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NOW
APPROVED!

Phexxi™ is a non-hormonal
contraceptive option that regulates
her vaginal pH to prevent pregnancy1

AVAILABLE BY PRESCRIPTION

IMPORTANT SAFETY INFORMATION
WARNINGS AND PRECAUTIONS
Few cases (0.36%) of adverse reactions of cystitis, pyelonephritis and other upper urinary
tract infection (UTI) have been reported in Phexxi™ clinical studies. Of these, one case
of pyelonephritis was considered serious and required hospitalization. Avoid use of
Phexxi™ in females of reproductive potential with history of recurrent urinary tract
infection or urinary tract abnormalities.
ADVERSE REACTIONS
Most common adverse reactions were vulvovaginal burning sensation, vulvovaginal
pruritus, vulvovaginal mycotic infection, urinary tract infection, vulvovaginal discomfort,
bacterial vaginosis, vaginal discharge, genital discomfort, dysuria, and vulvovaginal pain.
Patients should be counseled on the following:
• To contact and consult with their healthcare provider for severe or prolonged
genital irritation or experiencing urinary tract symptoms.
• To discontinue Phexxi™ if they develop a local hypersensitivity reaction.
• That Phexxi™ does not protect against HIV infection or other sexually
transmitted infections.
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pHinally! There’s Phexxi™
Birth control
designed to meet her
contraceptive needs

• NON-HORMONAL
• IN THE MOMENT
• WORKS IMMEDIATELY

AVAILABLE IN PHARMACIES SOON!
Phexxi™ will be available for prescription in the United States in
September. For updates on the availability of Phexxi™, and for more
information, visit HCP-Phexxi.com/AvailableSoon

To report SUSPECTED ADVERSE REACTIONS, contact Evofem at toll-free phone
1-833-EVFMBIO or you may contact FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
INDICATIONS AND USAGE
Phexxi™ is indicated for the prevention of pregnancy in females of reproductive potential
for use as an on-demand method of contraception.
LIMITATIONS OF USE
Phexxi™ is not effective for the prevention of pregnancy when administered after
intercourse.
Please see full Prescribing Information for Phexxi™ at HCP-Phexxi.com.
Please see Brief Summary on the following page.
REFERENCE: 1. Phexxi™ [Prescribing Information]. Evofem Biosciences, Inc: San Diego, CA; May 2020.

Trademarks are owned by Evofem Biosciences. © 2020 Evofem Biosciences.
EVFM-US-000288 • August 2020 • Produced in USA.
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Among subjects who used PHEXXI in Studies 1 and 2, 1.6% discontinued
from the clinical trials due to an adverse reaction. The most common
adverse reactions leading to study discontinuation were vulvovaginal
burning sensation (0.7%); and vulvovaginal pruritus and vulvovaginal
discomfort (0.1% each).

BRIEF SUMMARY: Consult the Package Insert for complete Prescribing
Information
INDICATIONS AND USAGE
PHEXXITM is indicated for the prevention of pregnancy in females of
reproductive potential for use as an on-demand method of contraception.
LIMITATIONS OF USE
PHEXXI is not effective for the prevention of pregnancy when administered
after intercourse.
WARNINGS AND PRECAUTIONS
Cystitis and Pyelonephritis
Among 2804 subjects who received PHEXXI in Studies 1 and 2, 0.36%
(n=10) reported adverse reactions of cystitis, pyelonephritis, or other upper
urinary tract infection (UTI). Of these, one case of pyelonephritis was
considered serious and required hospitalization. Avoid use of PHEXXI in
females of reproductive potential with a history of recurrent urinary tract
infection or urinary tract abnormalities.
ADVERSE REACTIONS
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions,
adverse reaction rates observed in the clinical trials of a drug cannot be
directly compared to rates in the clinical trials of another drug and may not
reflect the rates observed in practice.
The safety of PHEXXI (pre-filled applicator with 5-gram dose) has been
evaluated in two clinical trials (Study 1 and Study 2) in 2804 subjects (over
19,000 cycles of exposure). The racial/ethnic distribution was 66% White,
27% Black or African American, 2% Asian, 1% American Indian or Alaska
Native, 0.3% Native Hawaiian or Pacific Islander, and 5% other; 32% of
the study population was Hispanic. Study 1 included a one-year extension
phase where 342 U.S. subjects were exposed to PHEXXI for 13 cycles.
Hypersensitivity Reaction:
Of the 2804 PHEXXI-treated subjects in Studies 1 and 2, one subject reported a
suspected drug hypersensitivity. Avoid PHEXXI use in females of reproductive
potential with suspected hypersensitivity to the ingredients in PHEXXI.
The most common adverse reactions (≥10%) in the U.S. population in
Studies 1 and 2 (n = 2480) were: vulvovaginal burning sensation (18.0%) and
vulvovaginal pruritus (14.5%). The majority of these adverse reactions were
mild and few led to discontinuation. Table 1 summarizes the most common
adverse reactions (≥ 2%) reported by subjects using PHEXXI in the U.S.
Table 1. Adverse Reactions that Occurred in ≥ 2% of Subjects Who Used
PHEXXI to Prevent Pregnancy (Studies 1 and 2 – U.S. population only)

Adverse Reaction
Vulvovaginal Burning Sensation
Vulvovaginal Pruritus
Vulvovaginal Mycotic Infection*
Urinary Tract Infection†,‡
Vulvovaginal Discomfort
Bacterial Vaginosis
Vaginal Discharge
Genital Discomfort
Dysuria
Vulvovaginal pain

Adverse Reactions in Male Partners:
Among male partners of subjects who used PHEXXI for contraception
in Study 2, 9.8% (131 of 1330) reported symptoms of local discomfort
(burning, itching, pain, and “other”). Of these local discomfort symptoms,
74.7% were mild, 21.4% were moderate, and 3.9% were severe. Two subjects
discontinued participation in the study due to male partner symptoms.
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
There is no use for PHEXXI in pregnancy; therefore, discontinue PHEXXI
during pregnancy. There are no data with the use of PHEXXI in pregnant
women or animals. In the U.S. general population, the estimated background
risk of major birth defects and miscarriage in clinically recognized pregnancies
is 2 to 4 percent and 15 to 20 percent, respectively.
Lactation
Risk Summary
There are no data on the presence of lactic acid, citric acid, and potassium
bitartrate or their metabolites in human milk, the effects on the breastfed
infant, or the effects on milk production.
Pediatric Use
The safety and effectiveness of PHEXXI have been established in females of
reproductive potential.
Efficacy is expected to be the same for post-menarchal females under the
age of 17 as for users 17 years and older. The use of PHEXXI before menarche
is not indicated.
PATIENT COUNSELING INFORMATION
See FDA-approved patient labeling.
Advise the patient to read the Patient Information and FDA-approved patient
labeling (Instructions for Use).
Advise the patient:
• To intravaginally administer the contents of one pre-filled single-dose
applicator of PHEXXI before each episode of vaginal intercourse and to
administer an additional dose if intercourse does not occur within one
hour of administration [see Dosage and Administration (2.1) of PHEXXI
Full Prescribing information].
• To consult their healthcare provider for severe or prolonged genital irritation
[see Adverse Reactions (6.1) of PHEXXI Full Prescribing information].
• To discontinue PHEXXI if they develop a local hypersensitivity reaction
[see Adverse Reactions (6.1) of PHEXXI Full Prescribing information].
• To contact their health care provider if experiencing urinary tract symptoms
[see Warnings and Precautions (5.1) of PHEXXI Full Prescribing information].
• That PHEXXI does not protect against HIV infection and other sexually
transmitted infections.

PHEXXI
(N=2480)
(%)
18.0
14.5
9.1
9.0
9.0
8.4
5.5
4.1
3.1
2.1

Manufactured for Evofem, Inc.,
a wholly owned subsidiary of Evofem Biosciences, Inc.,
12400 High Bluff Drive, Suite 600, San Diego, CA 92130
©2020 Evofem, Inc. All rights reserved.
U.S. Patent 6,706,276
To report SUSPECTED ADVERSE REACTIONS,
contact Evofem at toll-free phone 1-833-EVFMBIO
or you may contact FDA at 1-800-FDA-1088
or www.fda.gov/medwatch.

*Includes preferred terms (PT) vulvovaginal mycotic infection and vulvovaginal
candidiasis.
†
Includes PTs urinary tract infection, streptococcal urinary tract infection, Escherichia
urinary tract infection, and urinary tract infection bacterial.
‡
Does not include PTs cystitis, kidney infection, and pyelonephritis [see Warnings
and Precautions (5.1)].
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Implicit bias
and racism

T

his month’s issue takes on the pervasive
problem of implicit bias and systemic
racism in health care. The double
impact of the pandemic and protests
have placed a spotlight on what could otherwise be
ignored corners and crevices. Starting on page 6,
Editor-in-Chief Catherine Y. Spong, MD, tackles the
topic of the inequities in women’s health research
and has a call to action. As is pointed out by Dr.
Spong, correcting inequities demands a change of
culture that requires committed and accountable
leadership.
And so it goes that we must demand more from
ourselves and organizations. Dr. Washington Clark
Hill, who has been a practicing ob/gyn for 55 years,
provides a wake-up call in his commentary on page
13. He addresses the difference between equity
and equality. Please visit contemporaryobgyn.net
to see our interview with him that supplements his
written piece. Sharing the cover story space with Dr.
Hill are Vanessa Rogers, MD, and Shawna Nesbitt,
MD, MS. Dr. Rogers, a practicing ob/gyn, interviews
Dr. Nesbitt, who is renowned for her work in diagnosing hypertensive disorders and also serves as
Associate Dean of Student Diversity and Inclusion
at the University of Texas Southwestern Medical
Center in Dallas. An accompanying interview with
Drs. Rogers and Nesbitt appears online.
We want your thoughts on other groups that
could be covered in similar ways. Please email
Senior Editor Angie DeRosa at aderosa@mjhlifesciences.com to share such ideas. 
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Learn more at DilapanS.com
Indications for Use: Dilapan-S is for use by healthcare professionals trained in OB-GYN and is for use whenever
cervical softening and dilation is desired, such as cervical ripening during term labor induction or gynecological
procedures that require cervical preparation.
IMPORTANT SAFETY INFORMATION
Contraindication: Dilapan-S is contraindicated in the presence of clinically apparent genital tract infection.
Warnings & Precautions: Dilapan-S is intended for single use only. Do not re-use, re-sterilize, reprocess,
or use if primary packaging has been opened or damaged. Discard after use.
Please see Instructions for Use.
References: 1. DILAPAN-S® Instructions for Use. DSPIenus-Rev018/2020-04. 2. Saad AF et al. Am J Obstet Gynecol. 2019;220(3):275.e1-275.e9.
©2020 Medicem, Inc. All Rights Reserved.

OBGYN0820_005_Dilapan-S.indd 5

US-DS-2000009

All trademarks are property of their respective owners.

