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	Item
	Documentation
	Entry

	1. 
	Purpose of Appraisal
	

	2. 
	Author Last Name Year or Full Reference
	

	3. 
	Appraiser & Date
	

	4. 
	In reviewing funding, resources or investigators and staff, is there concern about a possibility of conflict of interest?
	Yes = List Threat or Comment: 

	
	Evaluate potential threats to validity in the absence or lack of quality of the following —
	

	5. 
	Questions, outcome measures stated in advance (a priori) and questions that matter to patients (clinical significance)?
	No = List Threat or Comment: 

	6. 
	Good comparison group (concurrent controls) and good comparator (eg, placebo)?
	No = List Threat or Comment: 

	7. 
	Randomization acceptable (generation of sequence and concealment of allocation of subjects to groups)?
	No = List Threat or Comment: 

	8. 
	Blinding adequate? (To intervention of patients, clinicians, investigators, assessors—all people working with subjects and subjects’ data; likely success of blind being maintained)
	No = List Threat or Comment: 

	9. 
	Sameness except for intervention (e.g., baseline characteristics, number of visits, co-interventions, all aspects of care except intervention of interest, etc.)
	No = List Threat or Comment: 

	10. 
	Appropriate study size, number randomized; number analyzed (eg, ITT analysis for efficacy in superiority trials); number of missing data points and analysis methods including a priori identification of populations to be analyzed?
	No = List Threat or Comment (quantify missing data points): 


	11. 
	Other bias or confounding or validity comments (e.g., key definitions (eg, treatment success), reasonable composite endpoints, sufficient duration, measurement methods, adherence issues, migration, cross-over threats, reasonable Delta for equivalence and non-inferiority, etc.)?
	Yes = List Threat or Comment: 

	
	Evaluate the strength of the evidence:  
	Study Grade (or Conclusion Grade) & Evidence Tags (copy additional boxes as needed for each conclusion)

	12. 
	Choose one for each study or each conclusion:

Grade A: Useful

Grade B: Possibly Useful       

Grade B-U: Possible to Uncertain Usefulness

Grade U: Uncertain Usefulness
	If conclusion, describe:

	
	For studies to be utilized — 
	

	13. 
	Study Aim
	

	14. 
	Study Size
	

	15. 
	Condition
	

	16. 
	Intervention

· Include N in each group
	

	17. 
	Co-interventions

· Compare groups
	

	18. 
	Population Description

· Use inclusions, exclusions and generalize from baseline characteristics
	

	19. 
	Duration of Treatment
	

	20. 
	Outcome Measures
	

	21. 
	Measurement
	

	22. 
	Efficacy — Key Results

· Record p-values and confidence intervals
	

	23. 
	Safety — Key Results

· Record p-values and confidence intervals
	

	24. 
	Other — Key Results

Record p-values and confidence
	

	25. 
	Reviewer Conclusions/Comments
	

	26. 
	Evidence Statement
	

	27. 
	Clinical Recommendation
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