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Critical Appraisal Worksheet-Therapy
The following questions will help focus your attention on the important methodological issues related to articles on therapy. They are divided into three sections: validity, results, applicability. 

VALIDITY

1. Was the assignment of patients to treatments randomized? Was allocation concealed?
Consider:

· How was the randomization done? Is that method likely to be effective?
· Allocation concealment means that investigators assessing patients for entry into the trial (PRIOR to randomization) would be unable to predict to which group the next patient will be randomized. Authors should describe the method for randomization (centrally done, opaque envelopes) in sufficient detail to ascertain allocation concealment.
Yes 
□

Cannot tell 
□

No 
□
Describe the method of randomization and allocation concealment: _________________________________________________________________________________________________________________________________________________________________________________
2. Were all patients who entered the trial accounted for at its conclusion?

Consider:
· How many patients were lost to follow up.

· Why patients were lost to follow up.
· How the study considered patients who were lost. Many studies will carry forward the last available data for patients who were lost to follow up.
Yes 
□

Cannot tell 
□

No 
□
How complete was the follow up and how did the investigators manage the data from patients who dropped out? ____________________________________________________________________________________________________________________________
3. Were patients analyzed in the groups to which they were randomized?

This is known as intention-to-treat analysis, in which patients are counted in their original group regardless of the treatment they ultimately receive. It is important in minimizing bias. Sometimes when many patients “crossed over’ to the other group investigators will also do a per protocol, or as treated, analysis, which looks at the treatment each patient actually received.
Yes 
□

Cannot tell 
□

No 
□
How did the investigators manage cross overs? ________________________________________________________________________________________________________________________________________________________________________________________________
4. Were patients and clinicians kept “blind” to which treatment was being received?

Consider all the parties who should be blinded

· Patient receiving the treatment, especially if outcomes are more subjective

· Doctors caring for the patients

· Outcome assessors. This is probably the most important. In studies in which patients cannot be blinded for logistical reasons, the investigators determining which patients  met study endpoints should still be blinded

· Investigators writing the manuscript (until the last minute). Few studies do this but it probably represents the least biased method for interpreting the data.
Yes 
□

Cannot tell 
□

No 
□
Who was blinded? If aspects of the study were not blinded, how much bias was introduced? ________________________________________________________________________________________________________________________________________________________________________________________________

5. Were the groups similar at the start of the trial?

Consider

· This information is often presented in “Table 1”

· Overall, were the groups similar with regard to most features

· Are all the pertinent features of the patient population presented? The paper should describe patient similarity with regard to all variables that might impact the outcome of interest.
· If there are differences between the groups, are they clinically (as opposed to statistically”) significant? In which direction do the differences bias the study (i.e. in favor of which group doing better)?
Yes 
□

Cannot tell 
□

No 
□
In what ways did the groups differ? List any clinically important variables that were not described.
________________________________________________________________________________________________________________________________

RESULTS
Results should be presented primarily as a Number Needed to Treat, or NNT. The NNT is 1/Absolute Risk Reduction (expressed as a decimal). If the NNT is not presented, please calculate it. 
What is the NNT for the primary outcome? ______________________________
List NNTs for other important secondary outcomes? ________________________________________________________________________________________________________________________________

Do these results apply to your patient?
Consider

· Is your patient similar to the study population in terms of important prognostic variables for treatment success and harms?

· Are costs reasonable?

· Availability of this treatment

Describe issues of applicability to your patient: ________________________________________________________________________________________________________________________________
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