Intended for US audiences only

7/22/20 3:18 PM

EDITORIAL
by CATHERINE Y. SPONG, MD

Addressing inequities in
women’s health research

W

omen’s health research continues to
be marginalized. To
address and reverse
this trend requires committed, accountable leadership, inclusion of diversity of thought and critical social
science issues, in addition to the more
well-funded basic traditional and clinical research.
There are several areas that contribute to this marginalization, first,
with respect to pregnant women. Optimizing pregnancy outcome would
significantly improve world health, as
babies, if born early – and often thus
small – have higher risks of heart disease, diabetes, and asthma. Therefore,
a baby born without complications, at
the right time and weight, has the potential for a healthier life. Similarly, optimizing a woman’s health – both for a
healthier pregnancy and outcome and
for her long-term health – also has the
potential to improve world health. A
woman’s health is known to impact
her family, including both younger and
older generations, thus strategies to
address women’s health are essential.
Funding for women’s health research is limited. The National Institutes of Health (NIH) categorizes research funding to provide consistent
and transparent information on the
categories of disease, conditions, and
research areas. The categorization
uses sophisticated text data mining
based on scientific experts to define a

6
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research category. Incredibly, 2019 was
the first year that federal funding for
women’s health research was classified
based on scientific relevance, rather
than based on the percentage of female
subjects included in the studies.1 The
rationale for using the percentage of
females enrolled in a study to count as
“women’s health research” is unclear,
and unfounded, as women certainly are enrolled in studies that are not
focused on women’s health. In 2019,
the NIH funded $4,749M in women’s
health research, with the largest percent (26%) by the National Cancer Institute (Figure 1). As examples, the genetics, neurosciences, biotechnology,
brain disorders, pediatrics, and aging
research categories all had more NIH
funding in 2019 than women’s health.
Although COVID-19 has impacted research across the board, its negative
impact on women’s research cannot
be underestimated. To prevent transmission of the virus, all non-essential
visits and encounters have been appropriately stopped, thus all ongoing
clinical research has effectively ceased
aside from that impacting clinical care.
As I mentioned in my editorial in April,
when there were only 51 studies2 - and
now substantiated in 588 studies3 pregnant and breastfeeding women
are yet again excluded from research,
notably from participating in COVID-19 clinical trials during this pandemic. This is a major missed opportunity as results with therapies studied

in men and nonpregnant women may
not be generalizable. Furthermore,
therapies are potentially not being offered to women, or if they are offered,
are not being systematically studied in
this population to provide needed data
with which to guide therapy.
The impact of COVID-19 on women’s health research highlights the
long-standing inequities in including
this population in research. Only in
the last few decades were women required to be included in clinical re-

Figure 1. Selected Categories of NIH
Research Funding From Research,
Condition & Disease Categories
Dollars (millions)
0

2000 4000 6000 8000 10000

Genetics
Neurosciences
Biotechnology
Brain Disorders
Cancer
Infectious Diseases
Bioengineering
Pediatric
Aging
Women’s Health
Human Genome
Health Disparities
Minority Health
Precision Medicine
Selected categories to give context about funding for women’s
health. https://report.nih.gov/categorical_spending.aspx
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Figure 2. US Department Chairs And Medical School Deans By Gender
With Linear Extrapolation To Estimate Time To Parity Of Gender.
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Data from AAMC: https://www.aamc.org/data-reports/faculty-institutions/interactive-data/us-medicalschool-department-chairs-chair-type-and-sex and https://www.aamc.org/data-reports/facultyinstitutions/interactive-data/us-medical-school-deans-dean-type-and-sex

search. Only in 1993, with the passage
of the National Institutes of Health
Revitalization Act, were women mandated to be included in NIH-funded
research. Yet even with this mandate,
subsets of women remain excluded.
Despite mandated inclusion of
women in research, women’s health
research remains marginalized, as are
women researchers and physicianscientists. Although data suggest that
women submitting NIH research project grant (RO1) applications for the
first time have the same grant success
rate as men4, they are half as likely to
apply for those grants5, despite the fact
that just as many women as men are
receiving advanced degrees. A natural
history experiment using the investigator-initiated Canadian Institutes of
Health Research Grant Programmes
demonstrated that gender gaps in
funding were due to female principal
investigators being evaluated less favorably than male principal investigators - and not related to the quality of
their research proposals.6
This marginalization of women re-
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searchers is rampant. As reported in
numerous studies, women are less
likely to be promoted, achieve tenure, or be selected for leadership roles
(See supplemental figure online).
Similarly, women with equal stature
are less likely to be selected to participate in “think tanks” than men. As an
example, a recent article outlining a
research strategy for women’s health
with 17 authors included only 4 (24%)
women.7 Furthermore, of the 9 physician authors, only 1 is an ob/gyn and 4
are pediatricians. The themes from the
“think tank” neglect critical areas of
research, focusing on traditional sciences and emphasize genetics, overlooking the role of racial disparities
and health inequities.
As noted by the 2018 NIH Gender
Inequality Task Force Report, “Sustainable change in representation of
women, and of all individuals from underrepresented groups, requires committed, accountable leadership along
with effective tools to accomplish this
important goal.”8 It is troubling that
gender diversity in leadership posi-

tions is lacking nationally. Using 2019
data, only 19% of department chairs
(both interim and permanent) are
held by women. Extrapolating the
trend lines suggests another 50 years
are needed to attain parity of department chairs and medical school deans
by gender (Figure 2). This diversity is
not due to a lack of qualified women,
as since 2002, women have earned
the majority of all doctorates9 and in
2019, women make up the majority of
enrolled US medical students.10
Underrepresentation creates a culture that perpetuates inequalities.
For our patients, for ourselves, for our
families, we must correct this course.
This is not easy, and will require a
change of culture led by a committed,
accountable, proactive leadership.
Equally important will be the inclusion of diversity and broadening of the
research agenda to include critical social science issues, health disparities,
and social determinants of health.
One ray of hope to address these
pressing issues is the formation of
the Womxn’s Health Collaborative,
a group determined to identify and
initiate actionable steps. If you are interested in participating, I encourage
you to contact Dr. Michal Elovitz at
womxnshealth@gmail.com. 

Dr. Spong, editor in chief, is Professor and
Vice Chair in the Department of Obstetrics
and Gynecology and Chief of the Division of
Maternal-Fetal Medicine at UT Southwestern
Medical Center in Dallas. She holds the Gillette
Professorship of Obstetrics and Gynecology.
Email her at cspong@mjhlifesciences.com
FOR REFERENCES VISIT
contemporaryobgyn.net/womens-health
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in women with a high risk of arterial or venous thrombotic
diseases; current or history of breast cancer or other estrogenor progestin-sensitive cancer; liver tumors, acute hepatitis, or
severe (decompensated) cirrhosis; undiagnosed abnormal
uterine bleeding; hypersensitivity to any of the components
of ANNOVERA; and use of Hepatitis C drug combinations
containing ombitasvir/paritaprevir/ritonavir, with or without
dasabuvir.

OBGYN0820_008-010_Annovera.indd 8

WARNINGS AND PRECAUTIONS
• Stop ANNOVERA if a thrombotic or thromboembolic event
occurs, and at least 4 weeks before and through 2 weeks
after major surgery. Start ANNOVERA no earlier than 4 weeks
after delivery, in females who are not breastfeeding. Consider
cardiovascular risk factors before initiating in all females,
particularly those over 35 years.
• Discontinue if jaundice occurs.
• Stop ANNOVERA prior to starting therapy with the combination
drug regimen ombitasvir/paritaprevir/ritonavir. ANNOVERA
can be restarted 2 weeks following completion of this regimen.
• Do not prescribe ANNOVERA for females with uncontrolled
hypertension or hypertension with vascular disease.
Monitor blood pressure and stop use if blood pressure rises
signiﬁcantly in females with well-controlled hypertension.
• Monitor glucose in pre-diabetic or diabetic females taking
ANNOVERA. Consider an alternate contraceptive method for
females with uncontrolled dyslipidemias.
• Patients using ANNOVERA who have a signiﬁcant change in
headaches or irregular bleeding or amenorrhea should be
evaluated. ANNOVERA should be discontinued if indicated.
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• Other warnings include: gallbladder disease; depression;
cervical cancer; increased serum concentrations of binding
globulins; hereditary angioedema; chloasma (females who
tend to develop chloasma should avoid exposure to the
sun or UV radiation while using ANNOVERA); toxic shock
syndrome (TSS) (if a patient exhibits symptoms of TSS, remove
ANNOVERA, and initiate appropriate medical treatment);
vaginal use (ANNOVERA may not be suitable for females with
conditions that make the vagina more susceptible to vaginal
irritation or ulceration).
ADVERSE REACTIONS
The most common adverse reactions reported in at least 5% of
women who received ANNOVERA were: headache/migraine,
nausea/vomiting, vulvovaginal mycotic infection/candidiasis,
lower/upper abdominal pain, dysmenorrhea, vaginal discharge,
urinary tract infection, breast pain/tenderness/discomfort,
bleeding irregularities including metrorrhagia, diarrhea, and
genital pruritus.

INDICATION
ANNOVERA is a progestin/estrogen combination hormonal
contraceptive indicated for use by females of reproductive
potential to prevent pregnancy.
Limitation of Use: ANNOVERA has not been adequately
studied in females with a body mass index of >29 kg/m2.
Please note this information is not comprehensive.
Please see Brief Summary of the Full Prescribing
Information on the next page, including BOXED WARNING,
or visit www.Annovera.com/pi.pdf.
References: 1. Annovera® [Full Prescribing Information]. Boca Raton, FL: TherapeuticsMD,
Inc; 2019. 2. Merkatz RB, Plagianos M, Hoskin E, et al. Acceptability of the Nestorone®/
ethinyl estradiol contraceptive vaginal ring: development of a model; implications for
introduction. Contraception. 2014;90(5):514–521. doi:10.1016/j.contraception.2014.05.015.
3. Kumar N, Koide SS, Tsong YY, Sundaram K. Nestorone®: a progestin with a unique
pharmacological proﬁle. Steroids. 2000;65:629–636.

DRUG INTERACTIONS
Drugs or herbal products that induce certain enzymes, including
CYP3A4, may decrease the eﬀectiveness of ANNOVERA or
increase breakthrough bleeding. Counsel patients to use a
back-up or alternative method of contraception when enzyme
inducers are used with ANNOVERA.
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ANNOVERA® (segesterone acetate and ethinyl estradiol
vaginal system)

