








SIGN 50

A guideline developer’s handbook




LEVELS OF EVIDENCE

1+ + High quality meta-analyses, systematic reviews of RCTs, or RCTs with a very low risk of
bias

1+  Well conducted meta-analyses, systematic reviews, or RCTs with a low risk of bias
1- Meta-analyses, systematic reviews, or RCTs with a high risk of bias
2+ + High quality systematic reviews of case control or cohort studies

High quality case control or cohort studies with a very low risk of confounding or bias
and a high probability that the relationship is causal

2+  Woell conducted case control or cohort studies with a low risk of confounding or bias
and a moderate probability that the relationship is causal

2 - Case control or cohort studies with a high risk of confounding or bias and a significant
risk that the relationship is not causal

3 MNon-analytic studies, eg case reports, case series

4 Expert opinion
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JUDGING THE LEVEL OF EVIDENCE

In the first chapter, the guideline group comments on:

» Quantity, quality, and consistency of evidence
= External validity (generalisability) of studies.
= Directness of application to the target population for the guideline.

At this point the guideline group is asked to note the overall levels of evidence addressing this
specific key question.
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1) Study limitations

2) Inconsistency of results

3) Indirectness of evidence
4) Imprecision

5) Publication bias




Quality Assessment

Summary of Findings

Relative Effect

lllustrative comparative risks

Number of Quality 95% Cl
Outcome participants Limitations Consistency Directness Precision ublicaion Bias
(studies)
. 3.6%
Myocardial 10,125 . 0.71
. ) , No OK OK OK No High 5.1% (2.9% to
infarction 9) (0.57 t0 0.86) 4.4%)
2.8%
Mortality 10,205 No OK Imprecise No Moderate 1.23 2.3% (2.2% to
7 (0.98 — 1.55)
3.6%)
10,889 2.21 11
Stroke s No OK OK OK No High ' 0.5% (0.69% to
5) (1.37 — 3.55)
1.8%)
*







GRADES OF RECOMMENDATION

Note: The grade of recommendation relates to the strength of the evidence on which the
recommendation is based. It does not reflect the clinical importance of the recommendation.




At least one meta-analysis, systematic review, or RCT rated as 1+ +,
and directly applicable to the target population; or

A body of evidence consisting principally of studies rated as 1+, directly applicable to
the target population, and demonstrating overall consistency of results

A body of evidence including studies rated as 2 + +, directly applicable to the target
population, and demonstrating overall consistency of results; or

Extrapolated evidence from studies rated as 1+ + or 1+

A body of evidence including studies rated as 2 +,

directly applicable to the target population and demonstrating overall consistency of
results; or

Extrapolated evidence from studies rated as 2 + +

Evidence level 3 or 4; or

Extrapolated evidence from studies rated as 2 +
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