
One-third of the 22
women who completed
the once-daily regimen
reported that the prod-
uct was “wet/drippy”
at least some of the time,
compared with two-
thirds of the 20 women
who inserted gel twice
daily. (This may reflect
the increased volume of
product inserted in the
twice-daily regimen.)

Most women noted
that a vaginal discharge
began after 1–2 days of
product use. Many re-
ported that the gel was
clear when first admin-
istered but that the dis-
charge was “thicker and
lumpier” and white, re-
sembling cottage cheese.
Some were concerned
that this discharge was a
symptom of a yeast in-
fection; others said that
because they lacked
other symptoms (e.g.,
itching, odor), they were
not concerned.

Vaginal specimens
taken on days seven and
14 of the study were ex-
amined microscopically
for signs of yeast infec-
tion. In almost 80
woman-weeks of prod-
uct exposure, one
woman had a sympto-

matic candida infection; another had an
asymptomatic yeast infection. There was
no association between the discharge,
which was commonly reported, and clin-
ical infections, which were rare.

The topic that generated the most dis-
cussion during the focus-group inter-
views—regardless of whether women
were abstinent or sexually active, and
whether they used the product once or
twice daily—was the amount and quali-
ty of vaginal discharge associated with
product use. Although participants re-
ported some variation in the degree of
messiness associated with the discharge
and in its volume and consistency, prod-
uct discharge was a lively topic.

None of the women interviewed noted
any odor associated with the gel during
use. Diary data generally confirmed in-
terview data regarding odor, although one
woman recorded that the “discharge had
a metallic odor.” The diaries contained no

uct use, in most cases throughout the du-
ration of the study. Three women (two ab-
stinent and one sexually active) recorded
difficulty urinating. One sexually active
woman recorded a feeling of fullness with
some pain during the last three days that
she used the product twice daily.

Clinical data confirm the women’s in-
terview and diary reports. No women ex-
perienced serious side effects associated
with use of the gel; two participants de-
veloped vaginal candida infections in the
course of the study.10 In the absence of a
control group, and given that none of the
side effects were severe, the reported side
effects could not be conclusively associ-
ated with product use.

Acceptability: Product Characteristics
Several women perceived the product to
be “wet/drippy” or “sticky,” although this
experience varied depending on how
often the women applied the gel (Table 1).

indication that women were embarrassed
by the discharge or that they had any emo-
tional reactions to the product. One sex-
ually active woman noted that she was
“stressed,” but this was not linked to her
use of the gel.

Acceptability: Effects on Sex
In acceptability assessments, sexually ac-
tive women were asked whether they
agreed or disagreed with several state-
ments about the gel’s effects on their sex-
ual pleasure. Two women who used the
product once a day and one who used it
twice daily reported that it interfered with
intercourse. Five women from the once-
daily group and six who applied it twice
daily—about half of each group—report-
ed that it increased their sexual pleasure.
About three-quarters in each group
thought that their partner liked the way
the gel felt.

Reflecting the lubricating effects of the
product, one woman recorded in her diary
that “sex was better during the study....it
was wetter.” However, three others
recorded that although the gel was wet
and lubricating at the beginning of sex, it
soon became “dry” or “dry and sticky.”

A number of issues related to the prod-
uct’s use during sex were covered in the
focus-group discussions. Participants in
these groups (including one of the two cou-
ples who participated) indicated that prod-
uct discharge was present on the surface
of the condom after sex. The wife of one
couple, however, noted that after inter-
course, the discharge was reduced. A
woman whose partner was not present re-
ported that while she had noticed the dis-
charge, she could not recall her partner’s
commenting on it either during or after sex.

Overall Evaluation
At the 14-day assessment, women were
asked, “If BufferGel were approved for
vaginal use, would you use it?” Four of 14
abstinent women and four of 11 sexually
active participants said they would not;
two women did not complete the assess-
ment. An open-ended question clarified
the reasons that women would not use the
product: They lacked a current sexual
partner, had a monogamous partner, pre-
ferred a disposable applicator, found the
product too messy, were able to negotiate
condom use or did not perceive them-
selves to be at risk.

Focus-group participants were asked a
similar question: “If this product was on
the market, was available today, would
you use it or recommend it to your daugh-
ter [or to] a friend?” Responses to this
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Table 1. Number and percentage distribution of women, by per-
ceptions of various characteristics of a microbicide gel in Phase
I testing, according to frequency of application and to sexual 
activity, Rhode Island, 1997

Characteristic and All Sexually Sexually 
frequency of abstinent active
application

No. % No. % No. %

TOO WET/DRIPPY
Once daily
Never/rarely  15 68 8 67 7 70
Sometimes 5 23 4 33 1 10 
Often 1 5 0 0 1 10 
Always 1 5 0 0 1 10 

Twice daily
Never/rarely  7 35 3 30 4 40
Sometimes 6 30 5 50 1 10 
Often 4 20 1 10 3 30 
Always 3 15 1 10 2 20 

TOO STICKY
Once daily
Never/rarely  17 77 9 75 8 80
Sometimes 2 9 2 17 0 0
Often 2 9 0 0 2 20 
Always 1 5 1 8 0 0

Twice daily
Never/rarely 12 60 7 70 5 50
Sometimes 4 20 1 10 3 30 
Often 2 10 1 10 1 10 
Always 2 10 1 10 1 10 

SOILS CLOTHES
Once daily
Never/rarely  15 68 9 75 6 60 
Sometimes 6 27 2 17 4 40 
Often 1 5 1 8 0 0
Always 0 0 0 0 0 0

Twice daily
Never/rarely  9 45 4 40 5 50 
Sometimes 8 40 4 40 4 40 
Often 2 10 2 20 0 0
Always 1 5 0 0 1 10

Total na 100 na 100 na 100

Note: na=not applicable, because some women did not respond to all statements.