the postpartum period. The risk of VTE is highest during the first
year of CHC use and when restarting hormonal contraception
following a break of 4 weeks or longer. The risk of VTE due to
BRIEF SUMMARY OF PRESCRIBING INFORMATION
CHCs gradually disappears after use is discontinued.
This Brief Summary does not include all the information needed
Liver Disease
to use ANNOVERA safely and effectively. Please visit
Impaired Liver Function
ANNOVERA.com/pi.pdf for Full Prescribing Information (PI).
ANNOVERA is contraindicated in females with acute hepatitis or
severe (decompensated) cirrhosis of the liver. Discontinue
WARNING: CIGARETTE SMOKING AND SERIOUS
ANNOVERA if jaundice develops. Acute liver test abnormalities
CARDIOVASCULAR EVENTS
may necessitate the discontinuation of ANNOVERA use until the
Cigarette smoking increases the risk of serious
liver tests return to normal and ANNOVERA causation has
cardiovascular events from combination hormonal
been excluded.
contraceptive (CHC) use. This risk increases with age,
Liver Tumors
particularly in females over 35 years of age, and with
ANNOVERA is contraindicated in females with benign or
the number of cigarettes smoked. For this reason,
malignant liver tumors. Hepatic adenomas are associated
CHCs should not be used by females who are over
with CHC use (estimated 3.3 cases/100,000 CHC users).
35 years of age and smoke.
Rupture of hepatic adenomas may cause death through
intra-abdominal hemorrhage.
INDICATIONS AND USAGE
Risk of Liver Enzyme Elevations with Concomitant
ANNOVERA is indicated for use by females of reproductive
Hepatitis C Treatment
potential to prevent pregnancy.
Limitations of Use: ANNOVERA has not been adequately studied Stop ANNOVERA prior to starting therapy with the combination
drug regimen ombitasvir/paritaprevir/ritonavir with or without
in females with a BMI >29 kg/m2.
dasabuvir. ANNOVERA can be restarted 2 weeks following
DOSAGE AND ADMINISTRATION
completion of treatment with the Hepatitis C combination
One ANNOVERA is inserted in the vagina. The vaginal system
drug regimen.
must remain in place continuously for 3 weeks (21 days)
Hypertension
followed by a 1-week (7-day) vaginal system-free interval.
ANNOVERA is contraindicated in females with uncontrolled
One vaginal system provides contraception for thirteen 28-day
hypertension or hypertension with vascular disease. For all
cycles (1 year). Follow instructions for starting ANNOVERA,
females, including those with well-controlled hypertension,
including switching from other contraceptive methods, and
monitor blood pressure at routine visits and stop ANNOVERA if
use after abortion, miscarriage, or childbirth [see How to Start
blood pressure rises significantly.
ANNOVERA (2.2) in PI].
Age-Related Considerations
Contraceptive efficacy of ANNOVERA may be reduced if a
The risk for cardiovascular disease and prevalence of risk factors
woman deviates from the recommended use. If ANNOVERA is
for cardiovascular disease increase with age. Certain conditions,
out of the vagina for more than 2 continuous hours or more than such as smoking and migraine headache without aura, that do
2 cumulative hours during the 21 days of continuous use, then
not contraindicate CHC use in younger females, are
back-up contraception, such as male condoms or spermicide,
contraindications to use in women over 35 years of age.
should be used until the vaginal system has been in the vagina
Consider the presence of underlying risk factors that may
for 7 consecutive days.
increase the risk of cardiovascular disease or VTE, particularly
before initiating ANNOVERA for women over 35 years, such as
CONTRAINDICATIONS
hypertension, diabetes, dyslipidemia, and obesity.
ANNOVERA is contraindicated in females who are known to have Gallbladder Disease
the following conditions: • A high risk of arterial or venous
Studies suggest a small increased relative risk of developing
thrombotic diseases. Examples include females who are known gallbladder disease among CHC users. Use of CHCs may also
to: smoke, if over age 35; have current or history of deep vein
worsen existing gallbladder disease. A past history of CHCthrombosis or pulmonary embolism; have cerebrovascular
related cholestasis predicts an increased risk with subsequent
disease; have coronary artery disease; have thrombogenic
CHC use. Females with a history of pregnancy-related cholestasis
valvular or thrombogenic rhythm diseases of the heart
may be at an increased risk for CHC-related cholestasis.
(for example, subacute bacterial endocarditis with valvular
Adverse Carbohydrate and Lipid Metabolic Effects
disease, or atrial fibrillation); have inherited or acquired
Hyperglycemia
hypercoagulopathies; have uncontrolled hypertension or
ANNOVERA is contraindicated in diabetic females over age 35,
hypertension with vascular disease; have diabetes mellitus and
or females who have diabetes with hypertension, nephropathy,
are over age 35, diabetes mellitus with hypertension or vascular retinopathy, neuropathy, other vascular disease, or females
disease, or other end-organ damage, or diabetes mellitus of
with diabetes of >20 years duration. ANNOVERA may decrease
>20 years duration; have headaches with focal neurological
glucose tolerance. Carefully monitor prediabetic and diabetic
symptoms, migraine headaches with aura, or are over age 35
females who are taking ANNOVERA.
with any migraine headaches. • Current or history of breast
Dyslipidemia
cancer or other estrogen- or progestin-sensitive cancer. • Liver
Consider alternative contraception for females with uncontrolled
tumors, acute hepatitis, or severe (decompensated) cirrhosis.
dyslipidemia. ANNOVERA may cause adverse lipid changes.
• Undiagnosed abnormal uterine bleeding. • Hypersensitivity to
Females with hypertriglyceridemia, or a family history thereof,
any of the components of ANNOVERA. Hypersensitivity reactions may be at an increased risk of pancreatitis when
reported include: throat constriction, facial edema, urticaria,
using ANNOVERA.
hives, and wheezing. • Use of Hepatitis C drug combinations
Headache
containing ombitasvir/paritaprevir/ritonavir, with or without
ANNOVERA is contraindicated in females with certain headaches.
dasabuvir, due to the potential for alanine transaminase
Evaluate new or significant changes in headaches, including
(ALT) elevations.
migraines, and discontinue ANNOVERA if indicated.
Bleeding Irregularities and Amenorrhea
WARNINGS AND PRECAUTIONS
Females using ANNOVERA may experience unscheduled
Thromboembolic Disorders and Other Vascular Conditions
(breakthrough) bleeding and spotting, especially during the first
Females are at increased risk for a venous thrombotic event
month of use. If unscheduled bleeding occurs or persists, check
(VTE) when using ANNOVERA.
Stop ANNOVERA if a thrombotic or thromboembolic event occurs, for causes such as pregnancy or malignancy.
or unexplained loss of vision, proptosis, diplopia, papilledema, or Based on subject diaries from the two clinical efficacy trials of
ANNOVERA, 5–10% of females experienced unscheduled
retinal vascular lesions and evaluate for retinal vein thrombosis
bleeding per 28-day cycle. A total of 41 subjects (1.7%)
immediately. Stop ANNOVERA at least 4 weeks before and
through 2 weeks after major surgery. Start ANNOVERA no earlier discontinued use due to menstrual disorders including
than 4 weeks after delivery in females who are not breastfeeding. metrorrhagia, menorrhagia, and abnormal withdrawal bleeding.
Females who are not pregnant and use ANNOVERA may
Before starting ANNOVERA, consider history and risk factors
experience amenorrhea. Based on subject diary data from two
of thrombotic or thromboembolic disorders. ANNOVERA is
clinical trials for up to 13 cycles, amenorrhea occurred in 3–5%
contraindicated in females with a high risk of arterial or venous
of females per cycle using ANNOVERA and in 0.9% of females in
thrombotic/thromboembolic diseases.
all 13 cycles. If scheduled bleeding does not occur, consider the
Arterial Events
possibility of pregnancy.
Consider cardiovascular risk factors before initiating in all
Depression
females, particularly those over 35 years. CHCs increase the
Carefully observe females with a history of depression and
risk of cardiovascular events and cerebrovascular events, such
discontinue ANNOVERA if depression recurs to a serious degree.
as stroke and myocardial infarction. The risk is greater among
Cervical Cancer
older females (>35 years of age), smokers, and females with
Some studies suggest that CHCs are associated with an increase
hypertension, dyslipidemia, diabetes, or obesity.
in the risk of cervical cancer or intraepithelial neoplasia.
Venous Events
Effect on Binding Globulins
The use of CHCs increases the risk of VTE, such as deep vein
The estrogen component of ANNOVERA may raise the serum
thrombosis and pulmonary embolism. Risk factors for VTEs
concentrations of thyroxine-binding globulin, sex hormoneinclude smoking, obesity, and family history of VTE, in addition
binding globulin, and cortisol-binding globulin. The dose of
to other factors that contraindicate use of CHCs. The rates of
replacement thyroid hormone or cortisol therapy may need to
VTE are even greater during pregnancy, and especially during
be increased.
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Hereditary Angioedema
In females with hereditary angioedema, exogenous estrogens
may induce or exacerbate symptoms of angioedema.
Chloasma
Chloasma may occur with ANNOVERA use, especially in females
with a history of chloasma gravidarum. Advise females who tend
to develop chloasma to avoid exposure to the sun or ultraviolet
radiation while using ANNOVERA.
Toxic Shock Syndrome (TSS)
If a patient exhibits signs/symptoms of TSS, consider the
possibility of this diagnosis, remove ANNOVERA, and initiate
appropriate medical evaluation and treatment.
Vaginal Use
Some females are aware of the vaginal system on occasion
during the 21 days of use or during coitus, and partners may
feel the vaginal system during coitus. ANNOVERA may not be
suitable for females with conditions that make the vagina more
susceptible to vaginal irritation or ulceration. Vaginal and cervical
erosion and/or ulceration has been reported in females using
other contraceptive vaginal devices. In some cases, the ring
adhered to vaginal tissue, which necessitated removal by a
healthcare provider.
ADVERSE REACTIONS
Clinical Trial Experience
Most Common Adverse Reactions
In clinical trials, adverse reactions reported in by ≥5% of
ANNOVERA-treated subjects include: headache, including
migraine (38.6%); nausea/vomiting (25.0%); vulvovaginal
mycotic infection/vaginal candidiasis (14.5%); abdominal pain/
lower/upper (13.3%); dysmenorrhea (12.5%); vaginal discharge
(11.8%); UTI/cystitis/pyelonephritis/genitourinary tract infection
(10.0%); breast pain/tenderness/discomfort (9.5%);
metrorrhagia/menstrual disorder (7.5%); diarrhea (7.2%);
and genital pruritus (5.5%).
Adverse Reactions Leading to Discontinuation
Among subjects using ANNOVERA for contraception, 12%
discontinued from the clinical trials due to an adverse reaction.
Adverse reactions leading to discontinuation by ≥1% of
ANNOVERA-treated subjects, include: metrorrhagia/menorrhagia
(1.7%); headache, including migraine (1.3%), vaginal discharge/
vulvovaginal mycotic infections (1.3%); nausea/vomiting (1.2%).
In addition, 1.4% of subjects discontinued ANNOVERA use due to
vaginal system expulsions.
Serious Adverse Reactions
Serious adverse reactions occurring in ≥2 subjects were: VTEs
(deep venous thrombosis, cerebral vein thrombosis, pulmonary
embolism); psychiatric events; drug hypersensitivity reactions;
and spontaneous abortions.
DRUG INTERACTIONS
Drugs or herbal products that induce certain enzymes, including
CYP3A4, may decrease the effectiveness of ANNOVERA or
increase breakthrough bleeding. Counsel patients to use a
backup or alternative method of contraception when enzyme
inducers are used with ANNOVERA. Do not co-administer
ANNOVERA with HCV drug combinations containing ombitasvir/
paritaprevir/ritonavir, with or without dasabuvir, due to potential
for ALT elevations.
USE IN SPECIFIC POPULATIONS
Pregnancy
Discontinue ANNOVERA if pregnancy occurs.
Lactation
Not recommended for nursing mothers; can decrease milk
production.
Pediatric Use
Safety and efficacy of ANNOVERA have been established in
women of reproductive age. Efficacy is expected to be the same
for postpubertal adolescents under the age of 18 as for users
18 years and older. Use of ANNOVERA before menarche is
not indicated.
Geriatric Use
ANNOVERA has not been studied in females who have reached
menopause and is not indicated in this population.
Hepatic Impairment
No studies have been conducted to evaluate the effect of hepatic
impairment on the disposition of ANNOVERA. Acute or chronic
disturbances of liver function may necessitate the discontinuation
of CHC use until markers of liver function return to normal and
CHC causation has been excluded.
Renal Impairment
No studies were conducted in subjects with renal impairment;
ANNOVERA is not recommended in patients with
renal impairment.
Body Mass Index (BMI)/Body Weight
The safety and efficacy of ANNOVERA in females with a BMI
>29 kg/m2 have not been adequately evaluated because this
subpopulation was excluded from the clinical trials after 2 VTEs
occurred in females with a BMI > 29 kg/m2. Higher body weight
is associated with lower systemic exposure of SA and EE.
Manufactured for: TherapeuticsMD, Inc.
Boca Raton, FL 33431
Based on ANVA-LAB-20001.2 01/2020
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AUGS

CONSENSUS
STATEMENT

Vaginal Energy-Based Devices

T

his clinical consensus
statement on vaginal energy-based devices (EBDs)
reflects statements drafted
by content experts from the American
Urogynecologic Society’s (AUGS) EBD
writing group. The writing group used
a modified Delphi process to assess
statements that were evaluated for
consensus after a structured literature
search. A total of 40 statements were
assessed and divided into 5 categories:
(1) patient criteria; (2) health care provider criteria; (3) efficacy; (4) safety;
and (5) treatment considerations.
In a July 2018 Safety Communication, the U.S. Food and Drug Administration (FDA) issued a public warning
about the use of EBDs to perform vaginal rejuvenation or vaginal cosmetic
procedures.1 The statement highlighted the imprecision of the term “vaginal rejuvenation” and emphasized
that, although the FDA is aware that
devices such as lasers are used for a
variety of surgical applications, the
agency has not approved their use for
any specific gynecologic indication.
Health care providers who subspecialize in female pelvic medicine and
reconstructive surgery are positioned
to evaluate and manage genitourinary syndrome of menopause (GSM)
and vulvovaginal atrophy (VVA), and

some of these clinicians deliver patient services using the EBDs that are
discussed in the FDA Safety Communication. The vulvovaginal EBD
devices that will be addressed in this
document include laser and radiofrequency (RF) devices.
Concurrent with the FDA’s Safety
Communication, a December 2018
International Urogynecological Association Writing Group Opinion
summarized the small, but growing,
body of evidence as well as concerns
about vulvovaginal EBD.2 This document explored evidence for the use of
laser-based devices for GSM, vaginal
laxity, and stress urinary incontinence
(SUI). An International Continence
Society/International Society for the
Study of Vulvovaginal Disease Best
Practice Consensus Statement published in February of 2019 concluded
that, based on the currently available
literature, laser is not recommended
for routine treatment of VVA or SUI
except as part of a well-designed
clinical trial or with special arrangements for clinical governance, consent, and audit.3 The primary author,
Dr. Alshiek, stated that AUGS found
it timely to provide guidance by convening a panel of experts to compile
a clinical consensus statement (CCS).
In the absence of strong Level I evi-

dence, this CCS was created based on
rigorous criteria to compile the most
important agreed upon expert opinion statements supported by the available literature as it pertains to use of
vulvovaginal EBDs.

PATIENT CRITERIA

There is no evidence-based literature nor
are there guidelines that support the inclusion or exclusion of women from receiving
EBD therapy.

HEALTH CARE PROVIDER CRITERIA

There is no literature available reporting
vulvovaginal EBD therapy outcomes based
on physician specialty or level of training.
Ultimately, gynecologists who are comfortable with vaginal conditions are the optimal
health care providers.

EFFICACY OUTCOMES

CO2 and Er:YAG have shown promise in
the treatment of VVA, vaginal dryness, and
menopausal dyspareunia with beneﬁts lasting up to 1 year.

SAFETY OUTCOMES

Based on short-term data, vulvovaginal
EBD therapies have a favorable safety
proﬁle but the longer-term sequelae of vulvovaginal EBD therapy are unknown.

TREATMENT CONSIDERATIONS

The optimal number of treatments, the
effect of synergistic treatments such as
estrogen, and the optimal maintenance
therapy regimens using vulvovaginal EBD
therapy for various indications need to be
elucidated.

