Evidence-Based Medicine

A Worksheet for Articles about Harm/Association

(“Stop” does not mean it is a “bad” article, it means that you may want to stop reading at that point and look for a better article

 --particularly if you are a busy clinician.)

I. CLINICAL SCENARIO: 
     
II. FRAMING AN ANSWERABLE PATIENT CARE PICO QUESTION(S): Be specific 
(Note: Sometimes you may be able to frame more than one question that can be answered by the same study)

     
III. SEARCHING FOR THE EVIDENCE 

      Reference:      
IV. DETERMINING RELEVANCE

What is the disease being addressed?       
Clinician Consideration

1. Will this information, if true, have a direct bearing on the health of your patients and is it something they will care about?

 FORMCHECKBOX 
 Yes
     
 FORMCHECKBOX 
 No    (if No, stop)

Comments:      

2.   Is the problem addressed common to your practice?





 FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)

Comments:      
3. If Harm/Association/or Causation is established, are there alternative measures to be taken?

                                                     FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)

Comments:      
4. Will this information, if true, require you to change your current practice?




  FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)
Comments:      
V. DETERMINING VALIDITY

             A. The Study Sample:

                1.  Were the groups of patients studied clearly defined? (Hint: Inclusion/Exclusion Criteria)



  FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)
Comments:      
2. Were groups of patients similar in all-important ways other than exposure to the treatment / cause?

            

  FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)
Comments:      
            B. The study Design:
1. What was the study design?  FORMDROPDOWN 

2. Is it        FORMCHECKBOX 
 prospective? or  FORMCHECKBOX 
 retrospective? (Check one)

3. Is there a control group?      FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
            C. The Exposure and Outcome:
1. Was the assessment of outcomes either objective or blinded to the exposure?
           

  FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)
Comments:      
a. How was the exposure ascertained? 
      Identify any potential biases that might threaten the validity of this study results if any:

           
b. How was the outcome ascertained? 
      Identify any potential biases that might threaten the validity of this study results if any:

           
            D. The Follow-up: 

1. Based on your background knowledge of the disease and outcome, was follow-up sufficiently long for the outcome to occur?

                 

  FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)
             Comments:      
2. Was follow-up complete?
           

  FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)
             Comments:      
If not complete, what percentage of patients in each group was lost to follow-up? How will this affect the study results validity?

                       % lost to follow-up:   FORMCHECKBOX 
 N/A or unable to calculate

· In Subjects:      %

· In Controls:      %
                           Comments:      
E.  Do the results of the harm study fulfill some of the diagnostic tests for causation?

                                     FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
 (if No, stop)
             Comments:      
1.    Is it clear that the exposure preceded the onset of the outcome?          FORMCHECKBOX 
 Yes
     FORMCHECKBOX 
 No
2.    Is there a dose-response gradient?                            FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No
3. Is there any positive evidence from a de-challenge / re-challenge study?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
4. Is the association consistent from study to study?    FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
5. Does the association make biological sense?     FORMCHECKBOX 
 Yes
               FORMCHECKBOX 
 No
VI. ASSESSING THE MAGNITUDE OF THE EVIDENCE/STRENGTH OF ASSOCIATION:

1.   Construct the 2x2 table(s) for your outcome(s) of interest that is in your PICO question:

                                                          OUTCOME OF INTEREST         

                                                                 +
          -
	     
a
	     
b

	c

     
	d

     


                                                       +                                                                                                                                                          
                EXPOSURE
                                                       -      
                                                                                                    
2. Strength of Association: Calculate RR (Relative Risk) or OR (Odds Ratio) as appropriate based on the study type (In some instances your strength of association parameter might be already calculated):

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

b. Odds Ratio = (a/b) / (c/d) = (a/c) / (b/d) = ad/bc  =      /      =      
c. If 95% C.I. are given, what do you think of them? Interpret and give your opinion:

          Comments:       

d. How would you interpret and communicate the RR or OR to your patient in simple terms?      
3. Magnitude of the Risk: Calculate the Number Needed to Harm (NNH):

For RR:

a. Calculate the Absolute Risk Increase: ARI = (c / c+d) – (a / a+b) 

ARI = (     /     ) – (     /     ) =      
b. NNH = 1 / ARI  = 1/      =      
For OR:
c. For OR < 1: 

i. NNH = 1-[PEER x (1-OR)]/[PEER(1-PEER)(1-OR)] =      
d. For OR > 1:

i. NNH = 1+[PEER x (OR-1)]/[PEER(1-PEER)(OR-1)] =      
PEER** = Patient Expected Event Rate = Adverse event rate in non exposed 
** REFER TO TABLES GIVEN BELOW FOR PEER VALUES BASED ON MAGNITUDE OF OR  (> 1 or < 1)
4. What does this NNH means to you and your patient?

         Comments:      
          VI. APPLYING THE EVIDENCE

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

                                                                 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
2. What is my patient’s risk of an adverse event? (Similar to the study?)

                                                                 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
3. What is my patient’s potential benefit from the therapy in light of the risk identified?

              Comments:      
4. What are my patient’s potential preferences, concerns, and expectations from this treatment? (This is a hypothetical question based on the individual case)

Comments:      
5. Are alternative treatments available?

                                                                 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
6. Will the results change my management of my patient? 
                                                           FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No      
Comments:      
Other discussion points (if any):

     
REFERENCE TABLES FOR PEER VALUES



**Adapted from John Geddes, 1999 

Rani Gereige, M.D., MPH, FAAP – University of South Florida, College of Medicine, Department of Pediatrics; Tampa, Florida




 





For Odds Ratios LESS than 1
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For Odds Ratios GREATER than 1
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