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[bookmark: _Toc40455498]1.2 NICE Applicability checklist: scoring instruction
	Quality item

(Full question)
	Scoring instructions1

	
	Answer
	Instructions, quoted test (refer to “The guidelines manual” for full details1)

	#1 Study population

(Is the study population appropriate for the guideline?)
	Yes
	[…] if the study population is fully in line with that in the guideline question(s) and if the study differentiates appropriately between important subgroups

	
	Partly
	[…] if the study population is similar to that in the guideline question(s) but: (i) it differs in some important respects; or (ii) the study fails to differentiate between important subgroups

	
	No
	[…] if the study population is substantively different from that in the guideline question(s)

	#2 Interventions and services

(Are the interventions and services appropriate for the guideline?)
	Yes
	[…] if the analysis includes all options considered relevant for the guideline, even if it also includes other options that are not relevant

	
	Partly
	[…] if the analysis omits one or more relevant options but still contains comparisons likely to be useful for the guideline

	
	No
	[…] if the analysis does not contain any relevant comparisons.

	#3 UK NHS context

(Is the healthcare system in which the study was conducted sufficiently similar to the current UK NHS context?)
	Yes
	[…] if the study was conducted within the UK and is sufficiently recent to reflect current NHS practice. For non-UK or older UK studies

	
	Partly
	[…] if differences in the healthcare setting are unlikely to substantively change the cost-effectiveness estimates

	
	No
	[…] if the healthcare setting is so different that the results are unlikely to be applicable in the current NHS.

	#4 Costing perspective

(Are costs measured from the NHS and personal social services (PSS) perspective?)
	Yes
	[…] if the study only includes costs for resource items that would be paid for by the NHS and PSS
[…] if other costs have been included in the study, but the results are presented in such a way that the cost effectiveness can be calculated from an NHS and PSS perspective

	
	Partly
	[…] if the study has taken a wider perspective but the other non-NHS/PSS costs are small in relation to the total expected costs and are unlikely to change the cost-effectiveness results

	
	No
	[…] if non-NHS/PSS costs are significant and are likely to change the cost-effectiveness results
[…] if the economic study includes non-health costs in such a way that they cannot be separated out from NHS/PSS costs […]

	#5 Measurement of health effects

(Are non-direct health effects on individuals excluded)
	Yes
	[…] if the measure of health outcome used in the analysis excludes non-health effects (or if such effects can be excluded from the results) results

	
	Partly
	[…]  if the analysis includes some non-health effects but these are small and unlikely to change the cost-effectiveness results

	
	No
	[…] if the analysis includes significant non-health effects that are likely to change the cost-effectiveness

	#6 Discounting rate

(Are both costs and health effects discounted at an annual rate of 3.5%?)
	Yes
	[…] if both costs and health effects (for example, quality-adjusted life years [QALYs]) are discounted at 3.5% per year. 

	
	Partly
	[…] if costs and health effects are discounted at a rate similar to 3.5% (for example, costs and effects are both discounted at 3% per year). 

	
	No
	[…] if costs and/or health effects are not discounted, or if they are discounted at a rate (or rates) different from 3.5% (for example, 5% for both costs and effects, or 6% for costs and 1.5% for effects) […]

	
	NA
	If all costs and health effects accrue within a short time (roughly a year) […]

	#7 Valuation of health effects

(Is the value of health effects expressed in terms of quality-adjusted life years (QALYs)?)
	Yes
	[…] if the effectiveness of the intervention is measured using QALYs; 

	
	No
	[…] if the effectiveness of the intervention is not measured using QALYs
[…] when a QALY cannot be obtained or where the assumptions underlying QALYs are considered inappropriate
[…] if it does not include QALYs but it is still thought to be useful for GDG decision-making: for example, if the clinical evidence indicates that an intervention might be dominant, and estimates of the relative costs of the interventions from a cost-minimisation study are likely to be useful […]

	#8 Valuation of health-related quality of life

(Are changes in health-related quality of life (HRQoL) reported directly from patients and/or carers?)
	Yes
	[…] if changes in patients' HRQoL are estimated by the patients themselves 

	
	Partly
	[…] if estimates of patients' HRQoL are provided by carers. 