This was created in partnership with the American Urogynecologic Society (AUGS). AUGS was established in
1979 and represents more than 1,900 members, including practicing physicians, nurse practitioners, physical
therapists, nurses and health care professionals, and researchers from many disciplines.
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Target devices were defined as
all vulvovaginal EBDs applied to
treat the conditions listed above,
including:
 Non-ablative Er:YAG lasers: A
solid-state infrared light laser whose
active laser medium is erbium-doped
yttrium aluminum garnet (Er:Y3Al5O12), which typically emits light with
a wavelength of 2.94 μm.4
 Fractional microablative CO2 laser:
A CO2 laser that produces a beam
of continuous infrared light with the
principal wavelength bands centering
on 9.4 and 10.6 micrometers (μm).
HYBRID – Combination Of
Non-Ablative And Ablative
Approaches
 Hybrid fractional lasers: A laser
device that applies tunable non-ablative (1.47 μm) and ablative (2.94 μm)
wavelengths to the same microscopic
treatment zone.4 This allows for simultaneous ablation and coagulative effects.
OTHER – current base EBD
devices

 Radiofrequency (RF): A device
that uses RF energy to heat tissue
and stimulate subdermal collagen
production in order to reduce the
appearance of fine lines and loose
skin. The technique induces tissue
remodeling and production of new
collagen and elastin. RF treatment
also causes apoptosis of fat cells,
which leads to fat layer reduction in
the treated area.4

ments about EBD therapy practices
currently in clinical use without preliminary scientific evidence exposes
a significant knowledge gap about the
efficacy and safety profile of the vulvovaginal EBD therapies, their indications, contraindications, maintenance
regimens, comparison with available
current treatments, and long-term
benefits.

Recommendations

FOR REFERENCES VISIT
contemporaryobgyn.net/EBD

Absence of consensus on many state-

ADDITIONAL COMMENT FROM CONTEMPORARY OB/GYN
EDITORIAL BOARD MEMBER JOHN O. DELANCEY, MD
The long-term safety and efficacy of these treatments needs to be evaluated. The
increase in vascularity that has been shown in short-term studies is likely part of
an injury-repair phenomenon similar to what happens with healing incisions. Just
as an incision looks red for the first several months but turns white and avascular
over time, it is possible that the increased vascularity produced by the laser could
transform into devascularized scar later. If this scarring develops once the original
injury repair is completed, irreversible scarring could take its place. Proof that this
does not occur is needed.

Full text of AUGS’ Clinical Consensus Statement on Vaginal energy-based devices can be found at

WWW.AUGS.ORG/ASSETS/1/6/VAGINAL_ENERGY_BASED_DEVICES.3.PDF

ABOUT OUR EDITORIAL PROCESS

INVITATION

All of Contemporary OB/GYN’s review articles are written at the invitation of the magazine’s
editorial board. These papers are then subject to peer review by experts to ensure that the
content is relevant to clinical practice, scientifically accurate, objective, and balanced.

PEER REVIEW

Only submissions that meet our editorial board’s quality criteria are published in the
magazine. This quality control process is the foundation for our delivery of evidence-based

REVISION

information to busy ob/gyns. Additionally, our content is not influenced by industry in any way.
Authors and board members are required to disclose any industry ties that may present a
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PRACTICE MATTERS

Ensuring racial justice
and health equity in ob/gyn
by WASHINGTON HILL, MD

W

e are in a cultural moment of awareness and change because
of moral outrage by people of all colors. As was said at George
Floyd’s eulogy, “What happened to Mr. Floyd happens every
day in this country, in education, in health services, and in
every area of American life, it’s time for us to stand up in Mr.
Floyd’s name and say get your knee off our necks.” Use your platform! In obstetrics
and gynecology, it’s way past the time to provide better and improved health care for
all, not just for the haves but for the vulnerable in our communities as well.
Systematic and institutional racism
result in many if not all of the Social Determinants of Health (SDoH) our patients face. The SDoH play a major role in
numerous health disparities in our specialty and poorer outcomes that we see,
whether in the death of pregnant mothers or infants or rates of cancer, heart

disease, or worse outcomes in black and
brown individuals with COVID-19. This
is as a result of long-standing racism that
is interpersonal, systemic, institutional,
structural, and exemplary of racial bias
and which adversely affects healthcare.
Physicians and healthcare workers (us) see this every day. We know ra-

cial bias and racism when we encounter it and that over the years, it leads to
poorer health status and outcomes. The
COVID-19 pandemic disproportionately
affects and targets black and brown people more than whites because of racism.
This is no surprise to us in healthcare.
The coronavirus has placed a bright spotlight on the long-existing poor health in
black and brown people and the worse
outcomes when they get COVID-19.
Clearly, there are demonstrated disparities in outcomes based solely on
implicit bias and racism. A midwife said
to me on rounds that there is no reason
for a black or brown pregnant woman
to die or be very sick more so than her

DR. HILL is a Maternal-Fetal Medicine specialist with CenterPlace Health and Sarasota Memorial Hospital and has been an
obstetrician-gynecologist for 55 years, almost 30 in Sarasota, Fla., within the Sarasota Memorial Health Care System.
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white counterpart other than longstanding and present racism. Think
about that. She is right. There is no genetic or biological reason for this tragedy! We can eliminate racial disparity by
eliminating racial inequity.
Racism is an insidious cultural disease with many manifestations. Privilege is one and has to be admitted.
Access to healthcare and healthcare
injustice are others. Not getting a deserved promotion is another. Being assigned an insurance plan that does not
provide for needed services is another.
And so on. You know them.
Around the country, medical students, physicians, nurses, and their
families have recently knelt in remembrance of George Floyd’s death to say
“yes” we know there is racism in the provision of healthcare services and “yes”
we admit it and “yes” now let’s use our
platforms and do something about it.
This is a great start but that alone is not
enough! Letters and events of support
are meaningful, but the systemic racism
continues. All of us providing healthcare services have a role and must speak
out. What should empower you to speak
out? Better outcomes for your patients.

Steps ob/gyns can take
So where do we go from here? What
can you as a clinician or administrator
do? Everyone is asking that question.
 Cultivate within your organization diversity and inclusion among
your learners, faculty, staff, and most
importantly the leadership within your
organization. Change starts from the
top. Is your “med exec” group truly
diverse and reflective of your medical
staff or group?
 Communicate. Have those
difficult and sometimes uncomfortable, real, open conversations about
racism and racial equity at your in-
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ADDITIONAL RESOURCES
Joint Statement on Racism in America - National Medical Association
www.nmanet.org/news/513480/Joint-Statement-on-Racism-in-America.htm
Retrieved 7/5/2020
Racial and ethnic disparities in obstetrics and gynecology.
Committee Opinion No. 649. American College of Obstetricians and Gynecologists
Obstet Gynecol 2015;126:e130–4.
Importance of social determinants of health and cultural awareness in the
delivery of reproductive health care. ACOG Committee Opinion No. 729. American
College of Obstetricians and Gynecologists. Obstet Gynecol 2018;131:e43–8.
The Joint Commission Stands for Racial Justice and Equity
www.jointcommission.org/resources/news-and-multimedia/the-joint-commissionstands-for-racial-justice-and-equity/ Retrieved 7/5/2020
SMFM Issues a Statement to its Membership on Racism as a Public Health Crisis.
s3.amazonaws.com/cdn.smfm.org/media/2391/Racism_Statement.pdf Retrieved
7/5/2020
Reduction of Peripartum Racial/Ethnic Disparities (+AIM)
safehealthcareforeverywoman.org/patient-safety-bundles/reduction-of-peripartumracialethnic-disparities/ Retrieved 7/5/2020

stitution and their effects locally and
within policies and practices in your
organization.
 Understand and teach the
importance of SDoH and structural
racism in health services as part of
the curriculum for trainees.
 Advocate for more diversity of
staff, employees, management, faculty, and leadership. These people
need your help. Use your platform
and speak out wherever and whenever you can.
 Increase health equity knowledge and advocacy where you work.
Remember that equality is not equity.
The service may be available to all;
i.e., “equality,” but are all really able
to access it, i.e., “equity?”
 Check yourself. Examine your
own group, clinic or office. Is it really
diverse? Who is at the front desk and
who is doing the procedures? Any
blacks or Latinos?
 Use your meetings, mouth, ears,
devices, and contacts to advocate
and speak out for a more account-

able, diverse and inclusive “healthcare system.” Compliment when you
see something done well and hold
those accountable when it needs to
improve.
 Encourage your leadership, staff,
and employees to use their influence
and push forward with diversity and
inclusion initiatives. Encourage them
to partner with community organizations, suppliers, businesses, and
diverse communities, not just those
that look like them.
 Ask questions like, “How diverse
is our workforce and management?”
“What do the data show?” Look at the
metrics over time. You know the importance of data. Eenie, Meenie, Minie,
Mo...What Do the Data Really Show?
 Examine your own institution.
Does it appear that your hospital is
welcoming to all forms of promoting
diversity? What more can be done?
Speak up if you see an injustice
committed. Your organizations
should encourage and support their
staff to confront overt racism and
implement efforts to address the im-
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plicit biases of coworkers and senior
staff members.
 Speak up. We can no longer remain silent and not speak up. That’s
complicity. Your voice has power!
For those of you who choose to do it,
this is not easy work. There will be lots
of resistance and lots of words. It will
take a lot of energy, but do not become
dismayed or give up. It can be very
frustrating. We have come a ways in including diversity, inclusion, and equity
in our healthcare organizations but we
still have a very long way to go in really
being diverse. Healthcare organizations cannot rest on their laurels. Your
hospital should be just as proud of being one of the top diverse hospitals in
your area or country as it is about being
a top cardiovascular center putting in
valves. Use your platform to get there.
In the past 55 years since I became

a physician, progress has been made
but we still have so much more to do
and a long way to go. Those gatherings
in front of medical schools, hospitals,
and clinics kneeling to remember
George Floyd in support of the Black
Lives Matter movement will make sure
of that. They are not going away nor is
the community. We are not going back.
An Associated Press wire story,
dated March 26, 1966, contains the
first known published reference to Dr.
Martin Luther King’s famous quotation regarding injustice in health care,
“Of all the forms of inequality, injustice in health care is the most shocking and inhuman.” Dr. King’s remarks
were made at a Chicago press conference held the day before in connection with the annual meeting of the
Medical Committee for Human Rights.
These words still ring true today.

Overcoming Racism
and Unconscious Bias
in Ob/gyn Practice
by VANESSA L. ROGERS, MD, AND SHAWNA D. NESBITT, MD, MS

DR. ROGERS

Like many Americans, I watched the video of the killing of George
Floyd with horror. In the days that followed, I found myself thinking, what can
I do to improve the problem of racism in America? Racism is so prevalent that
we as individuals cannot wait for someone else to solve the problem. We must
each set out to do our part starting in our own community, specifically our
own clinical space. I reached out to a physician I greatly admire, Dr. Nesbitt.
As the Associate Dean of Student Diversity and Inclusion, she has provided me
mentorship on racism and bias in medical education before. I sat down with
Dr. Nesbitt to discuss what Obstetricians and Gynecologists can do to reduce
racism and unconscious bias in their practice.
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I graduated from medical school
in 1965 and remember marching the
next summer for racial equity. It is now
the summer of 2020 and people of color are still marching for racial equity.
There is something wrong with that
picture and many of you have pointed
that out. Some things have changed,
but far too little. We must all do, expect,
and demand better of ourselves and
those in power who provide healthcare services and teach about it.
We have a lot of work and a long
way to go to get the knee up and improve healthcare services for all of our
patients, but we can do it if we really
want to. A change has to come! I hope
that this commentary rings clear as a
clarion call to use our platforms, work
together, stronger and better to eliminate racial inequity in our specialty
and all of healthcare. 

DR. ROGERS: I want my Black patients
to feel understood, cared for, and safe.
Are there practical ways I can send that
message to my patients?

DR. NESBITT: It is important for all pa-

tients to feel heard and seen by their
health care provider. Because of life
experiences, Black patients will see a
White physician with some degree of
distrust. Therefore, physicians must
train themselves to see their patients
differently. That may mean setting
aside longer appointment times so
there can be better communication.
It is also helpful to have staff in the
office that reflect the patient population you see so patients feel more
comfortable. The importance of the
office staff cannot be understated.
A patient’s first experience with the
physician is through the staff. If the
staff does not make the patient feel
comfortable, it will affect how the pa-
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tient interacts with the physician.

DR. ROGERS: What is the role of positive imagery? Certainly, when people
are exposed to positive ideas related
to a minority group, it will affect how
they see that group as a whole. What
do you think about having materials
in the office that celebrate the contributions and achievements of Black
people and other underrepresented
groups in America?

DR. NESBITT: Positive imagery is very im-

portant. Physicians should look at the
materials they are handing out in the
ofﬁce to make sure that those materials reﬂect the patient receiving them.
Perception is critical, and positive
imagery can increase patient trust.

