31-<40kg: 100 mg 
(paeds)

2 (20-<31 kg) 100 mg (paeds)

3 (12-<20 kg) 75 mg (paeds)

4 (4-<12 kg) 8-<12kg: 50 mg (paeds)
6-<8kg: 35 mg (paeds)
4-<6kg: 20 mg (paeds)

Enrolled at 3 sites in South Africa (n=26) 
& 1 site in Thailand (n=2)



Study Objectives 
In children with RR-TB on an optimized background regimen:

Primary Objective

• Evaluation of the PK of a single dose of pretomanid to identify modeled weight-

based doses of pretomanid for future evaluation in a multiple-dose study

Secondary Objectives

• Safety and tolerability of a single dose of pretomanid

• Acceptability and palatability of pretomanid formulations



Baseline characteristics of children (n=28)



Safety



Acceptability & Palatability of Pretomanid



Pharmacokinetics of Pretomanid in Children



Conclusions 
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