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TBAC approach to use of second-line drugs in drug susceptible TB
There is now ready availability of effective, all oral therapy for MDR TB which does not incorporate any first line agents (particularly BPaL/BPaLM). While of prime importance for the effective treatment of drug resistant form of TB, this also allows for the potential use of these agents in the treatment of individuals with drug sensitive disease but other barriers to use. This particularly includes serious treatment limiting side effects. 
This approach is not intended to further restrict the use of fluoroquinolones as part of first line regimens, such as where already be indicated for CNS disease or as replacement for ethambutol in those at high risk of adverse effects.
There are reasons, including antibiotic stewardship, limitations in the evidence base and cost, to maintain restriction on the use of second-line drugs for drug susceptible TB disease. There is also an ethical imperative to use effective medications where available to support better outcomes for people affected by TB, including shorter treatment durations and less adverse effects. 
After discussion, TBAC agrees in principle to support the use of second-line drugs for drug susceptible disease, with the following comments.
The following criteria for use are proposed:
· Treatment limiting side effects have occurred with use of both isoniazid AND rifampicin. Drug interactions by themselves are not a sufficient basis for the use of second-line regimens.
· No contraindication is present to the use of proposed second-line drug regimen
· Proposed regimen is in alignment with WHO recommendations for treatment of RR/MDR TB or clinical trial data
· Allergy/Immunology consultation has occurred where allergic reaction has occurred or is suspected (noting that face to face review may not be available at all sites, and Austin Health Drug and Antibiotic Allergy Services are available for discussion remotely where helpful)
· Return of enhanced data collection form at baseline and completion of therapy
Where there is all of: no prior exposure to agents in the proposed regimen; age ≥15; no severe extrapulmonary disease; no severe renal/hepatic impairment; and not pregnant/breastfeeding, the use of second-line medications can be approved directly in discussion with the Victorian Tuberculosis Program. Where these criteria are not met, cases should be discussed by email circular with members of TBAC, as circulated through the secretariat and VTP, prior to approval.
Following approval of this policy, a review of second-line drug use will be undertaken at TBAC in 12 months’ time. 

Enhanced data collection form (baseline; prior to treatment initiation)
Patient name _____________________________________
Date of birth ___________________			Date of form completion ____________
Inclusion
Treatment limiting side effects have occurred with both isoniazid AND rifampicin.  YES / NO
No absolute contraindication is present to the use of proposed second-line drug regimen 	   YES / NO
Proposed regimen is in alignment with WHO recommendations for treatment of RR/MDR TB or clinical trial data					YES / NO
Allergy/Immunology consultation has occurred 	YES / NO
Exclusion
Prior exposure to agents in the proposed regimen	YES / NO
Age <15 years						YES / NO
Severe extrapulmonary disease			YES / NO
Severe renal/hepatic impairment			YES / NO
Pregnant/breastfeeding				YES / NO

Tuberculosis medications prescribed during this episode (list):
___________________________________________________________________________
Description of treatment and adverse effects to date:
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
Proposed second-line regimen (drugs, duration):
___________________________________________________________________________
Senior physician contact:
___________________________________________________________________________


Enhanced data collection form (completion of treatment)

Patient name _____________________________________
Date of birth ___________________			Date of form completion ____________

Second-line tuberculosis medications prescribed during this episode (list):
___________________________________________________________________________

Description of second-line treatment and any adverse effects to second-line therapy:
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________

Was second-line treatment completed according to intended plan?  YES / NO
If no, describe modification.
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________

Planned follow up post-TB therapy completion:
___________________________________________________________________________
___________________________________________________________________________
___________________________________________________________________________

Senior physician contact:
___________________________________________________________________________

