
EMPIRICAL PROJECT





Empirical use of valganciclovir and tuberculosis 
treatment in chest indrawing and severe pneumonia in 
HIV-infected infants: a randomized controlled clinical 
trial





• Empirical treatment with valganciclovir 
and treatment against TB will improve
survival in HIV infected infants with severe
pneumonia.

Hypothesis



Primary Aims
1.1. To compare empirical treatment against CMV with
valganciclovir (powder for solution, 50 mg/mL) versus no 
treatment

valganciclovir will reduce 15-day mortality

1.2. To compare empirical treatment against TB versus no 
treatment

TB treatment will reduce 1-year mortality







 Phase II-III, open label, factorial trial

 6 countries, 20 hospitals.

 Population: 

 30 d-365 d

 HIV+ 

 Severe pneumonia

 Recruited 518/600 children expected

 Finish recruitment January 31st 2024



Pasanduca A, CROI 2023



Jacobs T, Clin Infect Dis 2023 (accepted)



• Valganciclovir reconstituted syrup was 
given at 16mg/kg/dose every 12 hours, 
and pharmacokinetic sampling was done 
2 and 5 hours post-administration on day 
3 of enrolment after at least 3 doses.

• The geometric mean AUC and proportion 
of subjects within the pharmacokinetic 
target for CMV treatment (AUC0-12h 40-60 
h*mg/L) were determined.

Mumbiro V. IAS 2023
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