	
	No
	[…] if estimates come from healthcare professionals or researchers […]

	
	NA
	[…] if the cost-effectiveness study does not include estimates of HRQoL (for example, studies reporting 'cost per life year gained' or cost-minimisation studies).

	#9 Valuation of health utilities

(Is the valuation of changes in HRQoL (utilities) obtained from a representative sample of the general public?)
	Yes
	[…] if HRQoL valuations were obtained using the EQ-5D UK tariff

	
	Partly
	[…] if the valuation methods were comparable to those used for the EQ-5D.

	
	No
	[…] if other valuation methods were used.

	
	NA
	[…] if the study does not apply valuations to HRQoL (for studies not reporting QALYs) […]

	Overall assessment
	1. Directly applicable: the study meets all applicability criteria, or fails to meet one or more applicability criteria but this is unlikely to change the conclusions about cost effectiveness.
2. Partially applicable: the study fails to meet one or more applicability criteria, and this could change the conclusions about cost effectiveness. 
3. Not applicable: the study fails to meet one or more applicability criteria, and this is likely to change the conclusions about cost effectiveness. Such studies would usually be excluded from further consideration and there is no need to continue with the rest of the checklist.


1 https://www.nice.org.uk/process/pmg6/resources/the-guidelines-manual-appendices-bi-2549703709/chapter/appendix-g-methodology-checklist-economic-evaluations#notes-on-use-of-methodology-checklist-economic-evaluations



[bookmark: _Toc40455499]1.3 NICE Methodology checklist: scoring instruction
	Quality item

(Full question)
	Scoring instructions1

	
	Answer
	Instructions, quoted test (refer to “The guidelines manual” for full details1)

	#1 Model structure

(Does the model structure adequately reflect the nature of the health condition under evaluation?)
	Yes
	[...] if the model design and assumptions appropriately reflect the condition and interventions of interest

	
	Partly
	[...] if there are aspects of the model design or assumptions that do not fully reflect the condition or interventions but these are unlikely to change the cost-effectiveness results

	
	No
	[...] if the model omits some important aspect of the condition or intervention and this is likely to change the cost-effectiveness results

	
	NA
	[...] for economic evaluations based on data from a study which do not extrapolate intervention outcomes or costs beyond the study context or follow-up period

	#2 Time horizon

(Is the time horizon sufficiently long to reflect all important differences in costs and outcomes?)
	Yes
	[...] if the time horizon is sufficient to include all relevant costs and outcomes

	
	Partly
	[...] if the time horizon may omit some relevant costs and outcomes but these are unlikely to change the cost-effectiveness results

	
	No
	[...] if the time horizon omits important costs and outcomes and this is likely to change the cost-effectiveness results

	#3 Outcomes

(Are all important and relevant health outcomes included?)
	Yes
	[...] if the analysis includes all relevant and important harms and benefits 

	
	Partly
	[...] if the analysis omits some harms or benefits but these would be unlikely to change the cost-effectiveness results 

	
	No
	[...] if the analysis omits important harms and/or benefits that would be likely to change the cost-effectiveness results

	#4 Estimates of baseline outcomes

(Are the estimates of baseline health outcomes from the best available source?)
	Yes
	[...] if the estimates of baseline outcomes reflect the best available evidence, for example as identified from a recent well-conducted systematic review of the literature

	
	Partly
	[...] if the estimates are not derived from the best available estimate but are likely to reflect outcomes for the relevant group of people in England (for example, if they are derived from a large UK-relevant cohort study)

	
	No
	[...] if the estimates are unlikely to reflect outcomes for the relevant group of people in England

