
Chi-square tests were used to compare differences in high

level of use and improvements in use between the

intervention and control groups at each survey. We

repeated these tests after stratifying by various sample

characteristics to examine effect modification terms.

Finally, we usedMcNemar’s chi-square test to assess high

level of use and improvement in use within the interven-

tion and control groups.

The sample size was intended to be large enough to

measure improvements in the level of women’s contra-

ceptive use over time. From our collective clinical and

research experience, we anticipated that the proportion

of womenwho improved use ormaintained a high level of

use would increase by 25% in the intervention group and

by 10% in the control group over the 12-month period.

With a powerof 90%(p=.05, two-sided),146womenwere

required in each study group. In addition, we planned to

recruit enough women to assess the occurrence of un-

intended pregnancy during the study. To calculate the

sample size needed for detecting potential differences, we

estimated rates of unintended pregnancy of 5% in the

intervention arm and 10% in the control arm. At 95%

power, we predicted we would need 948 participants.

Anticipating that 10% of participants would be lost to

follow-up over the study period, we set a minimum target

recruitment of 1,050 participants.

RESULTS

Participant Characteristics

From March 2003 to September 2004, a total of 4,101

women were screened for enrollment in the study. Of

these women, 1,066 refused, 2,034 were not eligible,

and 237were eligible but either were not interested or did

not have sufficient time to participate. Thus, 764 women

were eligible and interested, and provided informed

consent; 380 were randomly assigned to the intervention

group, and 384 to the control group. Of these partic-

ipants, 85% completed the two-month follow-up, 91%

completed the eight-month follow-up and 87% com-

pleted the 12-month follow-up; analysis was limited to

737 participants for whom complete follow-up data were

collected. We did not obtain an adequate sample size to

detect differences between the intervention and control

groups for unintended pregnancy and chlamydia infec-

tion, so we examined these as secondary outcomes.

Nearly six in 10 participants were between 26 and 44

years old, and the remainder were aged 16–25 (Table 1).

Thirty-two percent were currently married, 24% were

formerly married and 45% had never married. Eighty-

four percent had at least a high school education; 62%

were white, 27% black and 10% of another race or

ethnicity. Participants reported different levels of preg-

nancy intention: Sixty-four percent said they did not want

to get pregnant in the near future, 15% said they never

wanted to get pregnant and 21% did not know. Seven in

10 women reported having engaged in sexual intercourse

in the 30 days prior to enrolling in the study.

At enrollment, the most commonly used methods of

contraception were oral contraceptives (37%) and con-

doms (36%). Among women who had had sexual inter-

course in the 30 days prior to enrollment, consistent use

was reported by 94% of patch or vaginal ring users, 82%

of oral contraceptive users, 56% of condom users, 33%of

diaphragm or spermicide users, and 50% of those using

other methods (not shown).

In the baseline survey, 59% of women reported a high

level of contraceptive use, and 19% reported a low level of

use; 22% used no contraceptives. Among women report-

ing sexual intercourse in the 30 days before baseline, the

proportion reporting no use was 5%, and the proportion

reporting condom use was 49% (not shown).

At baseline, 57% of all participants reported barriers

to contraceptive use; the five most common barriers (not

TABLE 1. Percentagedistributionofwomenparticipating in
a pregnancy and STD prevention counseling study, by
selected baseline characteristics, according to study group,
North Carolina, 2003–2004

Characteristic Total
(N=737)

Intervention
(N=365)

Control
(N=372)

Age
16–25 41 40 41
26–44 59 60 59

Marital status
Currently married 32 34 30
Formerly married 24 20 27
Never-married 45 46 43

Education
<12th grade 16 17 15
$12th grade/GED 84 83 85

Race/ethnicity
White 62 65 60
Black 27 27 28
Other 10 8 12

Pregnancy intention
Not in near future 64 64 64
Not ever 15 17 14
Do not know 21 19 22

Had had sexual intercourse in last 30 days
Yes 70 71 69
No 30 29 31

Type of contraceptive*
Oral contraceptive 37 35 38
Condom 36 36 36
Injectable/implant 12 12 11
Patch/vaginal ring 6 6 6
Diaphragm/spermicide 3 2 3
Other 16 17 14
None 22 20 24

Level of contraceptive use†
High 59 59 58
Low 19 21 18
None 22 20 24

Barriers to using contraceptives
Yes 57 56 57
No 43 44 43

Total 100 100 100

*Multiple responses allowed. †Basedon themethod’s effectiveness and the

consistency of use; see page 23. Note: Percentages may not total 100%

because of rounding.
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