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Results _

The overall, cumulative 12-month pregnancy rate
was 13.3 per 100 women (method, 8.2; user, 5.6). User
and method pregnancy rates are given in Table 1. Nei-
ther method nor user pregnancy rates depended on
parity (riulliparous versus parous) or age of the women
(p> 0.10). The same holds true for the combined
pregnancy rate. At seven of the 13 clinics in the
United States, 88 women volunteered to participate in
the studies for a second year. The overall, cumulative
prégnancy rate for these women during their second
yedr of use was 3.4 per 100 women.

. The lost-to-follow-up rates varied froin clinic to
clinic. However, there was no relationship between the
pregnancy rates (user, method, overall) and lost-to-
follow-up rates (p > 0.10). The cumulative 12-month
pregnéncy rates (user, method, overall) were not
similar across clinics (p < 0.05).

- Pregnancy rates (user, method, overall) based on the
data from clinics that had women complete coital logs
were similar (p > 0.10) for women whio completed the
coital logs and for those who did not. The principal use
of these logs was to evaluate patterns of sponge use
and provided no uséful data for the analyses of preg-
nancy rates.

Commernt

The presentation of method pregnancy rates is im-
portant so that women may assess their risk of preg-
nancy if they use the sponge consistently and correctly
according to the user directions. Overall pregnancy
rates do not provide this information. _

The data presented in this paper include the results
of previously published studies from the United States,'
the United Kingdom,? and Yugoslavia.” The data from
the study of 721 subjects conducted in the United States
at 13 clinics' showed that the cumulative 12-month
overall pregnancy rate was related to parity but not
age. The report did not provide data on method or
user preghancy rates or on the pregnancy rates re-
ported at the individual clinics. The study conducted
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in the United Kingdom?® gave higher overall pregnancy
rates than- did the study in the United States but no
significant ditferences in the overall preghancy rates
for parous and nulliparous sponge users were re-
ported. No data on either method or user pregnancy
rates were reported. The study included only 126
sponge users. The Yugoslavian study® inchided 403 sub-

jects from two clinics and reported no significant dif-

ferences between the cumulative 12-month method
pregnancy rates of parous and nulliparous sponge
users. No data were provided on user pregnancy rates-

If the 13 pregnancies for which there was insufficient
information to classify as either method or user failures
had been apportioned between method and user fail-
ures, lower method and higher user pregnancy rates
would hdve been obtdined. Failure to adequately wet
the sponge before insertion may be one factor respon-
sible for some of the method failures. When the
phase III trials were initiated in 1979, the importance
of adequately wetting the sponge to activate the release
of spermicide was not fully appreciated. As experience
was gained with use of the sponge more emphasis has
been placed on adequate wetting before its insertion.
This seems to_have had a positive effect on the inci-
dence of reported pregnancy.

The continued evaluation of pregnancy rates asso-
ciated with use of the Today contraceptive sponge
shows that it provides women with an adequate level
of protection against pregnancy regardless of their age
or parity.
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