DR. ROGERS: There are well-documented
racial disparities in pain management. The myth that Black people are
resistant to injury and pain has been
carried through medical history. False
beliefs are still present today, and
contemporary studies have shown that
it causes health care providers to undertreat the pain experienced by Black
patients.1-3 As ob/gyns, pain management is an important part of what
we do. There has been a great deal of
attention given to following a standard
multimodal approach to pain management.4 How do we recognize and
prevent racial bias while remaining
mindful of opiate misuse?

DR. NESBITT: Knowing that such bias

exists is the ﬁrst step. A self-audit
of your own practice may also be
very helpful.5 Looking at how you
prescribe pain medication to patients
of different races can make you
aware of what you may be doing
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unconsciously so you can correct it.
Speciﬁcally, reviewing trends in both
inpatient and outpatient prescribing, dosages given in relation to pain
scores, patient functionality, and
patient education regarding pain
expectations can help the physician
ensure that all patients are receiving
the highest quality care.

DR. ROGERS: There are studies documenting bias in contraception.6-8 Contraceptive choices are complex, influenced by
cultural and societal values as well as
access. There is a risk that we could allow our unconscious bias to influence
our contraception counseling. Trust is
a huge factor in all patient encounters,
no less so in family planning. However,
in a country where Black Americans
have been victimized in medicine, how
do ob/gyns build that trust?

DR. NESBITT: The experiences of Black

people in medicine has been seen as
its own topic when really it is an integral part of American history. So it’s
not taught the same way, and people
are therefore largely unaware. There
are subtle ways for physicians to
acknowledge this history. Action is, of
course, more important than words.
It is not for the physician to provide a
history lesson. Rather, it is for the physician to demonstrate an appreciation
for how their patients may feel.9

DR. ROGERS: The rate of maternal mortality is 3 to 4 times higher in Black
women than in White women. This
holds true for severe morbidity as
well.10,11 It is a complicated issue with
many contributing factors. We need to
address this, and it must be a priority.
The Black Maternal Health Caucus

has introduced legislation that will do
just that. Patient-centered care and
increased access to services helps, but
what can general ob/gyns do in their
offices to improve the experience for
pregnant Black patients?

DR. NESBITT: Each ob/gyn needs to ask
themselves the question, “How is
systemic racism manifested in this
ofﬁce?” Systemic racism is a difﬁcult
concept to understand. It is not a
problem with an individual. It is embedded in processes that affect one
group disproportionately. So physicians can look at their practices and
see how the system in place affects
certain patients in a negative way.
Difﬁculties with childcare and transportation disproportionately affect
minority patients.12,13 That might be
something that the practice can address by partnering with a childcare
service, for example.

DR. ROGERS: Another area that every ob/
gyn must be aware of and address is
the impact of race on gynecologic cancers. When you control for how many
patients have undergone a hysterectomy, endometrial and cervical cancer
are of significantly higher incidence
in Black women. Poverty, a lack of
insurance, loss to follow-up, and other
health comorbidities are all issues. In
addition, a number of studies have
shown that Black women do not get
the same level of surgical treatment as
White women.14 What is the role of the
ob/gyn in fostering health equity in the
context of cancer? Is it patient-centered
navigation?

DR. NESBITT: Patient navigators are very
helpful. The navigators should reﬂect
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the ethnicity and culture of the patients. They do not have to be health
care providers, although one can transition someone in the ofﬁce into this
role. They could be someone from
the community. Physicians should
look at their own ofﬁce outcomes to
deﬁne what the best approach would
be. You cannot do everything, but
you can focus on a few of the biggest
barriers to care that you ﬁnd. Giving a
questionnaire to the patients, either in
person or by phone, can also provide
important information.

TAKE-AWAY POINTS
RACISM IS A CONTINUING PROBLEM IN HEALTH CARE.
PHYSICIANS MUST ACKNOWLEDGE THEIR ROLE AND COMMIT TO WORKING FOR
EQUALITY.
THERE ARE RACIAL DISPARITIES IN PAIN MANAGEMENT, CANCER TREATMENT,
AND MATERNAL MORTALITY.
IF YOU WITNESS MICRO-INEQUITIES IN THE OFFICE, THEY SHOULD BE
ADDRESSED.
THE OFFICE STAFF ARE REPRESENTATIVES OF THE PHYSICIAN; IF THEY DO NOT
MAKE A BLACK PATIENT FEEL WELCOME, IT CAN NEGATIVELY AFFECT THE
PATIENT’S RELATIONSHIP WITH THE PHYSICIAN.

DR. ROGERS: Howard Ross talks about
power and micro-inequities in an
organizational group.15 I have received
reports before from residents and
faculty of instances when they experienced negative interactions that were
small but incredibly hurtful. How do
we eliminate them in the office setting?
How do I address my colleague who I
witness in the act of micro-inequity?

DR. NESBITT: Micro-inequities are not

easy. Addressing them requires some
degree of risk, which is why they have
probably lasted so long. Physicians
may witness them but they do not
feel comfortable taking the risk of addressing it because they do not see a
beneﬁt to doing so. However, physicians owe it to their staffs, when they
see something to say something. If
the leader of the practice won’t do it,
the rest of the practice won’t either.
The leader must also make it clear to
the staff that taking the risk of saying
something will not result in them losing
their job. It must come from the top so
everyone feels comfortable expressing
their concerns.16 It is hard for one physician to give that feedback to another
physician. We don’t like to confront
our peers. You want to say it in a congenial way, and you have to accept
that you may get a negative response.
However, you offend more people by
not saying anything. I think what you
can say to that colleague is, “You may
not be aware, but people had a nega-
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tive response to what you said.”

DR. ROGERS: Recent world events have
highlighted racism in America. It is on
the news and social media constantly.
When the White staff in the workplace
do not acknowledge what is happening
in the world to Black people, the Black
staff are going to feel like the White
staff don’t care. With this in mind, how
do ob/gyns address recent events, like
the killing of George Floyd, with their
coworkers?

DR. NESBITT: Black people often feel

unheard. Acknowledgment is really
important. It says that you hear them
and see them. But that is just the ﬁrst
step. It should be followed by action.
Asking the staff what the ofﬁce can
do to make changes is also important. This is not a political issue. If
it is, it will never be ﬁxed because
the political parties will never agree.
Conversely, by it not being a political
issue, we are free to talk about it in a
meaningful way.

DR. ROGERS: Communication is an
important first step in addressing
race relations in the United States, but
how does one do that in the workplace? Physicians may fear that they
do not know enough about the topic
to address it properly. They may not
understand that the discomfort they
are feeling over this topic is but the
smallest window into how their Black

colleagues feel every day as they try to
“fit in” at work.

DR. NESBITT: Black people have been

socialized to live two lives. They do
feel like they are expected to make
White people feel more comfortable
so they will be accepted. It is an interesting topic because it was not really addressed before now despite it
being discussed among Black people
frequently. Even among Black people
who have the beneﬁts of education
and resources, it is not easy. Discrimination still exists. It comes back to
acknowledgment. To do that, you have
to break down the barriers to communication. Asking questions is a good
way to start. Allowing Black people to
become more comfortable increases
the dialogue about what their lives are
like, their customs, and homelife. This
can help normalize the conversations.

DR. ROGERS: We have a long way to go in
America. Racism is not a new concept.
Its origins date back to the dawn of
America. By acknowledging the issue,
understanding what our role is, seeking insight into our own influences,
and building communication with our
colleagues and patients, we can do our
part to create a community based in
equality.
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Novel antibody a major
risk factor for recurrent
pregnancy loss
by LINDSEY CARR

A

team of Japanese researchers identified a
novel antibody (neoself antibody) as a major risk factor for recurrent pregnancy loss (RPL), according
to their findings published in the
American College of Rheumatology’s
journal ‘Arthritis and Rheumatology’.1
Faculty from Kobe University’s
Graduate School of Medicine and
Osaka University’s Research Institute
for Microbial Diseases (RIMD) led
this study, and in 2015, their joint research efforts led to the discovery of
a completely new autoantibody that
causes antiphospholipid syndrome.2
This syndrome can cause thrombosis,
miscarriages, and hypertensive disorders of pregnancy.
While RPL involving repeated miscarriages is a clinical manifestation of
antiphospholipid syndrome, its cause
is unknown in more than half of cases. The connection between this new
neo-self antibody, discovered by the
research team in 2015, and RPL in cases with unexplained causes, had not
been investigated prior to this study.1

HAVE YOUR SAY ONLINE
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Nearly 1.5 million women
in Japan suffer from RPL.
Researchers began the analyses
with data from 227 patients affected
by RPL in five university hospitals nationwide (Kobe University, University
of Toyama, Okayama University, The
University of Tokyo, and Hyogo Medical University).
They tested 208 women without RPL
who previously gave birth to healthy
babies to establish normal levels before testing blood samples from the
affected patients. The results showed
that 52 (23%) out of 227 patients with
RPL tested positive for the neo-self
antibody.
Causes of RPL were also investigat-

ed in each case, which included testing for thyroid disorders, uterine issues, chromosomal abnormalities and
blood test analyses. In comparison to
all other factors, the neo-self antibody
presented with the highest frequency.
Even after testing for common RPL
causes, it could not be determined in
53% (121) of patients; however, 24% of
them tested positive for the neo-self
antibody. Many patients who tested
negative using conventional antiphospholipid antibody criteria also tested
positive for the neo-self antibody.
The results of this study allowed researchers to identify the onset mechanism of RPL, especially in some cases
that would have otherwise remained
unexplained.
The importance of these findings
should not be understated; they may
also lead to the illumination of onset
mechanisms for other adverse obstetric outcomes, such as unexplained hypertensive disorders of pregnancy and
fetal growth restriction. 

Lindsey Carr

is an associate editor for

Contemporary OB/GYN.
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Do you have an opinion on this study? Let the editors know by tweeting to @ContempOBGYN.
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Nearly 1.5 million women in Japan
suffer from RPL, but the cause in more
than half of cases is undetermined,
which may be a contributing factor for
the country’s low birthrates.1 When
combined with Japan’s aging population, the need for further understanding, treatment and prevention of RPL
is emphasized as a major priority.
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A Personal Perspective on

TB Screening
With special insight into women’s health
issues, ob/gyns can often meet primary
care needs for their patients — and
have unique opportunities to reduce
the spread and adverse effects of
tuberculosis (TB) among high-risk
populations by strengthening priorities
for screening and treating.
In this Contemporary OB/GYN®
podcast, Rashmi Rao, MD, discusses
socioeconomic factors determining
likelihood of TB infections,
her approach to screening
typical patient groups in private
practice and public hospitals,
and the better specificity and
greater patient convenience
when using an interferon
gamma release assay.
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contemporaryobgyn.net/tb-screening
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GYNECOLOGY
PEER-REVIEWED

Gynecologic care
considerations for
transmasculine people
Transgender and non-binary people face discrimination and
stigma, along with other barriers, in accessing health care.
by HALLEY CRISSMAN, MD, MPH AND DAPHNA STROUMSA, MD, MPH, MSC

T

ransgender and nonbinary people need
access to high-quality
sexual and reproductive healthcare. For
transmasculine people—transgender
men, and nonbinary people, whose
sex assigned at birth was female—ob/
gyns are ideally positioned to provide
such care.
Transgender and nonbinary people
face disproportionate rates of stigma
and discrimination in seeking healthcare—and may encounter additional
unique barriers in attaining gynecologic and reproductive care.1 Even in
the absence of overt discrimination,
transgender and nonbinary people

20

face challenges related to structural
discrimination, or cisnormativity –
the assumption that all individuals
are cisgender and the ways in which
the social world is constructed to address the needs of cisgender people
and to encourage conformity with
such norms.2 For example, providers and staff often make assumptions
about gender identity or expression of
patients in a “women’s health” clinic;
many providers lack cultural competence in caring for transgender and
nonbinary patients; and transgender
and nonbinary people may encounter
unique challenges in accessing insurance coverage.1,3,4 Given the negative
and traumatic experiences that many

transgender and nonbinary people
have had when accessing care, many
avoid necessary care.1 The American
College of Obstetricians and Gynecologists (ACOG) has called on ob/gyns
to assist gender-diverse individuals
in obtaining routine treatment and
screening, as well as gender-affirming
care needs.5 In their article, “Opening
the OBGYN door for sexual and gender minority patients” in 2019, Drs.
Light and Obedin-Maliver reviewed
practices to ensure a welcoming environment for transgender and nonbinary people in ob/gyn clinics. In
this article, we will discuss ways ob/
gyns can provide high quality gynecologic and reproductive health care for
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DR. STROUMSA is an ob/gyn at the University of
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transgender and nonbinary people assigned female sex at birth.

