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	Delfini Pearls:

Reminders for Validity Detectives for Critical Appraisal for Efficacy of Therapies


Delfini Group Supplement to the Delfini Validity and Usability Short Tool:

Guiding Lights & Quick Tips for Critical Appraisal for Efficacy of Therapies

Should I bother with this article?

· If the results are true, will it change my practice? (Ensure the endpoints and analysis groups were a priori.)
· Will addressing the important outcomes result in clinically meaningful events likely to benefit to my patients?
Meaningful benefit = size of benefit + areas of clinical significance to patients (morbidity, mortality, symptom relief, physical and emotional functioning and health-related quality of life)
· Example:  If treatment is involved, will treating the problem result in clinically meaningful outcomes?
· How did they define success/failure, improvement/no improvement?  Do you agree?
· Look at the boundaries of the confidence intervals (CIs) of valid studies to compare to your requirements for meeting clinical significance.  See * below.
Is the study designed in a way that it can answer my clinical question?
· What is the study attempting to answer?  Is its aim meaningful and appropriate? 

· Is the study structured in a way that it can answer this question?

· Was choice involved in determining who got the therapy?  If yes, this is an observational study and there is a high risk of being misleading when determining the efficacy of interventions.

· Was the method of determining the outcome measure reasonable?
How do I know the results are likely to be true?
· What could possibly explain the results other than the intervention?  Could bias, confounding, or chance explain or affect the outcomes?  Or can I rule them out and comfortably presume cause and effect?

· The burden of proof is on the intervention.  Could anything advantage the intervention?
· Read your paper as a “clinician” AND as a validity detective!  Bias tends to favor the intervention.  Biases in areas such as randomization, concealment of allocation, blinding or determining results using models can inflate benefits by up to a relative 50 percent.  Do not neglect these important considerations.
· Any difference between groups other than the area of investigation is an automatic bias.  Frequently, lack of information on co-interventions or adherence will be suspect due to possible differences between groups.
· Missing data points are a big problem with many studies.  Even non-differential loss can mean differences in prognostic variables.  Take a quick look for ITT analysis and be sure to evaluate the imputation methods.  Most analyses involve modeling and modeling requires unverifiable assumptions.
· *For valid studies, consider what you judge to be a reasonable range for clinical significance – this need not be hard and fast.  For statistically significant findings, is the confidence interval wholly within bounds for clinical significance?  For non-significant findings, is the confidence interval wholly beneath your limit for clinical significance?  A yes to these two questions means likely conclusive findings for valid studies.  No, means findings are inconclusive.
How can I appraise an article quickly?

· Always use a checklist.  Develop familiarity with the concepts of critical appraisal.  With practice, you will swiftly develop ways to discard fatally flawed and clinically useless studies quickly.
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