APPLICATION EXERCISE

Session #4
9-30-13
THERAPY – RESULTS
Effectiveness of an Herbal Preparation (Chizukit) Containing Echinacea, Propolis, and Vitamin C in Preventing Respiratory Tract Infections in Children: A Randomized, Double-blind, Placebo-Controlled, Multicenter Study
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[image: image2.png]Table 1. Primary Outcome Data*

Chizukit ~ Placebo P
Variable (n=160) (n=168) Reduction, % Value
Total No. of episodes 138 308 55
Total No. of illness days 423 1040 59 .
No. (%) of children with 85 (53.1) 150 (89.3) 43 <.001t
=1 episodes
No. of episodes per child 0.9+1.1 18£13 50 <.001%
Days of illness per child 26142 62150 58 <.001%
Duration of individual 16+1.9 29:16 45 <.001%
episodes

*Data are mean + SD unless otherwise indicated. Chizukit is an herbal

preparation. See text for detail.
1Difference between proportions test.
$tTest.
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· Google “EBM Calculator” and click on EBM and Decision Tools by Alan Schwartz, then click on NNT/NNH
· Enter the data for “No. (%) of children with > 1 episodes” in the 2 X 2 table, including those lost to follow-up, and press “compute”

(Note that there appears to have been 47 controls lost to f/u, not 44 as listed)

· Focus on the “base case” and the “worst case” results (ignore the “worse case”)

Refer to Flow Diagram and Table.

1. Compared to the “worst case” scenario, the ARR calculated for the base case is

a. Statistically significant and approximately equally precise

b. Statistically significant and far less precise

c. Consistent with a lesser rate of benefit and approximately equally precise

d. Far less precise and its inverse (the NNT) is consistent with a large therapeutic effect

2. In the “worst case” scenario, lost experimental subjects are assumed to have done poorly and control subjects 

to have done well.  A key point of this type of analysis is to

a. Demonstrate that the ARR of the experimental group is not statistically different from that of the  placebo group

b. Illustrate that a lost to follow-up rate of greater than 20% in the base case is associated with an ARR that is statistically not significant 

c. Strengthen the statistical conclusion of the “base case” if both the “base case” and the “worst case” scenarios are statistically significant
d. Reveal that patients lost to follow-up differ from patients who complete the study 

3. You are speaking with one of your colleagues about this study which both of you have heard about but neither of you have read.  You both decide that Chizukit would need to demonstrate a remarkably strong effect in order to consider using it as a long-term prophylaxis medication to prevent URI’s in young children.  You both decide that the study would have to demonstrate within 95% confidence that you would not have to treat more than exactly 3 patients to benefit one patient (i.e., your personal, clinically relevant NNT = 3).    

Considering only the “base case” results

a. You conclude that you could be 95% confident that you would not have to treat more than exactly 3 patients to benefit one patient

b. You conclude that the evidence suggests that you would have to treat more than exactly 3 patients

c. You conclude that if you are willing to treat exactly 3 patients, you are certainly willing to treat 2 patients and therefore, in light of the base case results you decide to implement use of  Chizukit in your clinic

d. You conclude that as the ARR is statistically significant, the NNT is mathematically 

clinically significant and you decide to implement use of  Chizukit in your clinic
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