Creating a structurally
affirming environment
Clinics can build patient trust and reduce patient anxiety even before a patient enters an exam room. Several steps
clinics can take to create a safe, supportive, and welcoming environment
for transgender and nonbinary people
include training frontline staff in cultural competency training such as pronouns and names used (“preferred”),
ensuring intake forms avoid cisgender
assumptions, having gender-neutral
bathrooms, and posting lesbian-, gay-,
bisexual-, transgender-, queer-positive
friendly signage.2,6 Avoiding cisgender assumptions on gynecology intake
forms, for example, may involve the use
of survey branch points such as: “if you
were born with a uterus” before sections
of the form regarding menses, pregnancy, Pap smears and contraception.6

Special considerations for
pelvic exams
Pelvic exams can be particularly difficult or traumatic for transgender and
nonbinary individuals. Many transgender and nonbinary people avoid
exams due to fear, secondary to personal or collective trauma in healthcare settings. Nearly one-quarter of
transgender and nonbinary individuals report avoiding seeking healthcare
due to fear of being mistreated due to
their gender.1 In addition, nearly 50%
of transgender and nonbinary people
are survivors of sexual abuse or assault, which may contribute to fear
in seeking sexual and reproductive
healthcare.1 Finally, many transmasculine individuals find pelvic exams
triggering of their dysphoria.
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Building patient trust, at times over
several visits, may help patients. Providers are encouraged to use a traumainformed care approach to exams; this
includes explaining the steps of the
exam in advance, empowering the
patient to stop the exam at any time
by saying “stop” or raising their hand,
and asking the patient what terms they
feel most comfortable with using for
their anatomy prior to the exam. For
example, some patients use the term
“front hole” to refer to the vagina and
find this term less dysphoric. Use of a
narrow Pederson speculum should be
considered and patients should be offered the opportunity to self-insert the
speculum. Occasionally, individuals
who have used testosterone for prolonged periods of time may develop
vaginal atrophy, although in our expe-

patients with particularly severe anxiety, moderate or deep sedation may be
required if an exam is necessary.

Pap smears
Transgender men are less likely to be
up to date on cervical cancer screening
than cisgender women, in part due to
anxiety about exams, as well as barriers to general reproductive and sexual
healthcare as discussed previously.7,8
Most transgender and nonbinary
people assigned female sex at birth
have a cervix and uterus; in a 2015
survey of almost 28,000 transgender
individuals in the United States, 14%
of transgender men reported having
had a hysterectomy.1 Gender minority
people who have a cervix should receive the same cervical cancer screening as cisgender women.

OB/GYNS HAVE THE OPPORTUNITY TO PLAY A
SIGNIFICANT ROLE IN IMPROVING ACCESS TO

QUALITY GYNECOLOGIC AND
REPRODUCTIVE CARE FOR TRANSGENDER
AND NONBINARY PEOPLE.
rience, this is not common. For such
individuals, use of vaginal estrogen for
1 to 2 weeks in advance of a planned
speculum exam may also be useful
if acceptable to the patient. For individuals with severe anxiety, pre-medication with a benzodiazepine can be
considered, as well as patient application of topical lidocaine to the perineum prior to the exam. Some people
may find it helpful to have a support
person in the room for an exam, or to
use headphones for music or meditation guidance during the exam. For

When Pap smears are performed on
individuals taking testosterone there
is an increased risk of unsatisfactory
results. In one study, cervical cytology specimens were approximately 10
times more likely to be unsatisfactory
among individuals using testosterone
compared to those not using testosterone.9 Prior to performing a Pap smear
on patients taking testosterone, they
should be informed that there is an
approximately 10% risk of inadequate
screening and need for follow-up testing.9 In general, as with cisgender fe-
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males, unsatisfactory cytology should
prompt repeat cytology testing in 2-4
months. Research on postmenopausal
cisgender women suggests that 5 days

hormone therapy should not be withheld or postponed because a patient
is not current on their cervical cancer
screening or has not had a pelvic exam.

GIVEN THE NEGATIVE AND TRAUMATIC EXPERIENCES
THAT MANY TRANSGENDER AND NONBINARY PEOPLE
HAVE HAD WHEN ACCESSING CARE,

MANY AVOID NECESSARY CARE.
of vaginal estrogen pre-treatment may
reduce unsatisfactory results in the
setting of atrophic changes, which has
led some to consider this approach
with transgender and nonbinary individuals returning for repeat cytology following unsatisfactory results.10
While human papillomavirus (HPV)
testing alone can be considered for individuals 25 years and older, patients
should be aware that this strategy has
been associated with higher false-positive and colposcopy rates than cytology alone in population level studies;
there has not been transgender and
nonbinary-specific research on HPValone screening strategies.11
Some transgender and nonbinary
people in need of Pap smears may
have their sex listed as male with their
insurance company. For individuals
with sex listed as male, prior authorization for Pap smears should be obtained to avoid patients receiving unexpected denial of coverage for these
services. In addition, a KX modifier
can be used to alert the insurance carrier that sex-specific editing may apply
and that the service should be allowed
to continue with normal processing.
As with other hormonal medications
such as contraception, gender-affirming
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Contraception
Like cisgender people, transgender
and nonbinary people are diverse in
their sexuality and sexual practices.
Limited data suggest that more than
50% of transmen engage in sexual practices with pregnancy potential (penilevaginal intercourse).12 Approximately
one-quarter to one-half of transgender individuals want to use their natal
reproductive capacity, including use of
gametes and carrying pregnancies.13
Thus access to the range of reproductive care—including preconception,
obstetric, abortion, pregnancy loss,
and fertility care for transmasculine
people—is essential. Here we will focus on contraceptive needs.
Gender-affirming hormones are not
recommended or approved as contraception. While male physiologic levels
of testosterone likely cause hypothalamic-pituitary-ovarian suppression
and anovulation in most individuals, a
recent study of 20 individuals showed
that breakthrough ovulation does occur.14 While there is currently a lack of
data regarding conception rates while
using testosterone, pregnancies in the
setting of testosterone-induced amenorrhea have been reported.15 Testosterone is a known teratogen and should

be discontinued prior to conception.
Several studies note that a small number of transgender and nonbinary individuals assigned female sex at birth believe that testosterone is an adequate
contraceptive—and that some have
unfortunately received this misinformation from their doctors. Ob/gyns
should make sure their transgender
and nonbinary patients on testosterone are aware that testosterone is not
adequate contraception and should
provide contraceptive counseling for
transgender and nonbinary individuals engaged in sex with pregnancy potential who are taking testosterone or
not looking to conceive.
Condoms appear to be the most
common form of contraception
among transgender and nonbinary
people assigned female sex at birth.16
However, testosterone use is not a contraindication to any form of hormonal
or non-hormonal birth control, emergency contraception, or medication
abortion. Transgender and nonbinary individuals in need of contraception should be offered the full scope
of contraceptive options, including

TERMS & DEFINITIONS
TRANSGENDER (sometimes abbreviated
as trans) An umbrella term for people

whose gender identity and/or gender
expression differs from the gender
typically associated with their sex
assigned at birth. Trans people may
or may not need gender-affirming
hormone treatment or surgeries.

CISGENDER People whose gender

identity and/or gender expression
aligns with the gender typically
associated with their sex assigned
at birth.
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combined hormonal contraception.17
Clinicians should be aware that
transgender and nonbinary people
experience gender dysphoria differently, and for some, the act of taking
medications or using contraceptive
devices generally associated with cisgender women, or requiring a pelvic
exam for placement, will be associated with dysphoria. While robust research on hormonal contraception in
the setting of masculinizing hormone
use is lacking, estrogen in combined
hormonal contraception is not likely to
significantly prevent masculinization.
It may be useful to counsel patients regarding contraceptive side effects that
may cause dysphoria or distress, such
as potential chest/breast tenderness
with hormonal contraception initiation.17 For patients interested in nonhormonal options, a small case series
suggests that transmen with amenorrhea on testosterone may continue to
have amenorrhea with intrauterine
devices (IUDs); however, all individuals should be aware spotting immediately after IUD insertion is expected
and might require use of menstrual

hygiene products. There are currently
no data on effects of various progestin
contraceptive options on amenorrhea
among patients taking masculinizing
testosterone. In our clinical experience,
medroxyprogesterone acetate, norethindrone acetate, or drospirenone may
be superior to the etonogestrel implant for maintaining amenorrhea and
avoiding irregular bleeding or spotting.

Abnormal bleeding on
testosterone
Most transgender and nonbinary individuals assigned female sex at birth
who use exogenous testosterone
achieve amenorrhea, typically within
2 to 4 months of treatment initiation.
Individuals on lower doses of testosterone, such as nonbinary individuals
who choose to use low-dose testosterone, are less likely to be amenorrheic.
A common cause of continued menses or irregular bleeding on testosterone is inappropriate dosing. An initial
evaluation should include total testosterone and estradiol levels, and evaluation for any missed doses or trouble obtaining their testosterone medication.18

TRANSGENDER MAN (sometimes abbreviated transman) Term of
gender self-identification for someone who was assigned
female sex at birth but identifies their gender as male/
masculine. Some people simply refer to themselves as
men, rather than transgender men.
METOIDIOPLASTY Gender-affirming surgery, involving

Of note, in patients using injectable
testosterone, testosterone levels should
be obtained approximately halfway between injections. In patients who continue to have menses, with serum testosterone on the lower end of the male
physiologic spectrum, a modest increase in testosterone will often result
in resolution of bleeding; theoretically,
this may result from improved suppression of ovulation.18 In patients with
serum testosterone on the higher end
of the spectrum, or supraphysiologic
levels, excess testosterone levels may
be aromatized, leading to elevation of
estradiol levels; in these cases, a decrease in testosterone level may cause
cessation of bleeding.18 In addition,
individuals on androgen gels may be
more likely to receive insufficient dosing, compared to those using injectable
testosterone, and may anecdotally be
more prone to breakthrough bleeding.
Individuals may also have bleeding while on testosterone for structural and non-structural reasons, just
as with cisgender women. Bleeding
that is not explained or resolved with
optimization of gender-affirming hor-

SEX ASSIGNED AT BIRTH The designation of a person at

birth as either “male” or “female” based on their anatomy
(genitalia, reproductive organs) and/or chromosomes.

CISNORMATIVITY The assumption that all individuals are

cisgender and the ways the social world is constructed to
address the needs of cisgender people and to encourage
conformity with such norms

release of the clitoral attachments and lengthening of the
native urethra through the neo-glans (using buccal or
vaginal tissue) to form a neo-phallus. May involve staged
or concurrent vaginectomy and scrotoplasty.

GENDER DYSPHORIA Distress felt as a result of the

NONBINARY Term of gender self-identification for someone
who has a gender identity that is neither male/masculine
or female/feminine, regardless of sex assigned at birth.
Related terms include: genderqueer, two-spirited.

GENDER-AFFIRMING Recognition and support for a person’s
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discordance in a person’s sex assigned at birth and
associated gender, and the gender with which they identify.
Not all transgender people experience gender dysphoria.
gender identity and expression.
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mones should be evaluated with an
exam with consideration of endometrial assessment using pelvic ultrasound or endometrial biopsy. When
ordering a pelvic ultrasound, if transvaginal ultrasonography is requested,
the patient should be aware of this recommendation and of the rationale for
transvaginal versus transabdominal
imaging. If referring to radiology, including the patient’s gender and pronouns in the scheduling comments
may help ensure that the radiology
team is gender-affirming. In a practice that does not see transmasculine
patients often, a preliminary conversation with the radiology team can help
ensure that the patient receives appropriate, respectful, and affirming care.
Progestins can be used to manage
abnormal bleeding in individuals on
testosterone. It is important to note
that despite amenorrhea, the majority
of transmasculine people on testosterone appear to have active proliferative
endometrium on histopathology. 19
Thus, progestin therapies for endometrial stabilization are commonly
used for bleeding management in
transgender and nonbinary patients
on testosterone.
Risk of endometrial cancer in transgender and gender-nonbinary individuals on testosterone appears to be
similar to the baseline population risk
among cisgender women.19

Gender-affirming
hysterectomies and
oophorectomies
Many transgender and nonbinary
people assigned female sex at birth
feel dysphoria related to their uterus,
fallopian tubes, ovaries, and/or vaginas—with approximately 50% of individuals having had or in need of a
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hysterectomy in the future.1 There is
broad consensus in the medical community that gender-affirming surgeries, like hormones, are a medical
necessity rather than elective. While
some guidelines require that patients
universally acquire letters of support
from two mental health providers prior
to undergoing gender-affirming genital surgeries, including hysterectomies,
there are several ethical and practical
concerns with these guidelines. In our
practice, we use a shared decisionmaking model in discussing surgery
and obtaining informed consent for
hysterectomies and oophorectomies
for patients of all genders. Surgeons
should be aware, however, that some
insurance companies may require letters of support from mental health providers for hysterectomies with “gender
dysphoria” as the primary indication.
Whereas the ovaries are typically preserved in young cisgender women undergoing hysterectomy for benign indications, bilateral oophorectomies are
appropriate for transgender and nonbinary individuals committed to longstanding gender-affirming hormone
therapy and who do not intend to proceed with gamete harvesting or carrying a pregnancy.20 Concerns regarding
lower parity on average compared to cisgender women, atrophic vaginal walls,
and in some individuals a more narrow vaginal caliber, as well as ensuring
ability to complete a concurrent bilateral salpingectomy (with or without oophorectomy), have led many clinicians
to favor laparoscopic approaches over
vaginal approaches.21 Vaginal hysterectomy, however, has been proven feasible
for transgender men, and providers are
encouraged to consider the potential
appropriateness of a vaginal approach
for hysterectomy for transgender and

nonbinary patients.22 Patients may
also consider concurrent vaginectomy,
which is typically recommended prior
to proceeding with genital construction surgeries (phalloplasty or metoidioplasty); however, coordination with
the physician planning to perform the
phalloplasty or metoidioplasty is recommended as some may use vaginal
epithelium for urethral reconstruction.