	#5 Estimates of relative intervention effects

(Are the estimates of relative treatment effects from the best available source?)
	Yes
	[...] if the estimates of the effect of intervention appropriately reflect all relevant studies of the best available quality, as identified through a recent well-conducted systematic review of the literature, that is in line with the effectiveness evidence review undertaken for the guideline 

	
	Partly
	[...] if the estimates of the effect of intervention are not derived from a systematic review but are similar in magnitude to the best available estimates (for example, if the economic evaluation is based on a single large study with effects similar to pooled estimates from all relevant studies)

	
	No
	[...] if the estimates of the effect of intervention are likely to differ substantively from the best available estimates

	#6 Costs

(Are all important and relevant costs included?)
	Yes
	[...] if all important and relevant resource use and costs are included given the perspective and the research question in the economic study under consideration

	
	Partly
	[...] if some relevant resource items are omitted but these are unlikely to affect the cost-effectiveness results

	
	No
	[...] if important resource items are omitted and these are likely to affect the cost-effectiveness results

	#7 Estimates of resource use

(Are the estimates of resource use from the best available source?)
	Yes
	[...] if the estimates of resource use appropriately reflect all relevant evidence sources of the best available quality, as identified through a recent well-conducted systematic review of the literature

	
	Partly
	[...] if the estimates of resource use are not derived from a systematic review but are similar in magnitude to the best available estimates

	
	No
	[...] if the estimates of resource use are likely to differ substantively from the best available estimates

	#8 Unit costs of resources

(Are the unit costs of resources from the best available source?)
	Yes
	[...] if resources are valued using up-to-date prices relevant to the appropriate sectors

	
	Partly
	[...] if the valuations of some resource items differ from current relevant unit costs but this is unlikely to change the cost-effectiveness results 

	
	No
	[...] if the valuations of some resource items differ substantively from current relevant unit costs and this is likely to change the cost-effectiveness results

	#9 Incremental analysis

(Is an appropriate incremental analysis presented or can it be calculated from the data?)
	Yes
	[...] if appropriate incremental results are presented, or if data are presented that allow the reader to calculate the incremental results

	
	No
	[...] if: (i) simple ratios of costs to effects are presented for each alternative compared with a standard intervention; or (ii) if options subject to simple or extended dominance are not excluded from the incremental analyses

	#10 Sensitivity analysis

(Are all important parameters whose values are uncertain subjected to appropriate sensitivity analysis?)
	Yes
	[...] if an extensive sensitivity analysis was undertaken that explored all key uncertainties in the economic evaluation

	
	Partly
	[...] if the sensitivity analysis failed to explore some important uncertainties in the economic evaluation

	
	No
	[...] if the sensitivity analysis was very limited and omitted consideration of a number of important uncertainties, or if the range of values or distributions around parameters considered in the sensitivity analysis were not reported

	#11 Financial conflict of interest

(Is there no potential conflict of interest?)
	Yes
	[...] if the authors declare that they have no financial conflicts of interest 

	
	No
	[...] if clear financial conflicts of interest are declared or apparent (for example, from the stated affiliation of the authors)

	
	Unclear
	[...] if the article does not indicate whether or not there are financial conflicts of interest

	Overall assessment
	1. Minor limitations: the study meets all quality criteria, or fails to meet 1 or more quality criteria but this is unlikely to change the conclusions about cost effectiveness.
2. Potentially serious limitations: the study fails to meet 1 or more quality criteria, and this could change the conclusions about cost effectiveness.                                                                                                                                                                                                                             3. Very serious limitations: the study fails to meet 1 or more quality criteria, and this is highly likely to change the conclusions about cost effectiveness.


1 https://www.nice.org.uk/process/pmg6/resources/the-guidelines-manual-appendices-bi-2549703709/chapter/appendix-g-methodology-checklist-economic-evaluations#notes-on-use-of-methodology-checklist-economic-evaluations
