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Trial Design

• Multicenter, open-label, parallel-group, non-inferiority, randomized 
controlled, two-arm trial

• Comparing a 4-month vs the standard 6-month regimen

• Used fixed-dose, combination dispersible tablets
• mg/kg: INH 10 (7-15), rifampin 15 (10-20), EMB 20 (15-25), PZA 35 (30-40)

• Endpoint: favorable outcome; TB-free survival at 72 weeks

• Margin of Inferiority set at 6%



Inclusion Criterion

• Age 0-16 years

• Weight ≥ 3kg.

• Clinician has decided to treat with standard first-
line regimen

• Symptomatic but non-severe TB including:
 extrathoracic lymph node TB; intra-thoracic 

uncomplicated (hilar) lymph node TB
minimal or no parenchymal abnormality on CXR
 smear negative on gastric aspirate/other respiratory 

sample

Note: GeneXpert may be positive or negative and a negative GeneXpert can be 
used as a substitute for a negative smear;
culture of respiratory sample may be positive or negative;
lymph node aspirate may be smear/culture/GeneXpert positive or negative)

• Not treated for previous TB unless successfully 
treated > 2 years since last completed treatment

• Known (or pending confirmation of) HIV status; HIV-
infected or HIV-uninfected

• Willing and likely to adhere to 72 weeks follow up

• Informed written consent from the parent/legal 
caregiver(s) and assent in children

• Home address accessible for visiting and intending to 
remain within the recruitment area



Exclusion Criterion
1. Smear-positive respiratory sample TB

(note: smear-positive peripheral lymph node sample is allowed)

2. Premature (<37 weeks) and aged under 3 months
3. Miliary TB, spinal TB, TB meningitis, osteoarticular TB, abdominal TB, 

congenital TB
4. Pre-existing non-tuberculous disease likely to prejudice the response to, 

or assessment of, treatment e.g. liver or kidney disease, peripheral 
neuropathy, cavitation

5. Any known contraindication to taking anti-TB drugs
6. Known contact with drug resistant adult source case (including mono-

resistant TB)
7. Known drug resistance in the child
8. Severely sick
9. Pregnancy



Methods





Randomization and 
Treatment of the 

Patients.

Turkova A et al. N Engl J Med2022;386:911-922



Demographic and 
Clinical 

Characteristics of 
the Participants at 

Baseline.



Unadjusted Analysis of the Primary Efficacy and Key 
Secondary Outcomes in the Trial Populations.

Turkova A et al. N Engl J Med2022;386:911-922



Primary Efficacy Analysis (Modified Intention-to-Treat Population).



Primary Safety Outcome, 
Serious Adverse Events, 

Deaths,
Adverse Drug Reactions, and

Suspected Bacterial 
Infections Leading to 

Hospitalization.



Questions?
Lisa.Armitige@dshs.texas.gov

1-800-TEX-LUNG

mailto:Lisa.Armitige@dshs.texas.gov
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