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 ECR supériorité, double aveugle, monocentrique (Afrique du Sud), n = 240 

 Objectif : prévention IRIS par glucocorticoïdes chez TB VIH 

 CJP : IRIS selon critères INSHI à 12 semaines d’ARV  

 

 



 Naïf ARV 

 CD4 < 100 

  TB microbiologiquement confirmée 
ou diagnostic clinique avec réponse 
symptomatique aux anti-TB 

 Anti TB < 30j avant ARV 

 

 TB neuro ou péricardique 

 Anti TB non standards 

 Pas de réponse aux anti-TB 

 CTC 7 jours avant 

 



Critères INSHI  
 

 



40 mg 20 mg 

Placebo 

Randomisation 

S0 
S12 1 an 

Sécurité CJP 

S2 S4 



Analyse CJP en ITT 

Gestion données 
manquantes ? 



CJP 



Critères INSHI  
 

 

10 vs 23 

15 vs 26 

2 vs 2 

14 vs 12 

0 vs 0 



NS 





Suivi à 1 an 

 Statut vivant/mort à 1 an, 239/240, 8 (CTC) vs 10 (placebo) 

 

Statut cancer à 1 an, 220/240, 0 (CTC) vs 1 (placebo) 



Conclusion 

 diminution significative du risque d IRIS 

 

 Aucun impact sur mortalité 

 

 population afrique du sud ( prevalence TB VIH) 
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Study BACKGROUND 
Overview 

Approximately 5% of patients with drug-susceptible tuberculosis have a relapse after 
6 months of first-line therapy, as do approximately 20% of patients after 4 months of 
short-course therapy.  
We postulated that by analyzing pretreatment isolates of Mycobacterium 
tuberculosis obtained from patients who subsequently had a relapse or were 
cured, we could determine any correlations between the minimum inhibitory concentration 
(MIC) of a drug below the standard resistance breakpoint and the relapse risk 
after treatment. 



METHODS 
 

• Using data from the Tuberculosis Trials Consortium Study 22 
(development cohort), 

• we assessed relapse and cure isolates to determine the MIC values of 
isoniazid and rifampin that were below the standard resistance 
breakpoint (0.1 μg per milliliter for isoniazid and 1.0 μg per milliliter 
for rifampin).  

• We combined this analysis with clinical, radiologic, and laboratory 
data to generate predictive relapse models, which we validated by 
analyzing data from the DMID 01-009 study (validation cohort). 



RESULTS 
 

• In the development cohort, the mean (―SD) MIC of isoniazid below 
the breakpoint was 0.0334•+/- 0.0085 μg per milliliter in the relapse 
group and 0.0286•+/-0.0092 μg per milliliter in the cure group, which 
represented a higher value in the relapse group by a factor of 1.17 (P 
= 0.02).  

• The corresponding MIC values of rifampin were 0.0695•+/-0.0276 and 
0.0453•}0.0223 μg per milliliter, respectively, which represented a 
higher value in the relapse group by a factor of 1.53 (P<0.001).  

• Higher MIC values remained associated with relapse in a multivariable 
analysis that included other significant between-group differences. 



Logistic-Regression Models Predicting Tuberculosis Relapse after Treatment. 

Colangeli R et al. N Engl J Med 2018;379:823-833 



Conclusions 

• In pretreatment isolates of M. tuberculosis with decrements of MIC values of isoniazid 
or rifampin below standard resistance breakpoints, higher MIC values were associated 
with a greater risk of relapse than lower MIC values. 


