


The outcomes are clearly defined. The assessment of outcome is made blind to exposure status. If the study is retrospective this may not be applicable. Where
blinding was not possible, there is some recognition that knowledge of exposure status could have influenced the assessment of outcome.

The method of assessment of exposure is reliable. Evidence from other sources is used to demonstrate that the method of outcome assessment is valid and reliable.
Exposure level or prognostic factor is assessed more than once.

Was the follow up of subjects complete enough? Was the follow up of subjects long enough? (The good or bad effects should have had long enough to reveal
themselves
· The persons that are lost to follow-up may have different outcomes than those available for assessment
· In an open or dynamic cohort, was there anything special about the outcome of the people leaving, or the exposure of the people entering the cohort?)

The main potential confounders are identified and taken into account in the design and analysis. Have confidence intervals been provided?

What are the results of this study? [What are the bottom line results?
· Have they reported the rate or the proportion between the exposed/unexposed, the ratio/the rate difference?
· How strong is the association between exposure and outcome (RR,)?
· What is the absolute risk reduction (ARR)?]

How precise are the results? Look for the range of the confidence intervals, if given.

Do you believe the results? [Big effect is hard to ignore!
· Can it be due to bias, chance or confounding?
· Are the design and methods of this study sufficiently flawed to make the results unreliable?
· Bradford Hills criteria (e.g. time sequence, dose-response gradient, biological plausibility, consistency)]

Can the results be applied to the local population? (A cohort study was the appropriate method to answer this question
· The subjects covered in this study could be sufficiently different from your population to cause concern
· Your local setting is likely to differ much from that of the study
· You can quantify the local benefits and harms).

What are the implications of this study for practice? (One observational study rarely provides sufficiently robust evidence to recommend changes to clinical practice or
within health policy decision making
· For certain questions observational studies provide the only evidence
· Recommendations from observational studies are always stronger when supported by other evidence)

Do the results of this study fit with other available evidence?

How well was the study done to minimise the risk of bias or confounding?

Taking into account clinical considerations, your evaluation of the methodology used, and the statistical power of the study, do you think there is clear evidence of an
association between exposure and outcome?

Can the results be applied to your organization?
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Rate the overall methodological quality of the study, using the following as a guide:

Rate the overall methodological quality of the study, using the following as a guide:
+LJK�TXDOLW\������ Majority of criteria met. Little or no risk of bias.
/RZ�TXDOLW\����� Either most criteria not met, or significant flaws relating to key aspects of study design.
5HMHFW����� Poor quality study with significant flaws. Wrong study type. Not relevant to guideline
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