Table 1. Sample Size Needed to Show a 20 Percent Difference in
Cure Rates When the Male Sexval Parter Is Treated from a Baseline
Cure Rate of 90 Percent in Women with Bacterial Vaginosis, Alpha =
0.05.

Number of Patents
Statistical Power per Treatment Group
0.80 75
0.90 100
0.95 120

metronidazole 500 mg bid® At least 75 subjects in each
group would be needed to achieve even a minimal sta-
dstical power (Table 1). Our study, because we could
pool male sexual parter treatment groups, is the only
study to date that has achieved greater than 80 percent
statistical power calculated by a Monte Carlo simulation
technique.” It is, therefore, no surprise that we were able
to detect a clinically significant difference, while the
other study performed in a family practice setting did
not. In fact, using the clinically significant 20 percent
difference in cure rates, we calculated that our study’s
statistical power among the single-dose patient treatment
groups was 48 percent, and among the 7-day patient
treatment groups it was 37 percent. Thus, we would
strongly recommend that future studies of male sexual
partmer treatment possess adequate statistical power so
as not to cloud this issue further.

The sample size needed to show a 50 percent dif-
ference in recurrence rates is even greater. Using a
baseline recurrence rate of 25 percent, the recurrence
rate found in one study within 6 weeks after having
been judged c:ured,9 the sample size needed to detect a
50 percent difference in recurrence rates ranges from
150 to 259 (‘Table 2). It is no surprise that the two studies
performed in the family practice setting did not find
statistically significant differences because they did not
contain adequate power. This includes our own study.
However, in our study we did find near-significant
trends, indicatng that if the male sexual partmer was
treated, women with bacterial vaginosis enjoyed lower
recurrence rates,” and we are hopeful that a study with
adequate sample size will show that male sexual partner
treatment does significanty reduce the high recurrence
rates.

In conclusion, we agree with Dr. Quan that “At the
present time, it appears reasonable to reserve treatment

Table 2. Sample Size Needed to Show a 50 Percent Difference in
Recurrence Rates When the Male Sexual Partner Is Treated from a2
Baseline Recurrence Rate of 25 Percent in Women with Bacterial
Vaginosis, Alpha = 0.05.

Number of Patients
Statistical Power per Treatment Group
0.80 150
0.90 208
0.95 259

of the man partner to instances of recurrent infections
in the woman.”! 2% However, we disagree that the area
is controversial because of a number of well-designed
studies that have shown that male sexual partmer treat-
ment has not proved beneficial. The area is controversial
because studies simply do not possess adequate statistical
power. We would encourage investigators to study this
issue further by enrolling enough women with bacterial
vaginosis to insure adequate statistical power. Untl such
studies are performed, this controversy will continue to
exist.
Mark B. Mengel, M.D., M.P.H.
Alan B. Davis, M.PH., Ph.D.
Oklahoma City, OK
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Nonsedating Antihistamines
T the Editor: T wish to bring to your attention a possible
significant calculation error in the recently published
comparison study of nonsedating antihistamines by The
Clinical Experience Network (October-December
1990). Table 6 on page 246 lists “Totals” for the “Mean
Severity Scores” that do not equal the sums of the “Sign-
Symptoms.” Specifically, the Mean Severity Scores for
astemizole are inaccurately calculated for Entry (10.6
listed versus 10.7 by addition) and Final (2.7 listed versus
3.1 by addition). Also, the Mean Severity Score for ter-
fenadine is miscalculated for Final (3.4 listed versus 3.0
by addition). The net effect of these apparent errors is
to portray astemizole as being more effective at sign-
symptom relief when actually the converse would seem
to be true.
Michael E. Solin, M.D.
Leesburg, VA
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