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	Notes on Methodology Checklist 6: Economic Evaluations

	The top part of the form identifies the study and links it to the particular guideline and key question to which it relates. It includes reminders of factors you should consider before deciding whether it is worth progressing to a full appraisal of the paper concerned.

	Section 1
	Section 1 identifies the study and asks a series of questions aimed at establishing the internal validity of the study under review - i.e. making sure that it has been carried out carefully, and that the results are likely to be reliable and useful. Each question covers an aspect of study design that is known to make a significant difference to the conclusions of a study.
Note that the “Response” column is for guidance only. You may opt for a different rating depending on how information is presented in any given review.}

	Statement 1.1
	The study addresses an appropriate and clearly focused question

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	As with clinical evaluations, a clearly defined question is essential to allow the user to assess how well the study has met its objectives or how relevant it is to the guideline recommendation to which the results might be applied.  For an economic evaluation, the question should contain information on the alternatives under comparison, the viewpoint, and (ideally) the form of economic evaluation being used and the resulting decision rule.
	Always applies 


	Yes - if elements of the research question are present in the text. {Note that this does not have to be exactly in the PICO format, but all the elements must be present}.
No if there is no clear question in the text.
Can’t say - if you think there is insufficient detail to allow an assessment to be made.

	Statement 1.2
	The economic importance of the question is clear

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	Not all economic evaluations are equally relevant or important.  A comparison between different drugs available to treat the same condition, for example, could influence the choice of drug and possibly the overall cost of treatment.  A study of drug therapy versus psychotherapy, on the other hand, could have major implications for the range, type, and extent of resources required to deliver good quality health care in a specific area..
	Always.applies 


	Yes where information is provided on the potential impact of the study results on the delivery of health care in the area to which it relates.

No where no information is provided on the potential impact of study results.
Can’t Say where impact is discussed, but not in enough detail to allow conclusions to be drawn.

	Statement 1.3
	The choice of study design is justified

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	The design of the study can have a big impact on the results derived from it.  It is therefore important that the study design is clearly identified, and its limitations made clear.  Each study design has its own strengths and weaknesses and each may be appropriate under different settings.

The main types of study used for economic evaluations are:

· Economic evaluation alongside randomised controlled trial.

In some respects this is a good model as cost and benefit data can be collected in parallel with the clinical data, and is therefore likely to be relevant and applicable.  On the other hand, a number of factors are likely to make study results unrepresentative of real practice.  More resources are likely to be available in a study setting than in normal practice; patient compliance may be higher than normal; there is unlikely to be scope for economies of scale; etc.  The overall result is likely to be higher costs and better outcomes in the trial than are achievable once the treatment is provided on a broader basis.

· Before and after studies.
A “before and after study” compares costs and outcomes before the introduction of a new therapy, and after it has been provided for some time.  The major problem with this type of study design is the difficulty of attributing any changes purely to the new treatment (high risk of confounding).

· Comparative studies.
Two systems are compared in these studies – one with the new intervention, and one that does not have the new intervention but is similar in all other respects.  This design is often used in areas where randomised trials are impractical or unethical.  The main difficulty is in finding two directly comparable locations or systems and eliminating the possibility of confounding.  In some studies comparisons may be made between a real location and an economic model.  In all such studies use of sensitivity analysis to assess the reliability of results is essential, and such analyses are particularly important where model comparisons have been used.

· Modelling of routine data sets.
For major policy issues, econometric modelling based on data sets such as mortality or health service utilisation can be used to estimate the effect of changes.  The general lack of suitable data sets makes this a difficult option to apply in a UK context.

· Secondary economic evaluations.
In these evaluations local data is applied to the results of published studies to produce economic evaluations that can be applied in the local context.  The scope for applying such methods is limited by the range of published economic studies.  Again, the effective use of sensitivity analysis is an essential part of a well designed study.
	Always.applies 


	Yes where the reason why the design was chosen is provided, and comments made on potential weaknesses and how they are addressed.
No where no justification is offered.
Can’t say where the choice of design is mentioned, but there is little or no discussion of the justification or how potential problems are addressed.

	Statement 1.4
	All costs that are relevant from the viewpoint of the study are included and are measured and valued appropriately

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	This is a key aspect of study design.  Any study that fails to adequately detail how cost information was obtained or estimated should not be used as evidence.

All costs relevant to the study have to be identified, measured, and valued.  What constitutes “relevant costs” will depend on the viewpoint of the study.  A study looking at the subject from the point of view of the health service, for example, will cover all treatment and related costs.  A study taking a societal view will take into account additional costs such as lost working days.

Ideally, opportunity costs (i.e. the extent to which an opportunity to use resources for some other purpose has been given up) should be used and not purely financial costs.  Costs are defined as any change (either increase or decrease) in resource use as a result of the study intervention, and measured in appropriate units.

Realistically, many studies will rely on cost data.  Likely sources of such data include the financial systems of service providers, scales of charges for provision of services by the private sector, and published cost studies.  All sources of cost data have weaknesses, and a well conducted study will indicate how possible uncertainties or weaknesses in the data have been addressed.
	Always applies
	Yes where all cost information is detailed along with the source(s) and how any estimates are made.
No where cost information is absent or estimates are presented without justification.



	Statement 1.5
	The outcome measures used to answer the study question are relevant to that purpose and are measured and valued appropriately

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	This is a key aspect of study design.  Any study that fails to adequately detail how outcomes were measured and (where appropriate) valued should not be used as evidence.

