Critical Appraisal Form-Observational studies of therapy or harm
This critical appraisal form should be used for cohort or case-control studies about harm or treatment. The following questions will help focus your attention on the important methodological issues related to cohort studies. They are divided into three sections: validity, results, applicability.
VALIDITY:
1. Was the method for determining the exposure to the therapy or harm objective and accurate? How were control patients established?

Consider:

· Different forms of identifying cohorts or exposure within them may carry different degrees of bias. Patient report of exposures may have associated recall bias. 

· In general, look for objective determinations of exposure, and quantification of the amount of exposure.

· The original group of patients identified is called the “inception cohort”
 Yes 
□

Cannot tell 
□

No 
□

Type of study:
□ Cohort

□Case-control
How was the group (or groups) identified and established? How was the exposure established? ________________________________________________________________________________________________________________________________________________________________________________________________

2. Were the patients sufficiently similar with respect to prognostic risk? 
Consider:

· There will always be differences, but the differences should not be so fundamental that comparisons do not make sense

· Think of the major variables impacting the outcome of interest, and look for patient characteristics regarding those variables.

· Consider differences between the groups that were not specifically described or measured but which may impact the outcome of the study. 

Yes 
□

Cannot tell 
□

No 
□

What were the important covariates (i.e. determinants of the outcome of interest) and were they similar? ________________________________________________________________________________________________________________________________

What unmeasured differences may have been present? ________________________________________________________________________________________________________________________________
3. Did the study adjust for important variables?
Consider:

· The authors should statistically adjust for any differences in important prognostic variables. 

· Look for descriptions in the methods section of the adjustment process

Yes 
□

Cannot tell 
□

No 
□

What variables did the authors adjust for? Do these seem appropriate? ________________________________________________________________________________________________________________________________________________________________________________________________
4. Were all important outcomes considered?

Yes 
□

Cannot tell 
□

No 
□

What are the most important outcomes for the issue at hand? What was the primary outcome of the study?

________________________________________________________________________________________________________________________________________________________________________________________________
Results:

· What was the impact of the treatment or harmful exposure on the primary outcome? 
The main result is usually a hazard ratio or a relative risk. Look for it to be adjusted after multivariate analysis to account for confounders. Think of a hazard ratio essentially the way you would think about a relative risk.
Write the adjusted relative risk or hazard ratio for the primary outcome, and describe what it tells us about the exposure/issue at hand (in a sentence): ________________________________________________________________________________________________________________________________________________________________________________________________
Applicability:

· Can you apply these results to your patients? Were the included patients similar to your own patient(s)?
Think about

· The properties of the included patients and whether those properties make it different from other populations
· Whether confounding factors were adequately adjusted for
Yes 
□

Cannot tell 
□

No 
□

What are the important issues regarding the applicability of this study? ________________________________________________________________________________________________________________________________
