Estimation of patients for each regimen – proposed data collection for estimations

1) How many (which proportion of all RR-TB) will be eligible for shorter MDR-TB treatment regimen

Eligibility criteria for shorter MDR-TB treatment regimen
1) No confirmed resistance to FQ and/or SLI (possible to collect)
2) No contact with patient that has resistance to FQ/SLI (almost impossible to collect)
3) No exposure to SLD for ≥ 1 month (difficult to collect accurately + overlapping with resistance to FQ/SLI)
4) No known intolerance to drugs in the shorter regimen (impossible to collect)
5) Not pregnant (difficult to collect)
6) No EPTB  (possible to collect)
7) No other risk of unfavorable outcome (impossible to collect)

Table 1. Data for estimation of numbers of patients (including children and adolescents) eligible for shorter and individualized regimens 
	
Year
	#1
	#2
	#3
	#4
	#5
	#6

	
	Number of laboratory confirmed pulmonary RR-TB patients 
	[bookmark: _GoBack]Out of them (#1) number of patients tested for SLDs
	Out of them (#2), number of patients without any resistance to any SLI and FQ
	Number of clinically diagnosed pulmonary RR-TB and intrathoracic lymph node TB (such as child and HIV-positive close contacts of DR-TB cases) with no known resistance to SLI and FQ
	Number of extrapulmonary RR-TB (without any pulmonary involvement), other than intrathoracic lymph node TB* 
	Number of RR-TB patients not on treatment (backlog) at the time of evaluation*

	2014
	
	
	
	
	
	not applicable

	2015
	
	
	
	
	
	not applicable

	2016 
	
	
	
	
	
	

	Average 2014-2016
	
	
	
	
	
	



* Not eligible for SR

Note: 
· the number of RR-TB patients estimated to be eligible for the shorter regimen will be calculated as the number of RR-TB patients estimated to have no resistance to SLI and/or FQ plus the number patients clinically diagnosed with pulmonary RR-TB and intrathoracic lymph node TB with no known risk of resistance to SLI and FQ: [(#3/ #2)*#1 + #4]  - as averaged over last years with complete information
· the remaining number of RR-TB patients will be estimated to be eligible for an individualized regimen including bedaquiline or delamanid – as averaged over the last years with complete information for columns #1-#4 plus the average over the last years for #5 plus the most recent estimate for #6

Estimation of numbers of patients for different individualized regimens, including bedaquiline and/or delamanid

Main criteria for regimen selection:
· Resistance to all FQs, but susceptible at least to one injectable
· Resistance to all SLI, but susceptible at least to one FQ
· Resistance to all FQs and all SLIs

We will use data from the most recent drug resistance survey or routine drug resistance surveillance where included patients are assumed to be representative for all RR-TB patients (if not, adjustments may be needed). Information for every drug may not be available – as not all countries/labs test for all drugs.

Ideally this information is provided only for those patients not eligible for the shorter regimen. We will apply the information from DRS data to all patients estimated to be eligible for an individualized regimen. This may result in an underestimate given that the backlog of patients may have more extensive drug resistance.  

Please provide details on the source of information summarized in the table below
· Period: 
· Survey or surveillance:
· Population covered (national/subnational i.e. ….): 
· Representativeness (all RR-TB patients or selection expected because e.g. data from referral hospital): 
· Which second line drugs are tested for:


	Total number of RR-TB patients tested SLI and FQ
	Not resistant to any FQ and SLI **
	Number of RR-TB patients with resistance to:

	
	
	Any SLI
	Km
	Am
	Cm
	All SLI tested for
	Any FQ
	Ofx
	Lfx
	Mfx
	All FQ tested for
	All SLI and all FQ tested for

	
	
	
	
	
	
	
	
	
	
	
	
	



** these patients are eligible for the shorter treatment regimen