All outcomes should be explicitly identified and measured, even if they are not the prime focus of the study.  If, for example, a comparison of two treatment programmes showed no difference in cost effectiveness in terms of life years gained between two treatments, measurement of other factors such as long-term pain or quality of life could help choose between them.
	Applies in cost benefit analyses and other cases where costs and outcomes are measured and valued in comparable units

	Yes where all outcomes are explicitly measured and valued.
No where the basis of measurements and values is not reported.
Can’t say where the basis of measurements or values are reported but not discussed (including discussion of any uncertainties) in detail.
Not applicable where the study design does not require direct comparison of outcomes in comparable units, or where none of the options are dominant (i.e. none is clearly better and cheaper, or worse and more expensive, than the others).

	Statement 1.6
	If discounting of future costs and outcomes is necessary, it been performed correctly

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	In many economic studies some costs or outcomes may not arise at the time of the study, but in the future.  A transplant patient, for example, may be able to resume a full life following transplant but will require lifelong drug therapy and periodic follow-up visits to hospital.  These future costs and benefits must be taken into account, but should be valued at a lower level than immediate costs and benefits.  This is normally done through a process of discounting at a fixed rate per annum.

Take the example of the transplant patient, and assume that following surgery he is going to be permanently reliant on drugs that currently cost £20,000 per annum.  Assume also that though the actual amount paid each year remains constant, the value of this amount will decline by 6% per annum.  We can now calculate how much the drug will cost in each future year, based on present day values
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Future value

Discount factor

Present value

0

£20,000

1

£20,000

1

£20,000

0.943

£18,860

2

£20,000

0.89

£17,800

3

£20,000

0.84

£16,800

4

£20,000

0.793

£15,860


The discount factor is calculated by working out the value of £1 less the decrease in value over the year, so in year one it is 1/1.06, in year 2 it is 0.943/1.06, and so on.

Looking at the table, it is clear that working out the cost of the drugs at a fixed rate per annum will give a very different answer to one based on the discounted rate.  This is a rather simplified example, but for the purposes of study evaluation it is not necessary to evaluate such calculations in detail – just to be sure that they have been done if the interventions have long term effects, and that there is some justification for the selected discount rate.
	Applies where there are long term effects from the intervention being studies

	Yes where discounting has taken place, and the discount rate is reported and justified.
No where discounting is appropriate but has not been done.
Can’t Say where discounting has been done, but the rate and /or justification are missing.
Not applicable where discounting is not appropriate / required.


	Statement 1.7
	Assumptions are made explicit and a sensitivity analysis performed

	
	What does this statement mean?
	When does this statement apply?
	Response

	
	Economic evaluation requires assumptions to be made, but if studies are to be useful to others and comparable with other work the assumptions made must be explicit.  If a study appears to make assumptions that are not identified or explained it should not be used as evidence.

Wherever assumptions have been made, sensitivity analyses should be carried out to see what difference variations in the assumptions would make to the final outcome.  where such analyses are not included in a study, the results should be treated with great caution.
	Always applies
	Yes where all assumptions are explicitly identified and justified, and sensitivity analyses are carried out.
No where there is no discussion of any assumptions that may have been made.
Can’t Say where assumptions are identified but no justification or sensitivity analysis is included.

	Statement 1.8
	The decision rule is made explicit and comparisons are made on the basis of incremental costs and outcomes

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	The decision rule specifies the basis on which a decision about the intervention will be made – e.g. the most cost effective option will be selected.  The results of an economic evaluation are normally expressed as the additional cost per additional unit of outcome.  If the results are presented in some other way, the study may not be a true economic evaluation but a form of cost study.

Note that this information provides a basis for decision making, but does not represent a decision in itself: the final decision (like the recommendations based on these studies) is likely to be influenced by other factors as well as the economic case.
	Always applies
	Yes where results are presented in a way that allows for a decision to be made on the bases of differences in cost per unit outcome.
No where results are presented in some other way.

	Statement 1.9
	The results provide information of relevance to policy makers

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	Study results should be presented clearly and concisely, in a way that makes it easy for decision makers to interpret the results correctly.  Ideally, the limitations of the study should be discussed along with comments on its generalisability.
	Always applies
	Yes where results are presented clearly and concisely.
No where results are not spelt out clearly and / or there is no discussion of study limitations.

	Section 2
	Section 2 relates to the overall assessment of the paper.  It starts by asking a fundamental question about the nature of the study, and whether it is a true economic evaluation.  If the paper is a cost study, it will be of little or no value as a source of evidence for guideline recommendations.

	Statement 2.1
	How well was the study conducted?

	
	++
	High quality (++): Majority of criteria met. Little or no risk of bias.  Results unlikely to be changed by further research. 

	
	+
	Acceptable (+): Most criteria met. Some flaws in the study with an associated risk of bias, Conclusions may change in the light of further studies. 

	
	0
	Low quality (0): Either most criteria not met, or significant flaws relating to key aspects of study design. Conclusions likely to change in the light of further studies.

	Statement 2.2
	Are the results of this study directly applicable to the patient group targeted by this guideline?

	
	What does this statement mean?
	When does this statement apply?
	Response:

	
	Does this study make sense in the Scottish context? Consider the comparisons made, the context, and whether the costs, valuations, and judgments made in the study can reasonably be extrapolated to the NHS in Scotland.
	Always applies
	Yes (
No (

	Statement 2.3
	Notes. Summarise the author’s conclusions. Add any comments on your own assessment of the study, and the extent to which it answers your question and mention any areas of uncertainty raised above. This section is very important and will appear on the evidence table. PLEASE FILL IN.
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		Year		Future value		Discount factor		Present value

		0		$20,000		1		$20,000

		1		$20,000		0.943		$18,860

		2		$20,000		0.89		$17,800

		3		$20,000		0.84		$16,800

		4		$20,000		0.793		$15,860
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