Appendix D
Miami Children’s Health System/ Nicklaus Children’s Hospital

Pediatric Residency Program

EBM Worksheet

Evaluation of a Study about Association: Harm/ Etiology

Name:                                                       PGY:      
Step 1: Framing a patient care question: Frame an answerable patient care question(s). Be specific.

     
Step 2: Searching for the evidence: Refer to Section A and B (Presenter Facesheet)
Step 3: Validating the Evidence: Think about answers to these questions

· Were there clearly defined groups of patients, similar in all-important ways other than exposure to the treatment / cause?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
Comments:      
· What was the study design?      
· Is it:  FORMCHECKBOX 
 prospective?  Or   FORMCHECKBOX 
 retrospective? (Check one)

· Is there a control group?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
· Was the assessment of outcomes  FORMCHECKBOX 
 objective or   FORMCHECKBOX 
 blinded to the exposure? (check all that apply)
· How was the exposure ascertained?

     
· How was the outcome ascertained?

     
· Was follow-up:  FORMCHECKBOX 
 sufficiently long (for the outcome to occur) and  FORMCHECKBOX 
 complete?

· Do the results of the harm study fulfill some of the diagnostic tests for causation?

· Is it clear that the exposure preceded the onset of the outcome? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
· Is there a dose-response gradient?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
· Is there any positive evidence from a de-challenge / re-challenge study?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

· Is the association consistent from study to study?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
· Does the association make biological sense?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If NO, Stop here!
Step 4: Evaluating the Evidence: Are the results important? Construct the 2x2 table:

                                                                                                                          
                                                                                                                          
                                                                                                                         
What is the strength of the Association? Calculate RR or OR as appropriate based on the study type.

Relative Risk (RR) = [a / (a+b)] / [c / (c+d)] =      
Or  

Odds Ratio = (a/b) / (c/d) = (a/c) / (b/d) = ad/bc  =       

What is the Magnitude of the Risk?
ARI = Absolute Risk Increase = c / (c+d) – a / (a+b) =      
Calculate the NNH = Number Needed to Harm = NNH = 1 / ARI  =      
Step 5: Are the results applicable to my patient?

· Is my patient so different from those in the study that the results don’t apply?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Comments:      
· What is my patient’s risk of an adverse event?      
· What is my patient’s potential benefit from the therapy?      
· What are my patient’s preferences, concerns, and expectations from this treatment?      
· What alternative treatments are available?      
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