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WORKSHEET ON THE CRITICAL ASSESSMENT

OF AN ARTICLE ON CAUSATION

CITATION:
_____________________________________________________



_____________________________________________________



_____________________________________________________



_____________________________________________________

GUIDE
COMMENTS

1.  Is this study design, execution and analysis appropriate to address the clinical problem?

 yes

 no

 uncertain


A. Was the strongest feasible study design used (randomized controlled trial > cohort study > case-control study > cross-sectional)?

B. Was the determination of exposure reliable and valid?  Could there have been: inaccurate assessment of exposure, contamination of the exposed and/or non-exposed cohorts, recall bias amongst cases or controls, unequal opportunity for exposure between cases and controls?

C. Was the distinction between positive and negative outcome in the cohort, or the distinction between case and control, reliable and valid?  Could there have been: incorrect labeling of cases or controls, unequal opportunity for exposed and non-exposed individuals to have a positive (or negative) outcome detected?

D. Were the assessments blinded?  Were the assessors aware if subjects were exposed when assessing for positive and negative outcome, or aware of subject’s designation as case or control when determining exposure and non-exposure status?

E. Were potential confounding factors adequately addressed?  Were other variables that are associated with exposure and influence outcomes evenly distributed amongst the exposed and non-exposed cohort, or amongst the cases and the controls?  If not, were adjustments made in the analysis?  What are the directions of the potential biases?




2.  Is the association strong?

 yes

 no

 uncertain


A. What is the relative risk or odds ratio?



relative risk =
    a      (
    c
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odds ratio = ad ( bc

B.  Is the association (relative risk or odds ratio) statistically significant?  If a confidence interval is provided, does this exclude 1?  How far is the estimate of risk from 1?

C. What is the clinical (practical) importance of the results?  (This is a combination of the attributable risk, the frequency of exposure and the frequency of the outcome of interest.)



3. Can this study be generalized to your circumstances?

 yes

 no

 uncertain
Were all the subjects and setting sufficiently similar to your own for the results to be applicable you your circumstances?



4. Is the association consistent from study-to-study?

 yes

 no

 uncertain
Are there repetitive demonstrations of the association by different investigators using different strategies and different settings?



5. Is the temporal relationship correct?

 yes

 no 

 uncertain
Does exposure precede outcome?



6. Is there a dose response relationship?

 yes

 no

 uncertain
Does the risk of disease increase with increase in “dose” of exposure to the putative cause?



7. Does the association make biological sense?

 yes

 no

 uncertain
Does the association agree with our current understanding of the biology of the problem?



OTHER COMMENTS:
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