Pelvic exams can be
particularly difficult or
traumatic for transgender
and nonbinary individuals.
Summary
Ob/gyns have the opportunity to play a
significant role in improving access to
quality gynecologic and reproductive
care for transgender and nonbinary
people. This can be done with relative
ease, with compassion, gender-inclusive practices, sensitivity to patients’
lived experiences, and a modest expansion of the traditional baseline
knowledge regarding hormones and
gender-affirming medical interventions. The needs of transgender and
nonbinary people relevant to ob/gyns
extend beyond the scope of this article,
and include endocrinological management of gender-affirming hormones,
pre-conception, prenatal, fertility, obstetric, abortion, lactation, general gynecologic and specialty care—creating
and opportunity and need for all ob/
gyns to provide gender-inclusive care
to ensure all people receive excellent
gynecologic and reproductive healthcare regardless of gender. 
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First study characterizes
endometriosis and dysmenorrhea
in transmasculine adolescents
Study finds that evaluation for endometriosis with dysmenorrhea is
limited in this population of patients.
by BOB KRONEMYER

T

he first study to characterize endometriosis in transmasculine
individuals has concluded that evaluation
for endometriosis with dysmenorrhea
is limited in this unique population,
although disease was confirmed with
laparoscopy.
The retrospective study in the Journal of Pediatric and Adolescent Gynecology found that of the 35 transmasculine individuals diagnosed with
dysmenorrhea, only 20% (n = 7) were
laparoscopically assessed for endometriosis, for which it was confirmed in
all cases. Six patients had stage I disease and one had stage II.
Said principal investigator Jessica
Shim, MD, a graduating fellow in pediatric and adolescent gynecology at
Boston Children’s Hospital, “Our office commonly encounters female
adolescents with dysmenorrhea and
pelvic pain, but occasionally we encounter transgender males with these
symptoms. I was inspired to under-

take the study after recognizing that
there was a lack of evidence behind
our counseling on the management of
dysmenorrhea and endometriosis in
transmasculine patients.”
The study comprised 35 transmasculine individuals younger than age 26
(mean age 14.9 years) who were diagnosed with dysmenorrhea and treated between Jan. 1, 2000, and March
1, 2020, at the hospital. In total, 29 patients (82.9%) were diagnosed after social transition.
Initial treatment consisted of combined oral contraceptives (OCs) for 23
patients (65.7%). But 61% of these patients (14 of 23) discontinued or transitioned to alternative therapy. The
study also found that 12 patients with
dysmenorrhea alone initiated testosterone, and 33.3% of them (4 of 12) experienced persistent symptoms.
Of the seven patients with confirmed endometriosis, three were diagnosed after social transition (42.9%)
and one was diagnosed 20 months after initiating testosterone.

Endometriosis was treated with
combined OCs, danazol or progestins.
Four patients had a suboptimal response while on these therapies alone.
However, in two of those with suboptimal response, dysmenorrhea resolved
after treatment with testosterone.
Two of the five patients with endometriosis began testosterone, but
developed persistent symptomatology with combined testosterone and
progestin therapies. “The number of
transmasculine adolescents who experienced persistent symptoms, despite
taking testosterone, was surprising,”
Dr. Shim told Contemporary OB/GYN.
Six of 17 patients with a diagnosis
of dysmenorrhea continued to report
bleeding and pelvic pain.
“Previous studies have demonstrated the majority of patients ceased
menses after 6 months of testosterone,
although they did not comment on pelvic pain,” Dr. Shim said. “Those findings
highlight some of the pitfalls with testosterone therapy, including the incomplete ovulatory suppression and

BOB KRONEMYER is a freelance writer for Contemporary OB/GYN.
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persistence of endometrial activity.”
Based on the findings of the current study, clinicians should strongly
consider laparoscopic evaluation for
endometriosis in transmasculine patients with persistent and significant
dysmenorrhea, despite treatment with
hormonal therapies including testosterone, according to Dr. Shim.
Because endometriosis can adversely impact a patient’s quality of
life, including fertility, “it is crucial to

identify and treat endometriosis in
all persons, and not assume dysmenorrhea or endometriosis-associated
symptoms are secondary to gender
dysphoria,” Dr. Shim said.
In addition, further research is warranted on endometriosis and other
gynecologic conditions that affect the
transmasculine population. “However, the presentation and preferred
treatment methods for gynecologic
conditions in transmasculine persons

may differ from that in cisgender females, potentially resulting in underdiagnosis and insufficient treatment in
this population,” Dr. Shim said.
DISCLOSURES Dr. Shim reports no relevant
ﬁnancial disclosures.

SOURCE

Shim JY, Laufer MR, Grimstad W. Dysmenorrhea and endometriosis in transgender adolescents. J Pediatr Adolesc Gynecol. Published online June 11, 2020. doi:10.1016/j.
jpag.2020.06.001

See related story online: “Endometriosis: Not for adults only” co-authored by Dr. Shim at

contemporaryobgyn.net/ad-endo.

ADDITIONAL RESOURCES FOR CONSIDERATION
Guidelines for the primary and gender-afﬁrming care of
transgender and nonbinary people: UCSF Transgender Care, Dept
of Family and Community Medicine, University of California San
Francisco; 2nd ed. Deutsch MB, ed. June 2016:

transcare.ucsf.edu/guidelines

The Fenway Institute: fenwayhealth.org/the-fenway-institute
New clinical guidelines for contraceptive counseling:
Society of Family Planning clinical recommendations:
Contraceptive counseling for transgender and genderdiverse people. Contraception. 102(2): 70-82. August 2020.

ADRAGAN@STOCK.ADOBE.COM

STAY TUNED TO CONTEMPORARYOBGYN.NET
for a video interview and podcast with Drs. Crissman
and Stroumsa where they will expand upon
what they have covered in this article.
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Study explores opioid use
in those with endometriosis
by BOB KRONEMYER

N

early two-thirds of
women newly diagnosed with endometriosis filled an opioid
prescription within the
first year, according to a US populationbased claims study. The retrospective
analysis in the Journal of Minimally
Invasive Gynecology found that more
than 95% of the prescriptions were for
short-acting opioids (SAOs) only, while
4.1% were for both SAOs and extendedrelease/long-acting opioids (LAOs)
Only 0.6% of women filled a prescription for LAOs alone.
“Endometriosis is a debilitating disease that can cause significant pelvic pain,” said principal investigator
Sawsan As-Sanie, MD, MPH, co-chief
of gynecology and director of minimally
invasive gynecologic surgery at the University of Michigan in Ann Arbor. “However, currently available treatments are
not consistently effective for all women, and some may resort to opioids to
manage their pain, despite the fact that
opioids are not recommended for the
treatment of endometriosis pain or any
other chronic non-malignant pain condition. Long-term opioid use can be associated with significant harm.”
The investigators performed a retrospective cohort analysis of data from
the Truven MarketScan Commercial
database for the period January 2011
to December 2016.
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Women who filled an opioid prescription within 12 months of their
first diagnosis were compared to
women who did not fill an opioid prescription during the study period. The
dataset comprised 58,472 women with
endometriosis, of whom 61.7% filled
an opioid prescription within the first
year. While only 10% of women did not
have any surgery in the first year after
the first listed diagnosis, the prevalence of patients who received an opioid prescription remained high, even
after excluding opioids prescribed in
the perioperative period (defined as
anytime between 14 days before or
30 days after surgery). After excluding prescriptions in the perioperative
period, 49% of women filled at least
one opioid prescription. Compared
to patients who did not fill an opioid
prescription, patients who filled an
opioid prescription had significantly
higher baseline comorbidities (especially gynecological and chronic pain
comorbidities), endometriosis-related
medication use, mental health disorders and substance abuse.
Patients who filled both LAO and
SAO prescriptions had the highest total days’ supply of opioids, proportion
of days covered by prescriptions and
morphine equivalent daily dose.
Baseline opioid abuse, opioid dependence, and opioid overdose were also
significantly higher in the SAO and LAOSAO groups compared to the non-opioid
group: SAO: 0.3%, 2.2%, 0.2% respective-

ly; LAO-SAO: 2.5%, 15.8%, 2.4% respectively; non-opioid: 0.2%, 1.2%, 0.1% respectively (P < .001 for all comparisons).
“While I do not recommend the use of
opioids for the management of chronic
pain in my practice, I was surprised by
how commonly opioids are prescribed
in women with endometriosis,” Dr. AsSanie said. “I expected that this would
be common after surgery, but was especially surprised that these patterns persisted, even after excluding opioid prescribing outside of the surgical period.”

The dataset comprise 58,472
women; 61.7% ﬁlled an opioid
prescription within the ﬁrst year.
Dr. As-Sanie said an important next
step in understanding and optimizing
endometriosis care is further research
into when opioids are prescribed relative
to the diagnosis and treatment timeline,
and the reasons surrounding the use of
opioids in relation to other recommended treatments, such as combined hormonal contraceptives, gonadotrophinreleasing hormone agonists (GnRHa),
progestins, and surgical excision.
DISCLOSURES Dr. As-Sanie receives royalties
from UpToDate, and is a consultant to AbbVie,
Myovant Sciences, Bayer, and Merck.

Bob Kronemyer

is a freelance writer for
Contemporary OB/GYN.
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FOR THE TREATMENT OF MODERATE TO SEVERE VASOMOTOR SYMPTOMS DUE TO MENOPAUSE IN WOMEN WITH A UTERUS

offer the convenience of One

BIJUVA IS AN ORAL COMBINATION OF
ESTRADIOL AND MICRONIZED PROGESTERONE1,2

ONE capsule

ONE prescription

BIJUVA is a once-daily oral
capsule—taken each evening
with food—that fits easily into
her daily routine and may
improve compliance1,3-5

BIJUVA combines
2 bio-identical* hormones
in 1 capsule—with just
1 prescription1,2

ONE AFFORDABLE
TREATMENT
Patients pay
as little as $35†

*Bio-identical hormones are structurally identical to the hormones produced within a woman’s body. The relevance of risks associated with the use
of synthetic hormones compared to bio-identical hormones is not known but cannot be excluded.
†Offer not valid for patients enrolled in Medicare, Medicaid, or other federal or state healthcare programs (including any state pharmaceutical
assistance programs). Please see Program Terms, Conditions, and Eligibility Criteria at savings.bijuva.com.

Indication

TO REQUEST SAMPLES, VISIT BIJUVAINFO.COM

BIJUVA is a combination of estradiol and progesterone indicated in
a woman with a uterus for the treatment of moderate to severe
vasomotor symptoms due to menopause.

IMPORTANT SAFETY INFORMATION
WARNING: CARDIOVASCULAR DISORDERS, BREAST CANCER,
ENDOMETRIAL CANCER, AND PROBABLE DEMENTIA
See full prescribing information for complete boxed warning.
Estrogen Plus Progestin Therapy
• Estrogen plus progestin therapy should not be used for the
prevention of cardiovascular disease or dementia
• The Women’s Health Initiative (WHI) estrogen plus progestin
substudy reported increased risks of stroke, deep vein
thrombosis (DVT), pulmonary embolism (PE), and myocardial
infarction (MI)
• The WHI estrogen plus progestin substudy reported increased
risks of invasive breast cancer
• The WHI Memory Study (WHIMS) estrogen plus progestin
ancillary study of WHI reported an increased risk of probable
dementia in postmenopausal women 65 years of age or older
Estrogen-Alone Therapy
• There is an increased risk of endometrial cancer in a woman
with a uterus who uses unopposed estrogens
• Estrogen-alone therapy should not be used for the prevention
of cardiovascular disease or dementia
• The WHI estrogen-alone substudy reported increased risks of
stroke and DVT
• The WHIMS estrogen-alone ancillary study of WHI reported an
increased risk of probable dementia in postmenopausal women
65 years of age or older

CONTRAINDICATIONS

• BIJUVA is contraindicated in women with any of the following
conditions: undiagnosed abnormal genital bleeding; known, suspected,
or history of cancer of the breast; known or suspected estrogendependent neoplasia; active DVT, PE, or history of these conditions;
active arterial thromboembolic disease (for example, stroke, MI), or a
history of these conditions; known anaphylactic reaction, angioedema,
or hypersensitivity to BIJUVA or any of its ingredients; known liver
impairment or disease; known protein C, protein S, or antithrombin
deficiency, or other known thrombophilic disorders.

