
At 3 and 6 months, the QS and CS start groups had similar OC

continuation rates. There were 139 pregnancies during follow-up.

Pregnancies in the QS group started slightly later than those in the

CS group (hazard ratio=0.95, p= .04).

Conclusions: Immediate initiation of the OC use, during the clinic

visit is associated with a small increase in immediate OC use,

which translates into a small but significant delay in pregnancy.
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ORAL MIFEPRISTONE AND BUCCAL MISOPROSTOL

ADMINISTERED SIMULTANEOUSLY FOR

ABORTION THROUGH 63 DAYS GESTATION

Lohr PA, Reeves MF, Hayes JL, Harwood B, Creinin MD.

Introduction: Multiple investigations have evaluated alternative

regimens of medical abortion in order to simplify treatment and to

extend the gestational age (GA) range. Currently used regimens

have a 90% expulsion rate at 24 h. We performed a pilot study to

determine the efficacy, side effects and acceptability of the simul-

taneous administration of oral mifepristone and buccal misoprostol

for abortion through 63 days gestation.

Materials and Methods: One-hundred twenty women were

enrolled equally in groups: GAV49 days (Group 1), GA=50–

56 days (Group 2) and GA=57–63 days (Group 3). After

swallowing 200 mg of mifepristone, subjects were administered

800 Ag of buccal misoprostol for 30 min, after which the remaining

tablets were swallowed. All women returned for evaluation,

including transvaginal ultrasonography at 24F1 h. Women who

had not aborted received 800 Ag of misoprostol vaginally. All

subjects were reevaluated at 1, 2 and 5 weeks by telephone or in

person, as appropriate. Side effects and acceptability were assessed

using questionnaires and visual analogue scales.

Results: To date, 44 women have been enrolled. Overall, the 24-h

expulsion rate was 77%. Expulsion rates were similar by group:

83% (Group 1), 77% (Group 2) and 74% (Group 3) (p= .79).

Reported side effects included nausea (66%), diarrhea (41%),

vomiting (34%), dizziness (32%), headache (20%) and fever/

warmth/chills (10%).

Conclusions: Preliminary data suggest that simultaneous adminis-

tration of oral mifepristone with buccal misoprostol has a low suc-

cess rate at 24 h. Side effects are similar to those of other regimens.

Final data from the entire study population will be presented.
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PAIN FROM COPPER INTRAUTERINE DEVICE

INSERTION: RANDOMIZED TRIAL OF

PROPHYLACTIC IBUPROFEN

Hubacher D, Reyes V, Lillo S, Zepeda A, Chen PL, Croxatto H.

Introduction: To prevent or alleviate pain from intrauterine device

(IUD) insertion, oral analgesics are often recommended. Rigorous

attempts to study their effect and to simply measure pain from IUD

insertion are lacking.

Materials and Methods: We conducted a randomized, double-

blind, placebo-controlled trial of 2019 first-time IUD users from

Santiago, Chile: 1011 women received 400 mg of ibuprofen

and 1008 women received placebo. Participants took the single

tablet at least 45 min before IUD insertion. Immediately following

insertion, participants were asked to record their level of pain using

a 10-cm visual analog scale (10=worst imaginable pain).

Results: Overall, the level of pain for the study population was

low. Forty-eight percent reported a pain score of b1.0, and 15%

experienced pain in the range of 1.0–1.9. On the other end, 11%

reported a score of 5.0 or higher, and 4.4% reported a score of 7.0

or higher. The median level of pain was 1.0 for both ibuprofen and

placebo groups. Mean levels of pain (and 95% confidence

intervals) were 1.8 (1.7–2.0) and 2.0 (1.8–2.1) for ibuprofen and

placebo participants, respectively; this minor difference was not

statistically significant. Some subgroups of women experienced a

higher level of pain (e.g., nulliparous women) but ibuprofen still

had no important impact on level of pain.

Conclusions: Even among first-time users, pain from IUD

insertion is generally low. Prophylactic ibuprofen, as used in this

protocol, does not reduce pain during IUD insertion.
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RANDOMIZED TRIAL TO EVALUATE THE USE

OF A FLEXIBLE SELF-RETAINING RETRACTOR

FOR POSTPARTUM TUBAL STERILIZATION:

A PILOT STUDY

Treece Y, Zite NB.

