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Background: Treatment success for pre-extensively resistant (XDR)/XDR-TB with longer regimens in
Ukraine is only 62,9%. In war conditions, due to population migration, destroyed infrastructure,
constant rocket attacks, outflow of personnel and barriers to access to medical care, the risk of
interruption from longer treatment is much higher.

Intervention: Prospective study in one cohort of pre-XDR/XDR-TB patients to asses effectiveness of
Bpal.

Results: All bacteriologically confirmed rifampicin-resistant cases registered in 22 out 25 regions of
Ukraine (excluding temporarily occupied regions) during July 2022-February 2023 were screened
for inclusion to the study. Out 1024 patients screened 358 were enrolled in the study (Figure 1), 65
(18%) successfully completed treatment, 276 (77%) were still on treatment and 5 (1,4%) loss to
follow-up registered. Out of 245 patients completed 3 months of treatment, 196 (80%) reached
culture conversion.

Conclusions: BPalL shows high early efficacy. In January 2023, Ukraine started programmatic
implementation of BPalL based on experience from this study and WHO recommendations.

Total number of patients notified with RR- Not Enrolled (n= 666)

T8 «  Fluoroquinolone sensitive (n=293)
(n=1161) * Clinical severe condition (n=65)
* No bacteriological confirmation or drug
susceptibility test (n=79)
» Refusal to participate (n=36)
« Extrapulmonary TB other than pleuritis or
lymphadenitis (n=22)

Screened + Exposure to Bdq >4 weeks without
confirmed susceptibility (n=14)

(n=1024) «  Concomitant drugs contraindicated with
BPaL (n=12)

Loss to follow-up (n=9)

Hemoglobin <80 g/l (n=9)

Peripheral neuropathy, 3-4 grade (n=8)
ALT/AST >3 times higher (n=6)

Renal failure (n=5)

Pregnancy or breastfeeding (n=3)
Age<14 years old (2)

Other (n=103)

Enrolled into study
(n=358)

Withdrawal (n= 2)

Primary outcome * Baseline resistance to Lzd (n=3;0,8%)

Treatment success (nN=65; 18%)
Failure (n=4; 1,1%)

Died (n=5; 1,4%)

loss to follow-up (n=5; 1,4%)
Still on treatment (n=276; 77%)

Figure 1. Enrolment flow diagram, operational research on BPaL in Ukraine, 2022 — 2023



