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S-11.
Preventing Dyspareunia with Self-applied Topical Anesthetic Improves
All Aspects of Sexual Function in Menopausal Survivors of Breast Cancer:
a Randomized Controlled Trial
Martha F. Goetsch, MD, MPH1, Jillian Romm1, Jeong Y. Lim2, Aaron B. Caughey1.
1Obstetrics & Gynecology, Oregon Health & Science University, Portland, OR; 2Public
Health & Preventive Medicine, Oregon Health & Science University, Portland, OR.
Objective: Dyspareunia associated with vulvovaginal atrophy is especially difficult for
women with a history of breast cancer because they are warned not to use estrogen, the most
effective therapy. This population is known to have a high rate of sexual dysfunction due to
their menopausal status. Data from validated sexual function questionnaires have not been
published about this population. The objective of this study was to evaluate domains of sex-
ual function at baseline and after the intervention of self-applied topical anesthetic to the
introitus to determine if domains beyond the pain domain changed with effective pain relief.
Design: In a randomized controlled trial, breast cancer survivors in long-term
relationships who had moderate or severe entry dyspareunia and no pelvic pain or pelvic
floor myalgia were randomized to apply either liquid lidocaine 4% or saline to the vulvar
vestibule for three minutes immediately prior to coitus. Each was provided with study
liquid and silicone lubricant for penetrative activities, and each agreed to try vaginal pen-
etration twice weekly with either a tampon or their partner, and to keep a pain diary. Each
subject completed the Sexual Function Questionnaire (SFQ) at baseline, after one month
of blinded pre-coital liquid and after two further months of open-label lidocaine use. The
SFQ measures domains of desire, subjective arousal, lubrication arousal, cognitive
arousal, orgasm, pain, enjoyment and partner concern. Comparisons were made with
the Wilcoxon-rank sum test with significance set at p<0.05.
Results: Forty-six survivors with entry dyspareunia, severe vulvovaginal atrophy and
vestibular tenderness had median intercourse pain scores of 8/10 (interquartile range 7-
9) (range 0-10) at baseline. At baseline, median SFQ scores were abnormal in all
domains. Randomization groups had similar demographic features and SFQ scores at
baseline. Forty-three subjects completed the one-month, blinded home-use phase. Users
of lidocaine had less intercourse pain in the blinded phase (median score 1.0 compared
with saline 5.3, p=0.015). After 4 weeks of a study liquid, SFQ scores for lidocaine users
were better than for saline users for pain (p=0.003), subjective arousal (p=0.007), cogni-
tive arousal (p=0.02), and orgasm (p=0.01). In 41 subjects subsequently completing the
8-week open-label phase, median SFQ scores improved in all domains. As treatment
time increased and scores improved, there was not a statistical difference at study conclu-
sion between the median scores of those using lidocaine for 2 months versus 3 months,
except for marginally better cognitive arousal with longer lidocaine use (p=0.049). Serial
SFQ scores suggested that increasing proportions of subjects had normal sexual function.
By study conclusion the proportion having normal scores had risen from 0 at baseline to
12% for desire, 7 to 34% for subjective arousal, 2 to 29% for cognitive arousal, 20 to 29% for
orgasm, 0 to 51% for pain, 2 to 44% for enjoyment, and 65 to 85% for partner concerns.
Conclusion: Breast cancer survivors with moderate and severe dyspareunia had sig-
nificantly abnormal sexual function in all domains measured by the SFQ. Subjects
could readily learn to self-apply topical anesthetic to the vulvar vestibule immediately
prior to coitus, achieving significant reductions in pain. In the course of a few weeks, SFQ
scores in all domains improved when pain was prevented. Scores continued to improve with
longer use of introital topical lidocaine, and data regarding final levels sexual function
achievable with lidocaine will require longer follow-up. Preventing intimacy pain and pro-
viding adequate lubrication resulted in improvement in all domains of sexual function de-
spite continued severe vulvovaginal atrophy and low estrogen status.
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Cognitive outcomes from the Early versus Late Intervention Trial with
Estradiol: A test of the critical window hypothesis
Wendy J.Mack1, HowardN. Hodis1, JanA. St John1, Carol A.McCleary1, Frank Z. Stanczyk1,
Donna Shoupe1, Naoko Kono1, Laurie Dustin1, Hooman Allayee1, Victor W. Henderson2.
1Keck School of Medicine, University of Southern California, Los Angeles, CA;
2Stanford University, Stanford, CA.