Introduction: Postpartum tubal ligation is a safe and effective

means of contraception, but it is being performed less frequently

than in the past. One reason for the decrease includes inconvenient

scheduling for the physician. If a device that makes surgery easier

to perform were available, perhaps more physicians would offer

this option. In this study, we sought to compare a flexible self-

retaining retractor (MobiusR; Apple Medical Corporation) with

standard metal retractors (Army–Navy) for use in postpartum

bilateral tubal ligation.

Materials and Methods: This is an ongoing study. Forty patients

desiring postpartum tubal ligation are to be randomized to the use

of either a flexible self-retaining retractor or metal retractors. Data

regarding procedure time and length of incision were collected

during the procedure. Immediately postoperation, surgeons com-

pleted a survey regarding their operative experience.

Results: Interim analysis includes 18 surgeries; recruitment is

currently ongoing. The overall mean procedure time was 17.4 min

(range, 13–25 min) in the MobiusR group and 16.8 min (range, 8–

28 min) in the Army–Navy group. The mean incision length was

2.4 cm (range, 2.0–3.0 cm) in the MobiusR group and 2.7 cm

(range, 2.0–3.2 cm) in the Army–Navy group. Forty-six percent of

physicians felt that exposure was improved with the use of the

MobiusR retractor, compared with 13% of physicians who felt that

the exposure was better with traditional retractors.

Conclusions: Preliminary data suggest that, for postpartum tubal

sterilization, surgeons feel that operative exposure is improved

with the use of the MobiusR self-retaining retractor. Operating

time and incision length were not noted to be different.
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SEASONALE (30 MG OF ETHINYL ESTRADIOL/150 MG

OF LEVONORGESTREL) EXTENDED-REGIMEN ORAL

CONTRACEPTIVE: EFFICACY AND CYCLE CONTROL

BY BODY WEIGHT

Westhoff CL, Anderson FD.

Introduction: Recent reports suggest that heavier women are at

an increased risk for contraceptive failure while using hormonal
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contraception. Some studies suggest that intermenstrual bleeding

may be indicative of compromised efficacy.

Materials and Methods: This study was a subset analysis

of patients receiving Seasonale in a 1-year clinical study to

evaluate the effects of body weight on efficacy and inter-

menstrual bleeding. Patients were characterized as V60 kg

(n =115), N60–70 kg (n =110), N70–90 kg (n =103) and

N90 kg (n =54).

Results: There were only three pregnancies reported in

compliant subjects in the Seasonale group, all in subjects

who weighed V 90 kg at the start of the study. No pregnancies

were reported in women weighing N90 kg. Electronic diary

reports of unscheduled bleeding and/or spotting were similar

among groups. For 91-day Cycle 1, the median number of

unscheduled bleeding days was 3, 4, 4 and 4 for women V60,
N60–70, N70–90 and N90 kg, respectively. The number

of unscheduled bleeding days diminished during the study

for all groups; by Cycle 4, the median number of days was 1,

2, 1 and 2 for women V60, N60 – 70, N70 – 90 and

N90 kg, respectively.

Conclusions: In this study, body weight in Seasonale-treated

patients did not appear to affect efficacy or cycle control. The

91-day extended-regimen oral contraceptive Seasonale is effective

for pregnancy prevention regardless of body weight.
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SONOGRAPHIC FINDINGS AFTER MISOPROSTOL

OR VACUUM ASPIRATION FOR EARLY

PREGNANCY FAILURE

Reeves MF, Lohr PA, Harwood B, Creinin MD.

Introduction: We sought to compare endometrial thickness

(EMT) after misoprostol administration or vacuum aspiration

(VA) in early pregnancy failure (EPF) and to assess the predictive

value of EMT for subsequent VA after misoprostol treatment.

Materials and Methods: In a randomized trial of EPF manage-

ment, 491 women were treated with vaginal misoprostol and

161 were treated with VA. Transvaginal ultrasonography was

planned 2 and 14 days after misoprostol treatment, and 14 days

after VA.

