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Epidemiology 
of RR-TB in 
South Africa 

8000 to 10 000 cases every year

Diagnosis made by GeneXpert Ultra

Median Age of patients: 35 years

More men than women

Most cases are transmitted and not acquired 

50% of our patients are HIV infected

20% of our patients are Pre-XDR 



Bedaquiline, 
Pretomanid 
and 
Linezolid 
Clinical 
Access 
program 
(BPaL CAP)

AIM: To evaluate the effectiveness and safety of the BPaL 
Regimen for patients with extensively drug-resistant 
tuberculosis (XDR-TB), fluoroquinolone resistant TB and 
selected Rifampicin Resistant TB (RR-TB)  via pre-approval 
access 

Open Label, single arm intervention study

400 participants to be enrolled 



Primary 
outcomes

Safety and Tolerability:

The proportion of participants who have a Grade 3, 4 or 5 
Adverse Event up to 6 months after the end of the treatment.

Effectiveness:

The proportion of participants who have a favorable treatment 
outcome, defined as cured or treatment completed without 
recurrence during 12 months after the end of the treatment.



Progress to 
date

Started in March 2021; 
funded by USAID and 

South African NTP

Implementation at 5 sites 
so far. 

219 screened

206 participants enrolled

77 participants have 
complete treatment

All were culture negative 
at the end of treatment



Demographics



Baseline 
resistance 
patterns 
prior to 

enrolment 



Time to 
culture 

conversion ( 
data lock 28 
Nov 2022) 



Safety 



Progress to 
date

• 8 participants have been withdrawn early

• 4 participants had bedaquiline resistance

• Two participants died during treatment; one due to 
linezolid adverse events

• 2 participants were withdrawn due to adverse events: 
peripheral neuropathy and optic neuritis.  

• Two participants had their treatment extended. 



Conclusions   

• This is an excellent example of 
a public private partnership 
with leadership from the NTP

• This program allows both the 
access to new regimens for the 
South African RR TB patients 
and accumulation of evidence  
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