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OVERVIEW 

Sirturo, a diarylquinolone antimycobacterial, is indicated as part of a combination therapy in the treatment 
of adult and pediatric patients (≥ 5 years and weighing ≥ 15 kg) with pulmonary multidrug-resistant 

tuberculosis (MDR-TB).1  Sirturo should be used when an effective treatment regimen cannot otherwise be 

provided.  Limitations of use:  Sirturo should not be used for latent infections due to Mycobacterium 

tuberculosis, drug-sensitive tuberculosis (TB), extra-pulmonary TB, and infections caused by non-

tuberculous mycobacteria.  The safety and efficacy of Sirturo in the treatment of patients infected with 
human immunodeficiency virus (HIV) with MDR-TB have not been established as clinical data are limited. 

 

Sirturo should be used in combination with at least three other drugs to which the patient’s MDR-TB isolate 

has been shown to be susceptible in vitro.1  If in vitro testing results are not available, Sirturo may be 

initiated in combination with at least four other drugs to which the patient’s MDR-TB isolate is likely to be 

susceptible. 
 

The prescribing information notes the total duration of treatment with Sirturo to be 24 weeks (adults and 

pediatric patients).1  However, the World Health Organization (WHO) Global Tuberculosis Report 2020 

notes that treatment ranges from 6 to 20 months for MDR-TB or rifampicin-resistant TB (RR-TB) and 

possibly longer if there is additional drug resistance or if clinical and laboratory outcomes at the end of 
treatment are unsatisfactory.2 

 

Globally, drug-resistant TB is a public health crisis.2  In 2019, close to half a million people developed RR-

TB.  Of these cases, 78% were MDR-TB.  Overall, 3.3% of new TB cases and 17.7% of previously treated 

cases were MDR/RR-TB.  The global treatment success rate for MDR/RR-TB is 57%. 
 

Guidelines  

The WHO issued consolidated guidelines for the treatment of drug-resistant TB (including MDR-TB and 
RR-TB) in 2019; these guidelines were consolidated from eight previously issued WHO guideline 

documents.3  Treatment of MDR/RR-TB should be started with at least four TB drugs that are likely to be 

effective.  It is recommended that the regimen be comprised of either levofloxacin or moxifloxacin, Sirturo, 

linezolid, and one of:  clofazimine (only available through a single-person treatment investigational new 

drug protocol through the FDA), cycloserine, or terizidone.  If these drugs cannot be used, the following 
drugs can be selected:  ethambutol, delamanid (available through a compassionate use program), 

pyrazinamide, imipenem-cilastatin or meropenem, amikacin or streptomycin, Trecator® (ethionamide) or 

prothionamide (not available in the US), or Paser® (p-aminosalicyclic acid). 
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POLICY STATEMENT 

Prior Authorization is recommended for prescription benefit coverage of Sirturo.  All approvals are provided 

for the duration noted below.  In cases where approval is authorized in months, 1 month is equal to 30 days.  

Because of the specialized skills required for evaluation and diagnosis of patients treated with Sirturo as well 

as monitoring required for adverse events and long-term efficacy, approval requires Sirturo to be prescribed 

by or in consultation with a physician who specializes in the condition being treated.  

 
Automation:  None. 

 

 

RECOMMENDED AUTHORIZATION CRITERIA 

Coverage of Sirturo is recommended in those who meet the following criteria: 

 

FDA-Approved Indications 
 

1. Tuberculosis, Pulmonary Multidrug-Resistant or Extensively Drug-Resistant.  Approve for 9 

months if the patient meets the following criteria (A, B, C, and D): 

A) Patient is ≥ 5 years of age; AND 

B) Patient weighs ≥ 15 kg; AND 

C) Sirturo is prescribed as part of a combination regimen with other anti-tuberculosis agents; AND 
D) The medication is prescribed by or in consultation with an infectious diseases specialist. 

 

 

CONDITIONS NOT RECOMMENDED FOR APPROVAL 

Coverage of Sirturo is not recommended in the following situations: 

 

1. Coverage is not recommended for circumstances not listed in the Recommended Authorization Criteria.  
Criteria will be updated as new published data are available. 

 

 

REFERENCES  
1. Sirturo® tablets [prescribing information].  T itusville, NJ:  Janssen Therapeutics, Division of Janssen Products; May 2020. 

2. World Health Organization – Global Tuberculosis Report. 2020.  Available at:  

https://apps.who.int/iris/bitstream/handle/10665/336069/9789240013131-eng.pdf?ua=1.  Accessed on October 15, 2020. 

3. World Health Organization – Consolidated guidelines on drug-resistant tuberculosis treatment.  Available at:  

https://apps.who.int/iris/bitstream/handle/10665/311389/9789241550529-eng.pdf.  Accessed on October 15, 2020. 

 

 
 

https://apps.who.int/iris/bitstream/handle/10665/336069/9789240013131-eng.pdf?ua=1
https://apps.who.int/iris/bitstream/handle/10665/311389/9789241550529-eng.pdf