Results: The mean EMT 14 days after treatment was 7.0 and

8.9 mm for the VA and misoprostol groups, respectively

[difference=1.9 mm; 95% confidence interval (CI)=0.9, 3.0)].

At 2 and 14 days after misoprostol treatment, 358 and 396,

respectively, of 491 women had successfully expelled the

gestational sac and had EMT assessed. The mean EMT was 14.1

and 8.9 mm, respectively. Fourteen women in the misoprostol

group underwent VA after expulsion of the gestational sac.

Although women requiring VA after successful expulsion had

significantly thicker EMT (pb .001), EMT was a poor predictor of

subsequent VA. An EMT z20 mm had positive predictive values

(PPVs) of 10.6% (95% CI=4.4–20.6) after 2 days and of 13.6%

(95% CI=2.9–34.9) after 14 days. An EMT z30 mm had a PPVof

14.3% (95% CI=0.4–57.9) after 2 days and of 25.0% (95%

CI=0.6–80.6) after 14 days.

Conclusions: The difference in EMT after misoprostol treatment

versus VA in EPF is not clinically significant. EMT is not a useful

predictor of subsequent surgical intervention after successful

expulsion following misoprostol administration in EPF.
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THE EFFECT OF HYSTERECTOMY OR

LEVONORGESTREL-RELEASING INTRAUTERINE

SYSTEM ON SEXUAL FUNCTION AMONG

MENORRHAGIA PATIENTS — A 5-YEAR

RANDOMIZED CONTROLLED TRIAL

Halmesmäki K, Hurskainen R, Teperi J, Paavonen J.

Introduction: One third of women suffer from menorrhagia during

their reproductive years. Hysterectomy and levonorgestrel-releas-

ing intrauterine system (LNG-IUS) are effective treatment options

for menorrhagia. However, the effect of these two treatment

modalities on sexual function has not been compared.

Materials and Methods: We conducted a randomized controlled

trial on 236 women aged 35–49 years who were referred for

menorrhagia to five university hospitals in Finland. Of such

women, 117 were treated with hysterectomy and 119 were treated

with LNG-IUS. Sexual functioning was addressed by the McCoy

sexual scale, as modified by Wiklund et al., at baseline, at 6 and

12 months, and at 5 years after hysterectomy or LNG-IUS.

Results: Among hysterectomized women, sexual satisfaction

increased (p= .005) and sexual problems decreased (p= .002)

6 months after the treatment. Twelve months after the treatment,

decrease in sexual problemswas still evident (p= .05). Among LNG-

IUS users, satisfaction with the partner decreased by 12-month

follow-up (p= .05) and continued at 5-year follow-up (p=.001). In

univariate analyses, treatment modality (p= .02), estrogen therapy

(p= .01), night sweats (p=.03), vaginal dryness (p=.04), hot flushes

(p= .01) and having someone to advise (p=.03) and share worries

with (p= .01) explained changes in sexual function.

Conclusions: Hysterectomy performed for menorrhagia

improves sexual function, whereas LNG-IUS does dot have such

an effect.
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A LITTLE BIT PREGNANT: THE CHALLENGES OF

DIAGNOSING PREGNANCY IN MICROBICIDE TRIALS

Schreiber CA, Barnhart KT, Sammel M, Hillier SL.

Introduction: The clinical study of women of reproductive

capability introduces challenges to study methodology as well as

to the maintenance of acceptable pregnancy-related health out-

comes. In this paper, we discuss the methodological issues of

different pregnancy diagnostics as they apply to microbicide trials.

Materials and Methods: Three longitudinal studies of women

attempting pregnancy provide early pregnancy outcome information

on 2700 cycles and 932 total conceptions. Estimates of pregnancy

outcomes from the HIVNET/HPTN 055 HIV Prevention Prepared-

ness Trial were also calculated. We applied information from human

chorionic gonadotropin trends for both chemical and clinical

pregnancy outcomes that have been published previously in the

literature, and we calculated positive predictive values for clinical

pregnancy using three different possible diagnostic algorithms:

1. monthly urine pregnancy tests alone
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