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	Our Mission – 

To assist medical leaders, clinicians and other health care professionals by ~

· Bringing science into medical practice in an easy-to-understand way.

· Using simplified methods to help navigate the complexities of such areas as evidence-based medicine and other topics.

· Building competencies and confidence in improving medical care through our well received consultations, educational programs and tools.

· Providing inspiration to others to improve medical care and help bring about needed change.




Introductory Comments

This tool can help you extract key characteristics of studies to document study features and provides an opportunity for critiquing these characteristics.

Because it standardizes information in an easy to access way, the summary may be particularly helpful for groups.  

This summary, used in conjunction with the Delfini Evidence Tool Set, can provide you with the key essentials for doing critical appraisal work, examining results of valid studies and synthesizing the evidence.

Evidence Critique and Summary Table
	Tag
	Study Characteristic
	+/-
	Details & Critique or Comments

	Comment
	1. Pertinent commentaries in PubMed
	
	

	Funding
	2. Pertinent information about study participants or sponsors
	
	

	Design
	3. Appropriate study design for research question
	
	

	Aim
	4. Purpose of the study
	
	

	Outcome
	5. Primary outcome measure (a priori)
Comment on whether the category is clinically significant and whether the results would provide meaningful clinical benefit.
	
	

	Outcome
	6. Principal secondary outcome measures (a priori)
Comment on whether the category is clinically significant and whether the results would provide meaningful clinical benefit.
	
	

	Clinical Significance
	7. Clinically significant area for study: morbidity, mortality, symptom relief, functioning and/or health-related quality of life
	
	

	Definitions
	8. Key study definitions (e.g., responder, tx failure, etc.)
	
	

	Confounders
	9. Known confounders
	
	

	Duration
	10. Study duration:
	
	

	Comparison
	11. Placebo comparison or baseline information if placebo is not one of the study arms
	
	

	Inter-
vention
	12. Interventions (include specifics such as dosing, administration and duration of treatment) 
	
	

	Execution
	13. Intervention execution issues
	
	

	N
	14. N by study arms and total
	
	

	Power
	15. Power calculation: don’t worry about this, but rather look at the borders of the confidence intervals and interpret their clinical meaning based on your judgment – are the boundaries outside what you deem clinically significant?  If yes, then the findings are inconclusive.
	
	

	Population
	16. Population is appropriate for study, concurrent and similar especially in demographics and disease characteristics
	
	

	Inclusions
	17. Inclusions
	
	

	Exclusions
	18. Exclusions    
	
	

	Disease
	19. Disease spectrum
	
	

	Subgroups
	20. Prespecified study subgroups
	
	

	Randomi-
zation
	21. Randomization: Methods for generating the group assignment sequence are truly random and sequencing avoids potential for anyone affecting assignment to a study arm 
	
	

	Concealment
of Allocation
	22. Concealment of allocation strategies are employed to prevent anyone affecting assignment to a study arm    
	
	

	Baseline
	23. Baseline characteristics  reporting
	
	

	Blinding
	24. Blinding:  Address masking intervention, patient side and all working with patient or patient data, plus potential for blind being broken
	
	

	Wash-out
	25. Wash-out period
	
	

	Run-in
	26. Run-in period
	
	

	Cross-over
	27. Cross-over design issues
	
	

	Co-interventions
	28. Co-interventions or concomitant medications allowed: comment on differences between groups in usage, dosing and duration, likelihood of confounding results
	
	

	Disallowed
	29. Disallowed co-interventions or medications
	
	

	Adherence
	30. Adherence: comment on methods used and on reported outcomes
	
	

	Migration
	31. Potential for contamination or migration to other groups
	
	

	Measurement
	32. Measurement methods
	
	

	QC
	33. Quality control procedures
	
	

	Deviations
	34. Protocol deviations
	
	

	Statistics
	35. Statistical methods: if models are used, what are the assumptions for modeling
	
	

	Missingness
& Loss
	36. Missing Data Points

For each group – n (%) =

Withdrawals

ADEs

Treatment failure

Procotol Violations

Loss to FU

Other

TOTAL
	
	

	Analysis
	37. Analysis methods (for information on Intention-to-Treat analysis, complete item directly below)    
	
	

	ITT
	38. Intention-to-treat (ITT) analysis including outcome measures for all subjects as randomized
	
	

	Imputation
Methods
	39. Imputation method for missing data points (LOCF is not an appropriate method)
	
	

	Sensitivity
Analyses
	40. Sensitivity analyses performed and outcomes
	
	

	Dx Testing
	41. Diagnostic testing details
	
	

	Screening
	42. Screening details
	
	

	Differences
	43. Are there any differences between groups except for what is being studied?
	
	

	Other
	44. Other pertinent study details or observations
	
	

	Authors
	45. Reporting quality and confidence in authors/article
	
	


Next Steps

1.  Grade the study or individual conclusions from the study.

2.  Record pertinent study results.

3.  Prepare a concluding statement about your findings.

Help with each of these steps can be found in the Delfini Grading, Conclusion & Results Table tool.  

· The last table in this tool can be used for study grading and recording study results which can be copied and pasted here.

· Also included in this tool is a table that can be copied and pasted below the results table to record a concluding statement.
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