Objective: To determine whether effects of oral estradiol on verbal episodic memory
performance in healthy postmenopausal women differ, depending on temporal proximity
to the menopause. Our hypothesis was that the estradiol-related change in verbal memory
would differ between postmenopause groups, with better performance among younger post-
menopausal women near menopause randomized to estradiol compared to placebo, but not
among older postmenopausal women randomized to estradiol compared to placebo.
Design: The Early versus Late Intervention Trial of Estradiol (ELITE) is a 2-by-2, ran-
domized, double-blinded, placebo-controlled trial of oral estradiol 1 mg/day, with or
without cyclic micronized progesterone vaginal gel (4%) for 10 days depending on hys-
terectomy status, or matched placebo. Postmenopausal women were recruited into
Early (within 6 years of menopause) and Late (10 or more years after menopause)
groups. The primary cognitive outcome assessed before randomization and at 2.5 and
5 years was based on change in a verbal memory neuropsychological test composite,
compared between treatment groups. Other composite outcomes included neuropsy-
chological scores for executive functions and for global cognition. The main hypothesis
of interest was tested with the interaction of treatment group (estradiol or placebo) and
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postmenopause group (Early or Late). Based on published estimates of treatment effect
sizes, ELITE has 82% power (two-sided alpha of 0.05) to detect differences in the range
of published estimates of treatment effect sizes in estradiol treatment between Early and
Late groups. There is 80% power to detect treatment effect size differences of about
one-third (0.34) in the early postmenopause group alone. In the absence of interaction
by postmenopause group, we have the power to detect effect size differences of less
than one-fourth (0.22) in Early and Late groups combined.
Results: 2166 women were screened for eligibility, and 643 women were recruited into
Early and Late postmenopause groups. Of these, 567 women underwent cognitive assess-
ment at baseline and on at least one other occasion post-randomization and were in-
cluded in modified intention-to-treat analyses. The mean treatment period was 57
months. All 567 women provided cognitive outcomes at 2.5 years, and 455 also provided
cognitive outcomes at 5 years. At baseline, women in the Early group performed better
than women in the Late group on each of the three composite test scores. Interactions be-
tween Early and Late postmenopause groups and differences between estradiol and pla-
cebo treatment groups will be reported and interpreted.
Conclusion: The ELITE randomized clinical trial results provide the only direct test
of the “critical window” or “timing” hypothesis, as applied to cognitive outcomes for postmen-
opausal women using estrogen-containing hormone therapy. (Acknowledgment: Supported
by the National Institutes of Health, National Institute on Aging, R01-AG024154.)
S-13.
USPSTFOsteoporosis Screening Strategy: Confirming its predictive ability
may prove challenging?
Xuezhi Jiang, MD1,2, Lauren Good1, Peter F. Schnatz, D.O.1,2. 1Department of ObGyn,
The Reading Hospital, West Reading, PA; 2Department of ObGyn, Jefferson Medical
College of Thomas Jefferson University, Philladelphia, PA.
Objective: The U.S. Preventive Services Task Force (USPSTF) recommends osteopo-
rosis screening for those younger postmenopausal women (age < 65) whose 10-year ma-
jor osteoporotic fracture risk by FRAX without BMD is greater than 9.3%. This study
was designed to examine how well the USPSTF strategy identifies osteoporosis screen-
ing candidates among women aged 50-64 years.
Design: Postmenopausal women aged 50-64 years presenting for a screening Dual-energy
X-ray absorptiometry (DXA) screening test were recruited between January 1, 2007, and
March 1, 2009. The phone survey was conducted after their recruitment and consent. Survey
questions included age, weight, height, race, history of a fragility fracture (including the
spine or hip) that occurred after age 50 years, a parental hip fracture, ever or current long-
term use of steroids, current smoking, and a medical history of rheumatoid arthritis. Using
DXA results as the gold standard, the predictive accuracy (sensitivity, specificity, positive
predictive value [PPV], negative predictive value [NPV], area under the receiver operating
characteristic curve [AUC]) for the USPSTF strategy to identify younger postmenopausal
women with osteoporosis was determined.
Results: Of 445 postmenopausal women aged 50-64 years, 38 were identified as
osteoporotic by DXA (T-score ≤-2.5). Only 9 out of 38 (24%) were correctly
© 2014 The North American Menopause Society

. Unauthorized reproduction of this article is prohibited.