WARNINGS AND PRECAUTIONS
• An increased risk of PE, DVT, stroke, and MI has been reported
with estrogen plus progestin therapy. Should these occur or be
suspected, therapy should be discontinued immediately. Risk factors
for arterial vascular disease and/or venous thromboembolism (VTE)
should be managed appropriately.
• The WHI substudy of daily estrogen plus progestin after a mean
follow-up of 5.6 years reported an increased risk of invasive breast
cancer. Observational studies have also reported an increased risk
of breast cancer for estrogen plus progestin therapy after several
years of use. The risk increased with duration of use and appeared
to return to baseline over about 5 years after stopping treatment
(only the observational studies have substantial data on risk after
stopping). The use of estrogen plus progestin therapy has been
reported to result in an increase in abnormal mammograms
requiring further evaluation.
• Endometrial hyperplasia (a possible precursor to endometrial
cancer) has been reported to occur at a rate of approximately less
than one percent with BIJUVA. Clinical surveillance of all women
using estrogen plus progestin therapy is important. Adequate
diagnostic measures should be undertaken to rule out malignancy
in postmenopausal women with undiagnosed persistent or recurring
abnormal genital bleeding.
• The WHI estrogen plus progestin substudy reported a statistically
non-significant increased risk of ovarian cancer. A meta-analysis
of 17 prospective and 35 retrospective epidemiology studies found
that women who used hormonal therapy for menopausal symptoms
had an increased risk for ovarian cancer. The exact duration of
hormone therapy use associated with an increased risk of ovarian
cancer, however, is unknown.
• In the WHIMS ancillary studies of postmenopausal women 65 to
79 years of age, there was an increased risk of developing probable
dementia in women receiving estrogen plus progestin when
compared to placebo. It is unknown whether these findings apply
to younger postmenopausal women.
• Estrogens increase the risk of gallbladder disease.
• Discontinue estrogen if severe hypercalcemia, loss of vision, severe
hypertriglyceridemia, or cholestatic jaundice occurs.
• Monitor thyroid function in women on thyroid replacement
hormone therapy.

ADVERSE REACTIONS

The most common adverse reactions (≥3%) for BIJUVA are breast
tenderness (10.4%), headache (3.4%), vaginal bleeding (3.4%), vaginal
discharge (3.4%) and pelvic pain (3.1%).

Please note that this information is not comprehensive. Please see Brief Summary of the Full Prescribing Information,
including BOXED WARNING, on the following pages.
References: 1. BIJUVA [package insert]. Boca Raton, FL: TherapeuticsMD, Inc; 2019. 2. Lobo RA, Liu J, Stanczyk FZ, et al. Estradiol and
progesterone bioavailability for moderate to severe vasomotor symptom treatment and endometrial protection with the continuous-combined
regimen of TX-001HR (oral estradiol and progesterone capsules). Menopause. 2019;26(7):720-727. 3. Lobo RA, Archer DF, Kagan R, et al. A
17ß-estradiol-progesterone oral capsule for vasomotor symptoms in postmenopausal women: a randomized controlled trial. Obstet Gynecol.
2018;132(1):161-170. 4. Sutton SS, Hardin JW, Bramley TJ, D’Souza AO, Bennett CL. Single- versus multiple-tablet HIV regimens: adherence and
hospitalization risks. Am J Manag Care. 2016;22(4):242-248. 5. Coca A, Agabiti-Rosei E, Cifkova R, Manolis AJ, Redón J, Mancia G. The polypill
in cardiovascular prevention: evidence, limitations and perspective - position paper of the European Society of Hypertension. J Hypertens.
2017;35(8):1546-1553.
BIJUVA is a registered trademark of TherapeuticsMD, Inc. © 2020 TherapeuticsMD, Inc. All rights reserved. BJVA-20135.2 01/2020
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BIJUVA® (estradiol and progesterone) capsules, for oral use
BRIEF SUMMARY OF PRESCRIBING INFORMATION
This Brief Summary does not include all the information needed to use BIJUVA safely and
effectively. Please visit BIJUVAHCP.com for Full Prescribing Information.
WARNING: CARDIOVASCULAR DISORDERS, BREAST CANCER, ENDOMETRIAL CANCER,
and PROBABLE DEMENTIA
Estrogen Plus Progestin Therapy
Cardiovascular Disorders and Probable Dementia
Estrogen plus progestin therapy should not be used for the prevention of cardiovascular disease or dementia
[see Warnings and Precautions (5.1, 5.3), and Clinical Studies (14.4, 14.5) in full prescribing information].
The Women’s Health Initiative (WHI) estrogen plus progestin substudy reported increased risks of deep
vein thrombosis (DVT), pulmonary embolism (PE), stroke, and myocardial infarction (MI) in postmenopausal
women (50 to 79 years of age) during 5.6 years of treatment with daily oral conjugated estrogens
(CE) [0.625 mg] combined with medroxyprogesterone acetate (MPA) [2.5 mg], relative to placebo [see
Warnings and Precautions (5.1), and Clinical Studies (14.4) in full prescribing information].
The WHI Memory Study (WHIMS) estrogen plus progestin ancillary study of WHI reported an increased
risk of developing probable dementia in postmenopausal women 65 years of age or older during 4 years
of treatment with daily CE (0.625 mg) combined with MPA (2.5 mg), relative to placebo. It is unknown
whether this finding applies to younger postmenopausal women [see Warnings and Precautions (5.3), Use
in Specific Populations (8.5), and Clinical Studies (14.5) in full prescribing information].
Breast Cancer
The WHI estrogen plus progestin substudy demonstrated an increased risk of invasive breast cancer[see
Warnings and Precautions (5.2), and Clinical Studies (14.4) in full prescribing information].
In the absence of comparable data, these risks should be assumed to be similar for other doses of CE and
MPA, and other combinations and dosage forms of estrogens and progestins.
Estrogens with or without progestins should be prescribed at the lowest effective doses and for the
shortest duration consistent with treatment goals and risks for the individual woman.
Estrogen-Alone Therapy
Endometrial Cancer
There is an increased risk of endometrial cancer in a woman with a uterus who uses unopposed
estrogens. Adding a progestin to estrogen therapy has been shown to reduce the risk of endometrial
hyperplasia, which may be a precursor to endometrial cancer. Adequate diagnostic measures, including
directed or random endometrial sampling when indicated, should be undertaken to rule out malignancy in
postmenopausal women with undiagnosed persistent or recurring abnormal genital bleeding
[see Warnings and Precautions (5.2) in full prescribing information].
Cardiovascular Disorders and Probable Dementia
Estrogen-alone therapy should not be used for the prevention of cardiovascular disease or dementia
[see Warnings and Precautions (5.1, 5.3), and Clinical Studies (14.4, 14.5) in full prescribing information].
The WHI estrogen-alone substudy reported increased risks of stroke and DVT in postmenopausal women
(50 to 79 years of age) during 7.1 years of treatment with daily oral CE (0.625 mg)-alone, relative to
placebo [see Warnings and Precautions (5.1), and Clinical Studies (14.4) in full prescribing information].
The WHIMS estrogen-alone ancillary study of WHI reported an increased risk of developing probable
dementia in postmenopausal women 65 years of age or older during 5.2 years of treatment with
daily CE (0.625 mg)-alone, relative to placebo. It is unknown whether this finding applies to younger
postmenopausal women [see Warnings and Precautions (5.3), Use in Specific Populations (8.5), and
Clinical Studies (14.5) in full prescribing information].
In the absence of comparable data, these risks should be assumed to be similar for other doses of CE
and other dosage forms of estrogens. Estrogens with or without progestins should be prescribed at the
lowest effective doses and for the shortest duration consistent with treatment goals and risks for the
individual woman.
INDICATIONS AND USAGE
Treatment of Moderate to Severe Vasomotor Symptoms Due to Menopause
DOSAGE AND ADMINISTRATION
Use of estrogen, alone or in combination with a progestogen, should be limited to the lowest effective dose
available and for the shortest duration consistent with treatment goals and risks for the individual woman.
Postmenopausal women should be reevaluated periodically as clinically appropriate to determine if treatment
is still necessary.
Take a single BIJUVA (estradiol and progesterone) capsule, 1 mg/100 mg, orally each evening with food.
CONTRAINDICATIONS
BIJUVA is contraindicated in women with any of the following conditions:
• Undiagnosed abnormal genital bleeding
• Known, suspected, or history of breast cancer
• Known or suspected estrogen-dependent neoplasia
• Active DVT, PE, or history of these conditions
• Active arterial thromboembolic disease (for example, stroke, MI), or a history of these conditions
• Known anaphylactic reaction, angioedema, or hypersensitivity to BIJUVA or any of its ingredients
• Known liver impairment or disease
• Known protein C, protein S, or antithrombin deficiency, or other known thrombophilic disorders
WARNINGS AND PRECAUTIONS
Cardiovascular Disorders
An increased risk of PE, DVT, stroke, and MI has been reported with estrogen plus progestin therapy. An
increased risk of stroke and DVT has been reported with estrogen-alone therapy. Should these occur or
be suspected, therapy should be discontinued immediately. Risk factors for arterial vascular disease (for
example, hypertension, diabetes mellitus, tobacco use, hypercholesterolemia, and obesity) and/or venous
thromboembolism (VTE) (for example, personal history or family history of VTE, obesity, and systemic lupus
erythematosus) should be managed appropriately.
Stroke
In the Women’s Health Initiative estrogen plus progestin substudy, a statistically significant increased risk
of stroke was reported in women 50 to 79 years of age receiving daily CE (0.625 mg) plus MPA (2.5 mg)
compared to women in the same age group receiving placebo (33 versus 25 per 10,000 women-years)
[see Clinical Studies (14.4) in full prescribing information]. The increase in risk was demonstrated after the
first year and persisted. Should a stroke occur or be suspected, estrogen plus progestin therapy should be
discontinued immediately.
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In the WHI estrogen-alone substudy, a statistically significant increased risk of stroke was reported in
women 50 to 79 years of age receiving daily CE (0.625 mg)-alone compared to women in the same age
group receiving placebo (45 versus 33 per 10,000 women-years). The increase in risk was demonstrated in
year 1 and persisted [see Clinical Studies (14.4) in full prescribing information]. Should a stroke occur or be
suspected, estrogen-alone therapy should be discontinued immediately. Subgroup analyses of women 50 to
59 years of age suggest no increased risk of stroke for those women receiving CE (0.625 mg)-alone versus
those receiving placebo (18 versus 21 per 10,000 women-years).
Coronary Heart Disease
In the WHI estrogen plus progestin substudy, there was a statistically non-significant increased risk of
coronary heart disease (CHD) events (defined as nonfatal MI, silent MI, or CHD death) reported in women
receiving daily CE (0.625 mg) plus MPA (2.5 mg) compared to women receiving placebo (41 versus 34
per 10,000 women-years). An increase in relative risk was demonstrated in year 1, and a trend toward
decreasing relative risk was reported in years 2 through 5 [see Clinical Studies (14.4) in full prescribing
information].
In the WHI estrogen-alone substudy, no overall effect on CHD events was reported in women receiving
estrogen-alone compared to placebo [see Clinical Studies (14.4) in full prescribing information].
Subgroup analysis of women 50 to 59 years of age suggests a statistically non-significant reduction in CHD
events (CE [0.625 mg]-alone compared to placebo) in women with less than 10 years since menopause
(8 versus 16 per 10,000 women-years).
In postmenopausal women with documented heart disease (n = 2,763), average 66.7 years of age, in a
controlled clinical trial of secondary prevention of cardiovascular disease (Heart and Estrogen/Progestin
Replacement Study [HERS]), treatment with daily CE (0.625 mg) plus MPA (2.5 mg) demonstrated no
cardiovascular benefit. During an average follow-up of 4.1 years, treatment with CE plus MPA did not reduce
the overall rate of CHD events in postmenopausal women with established coronary heart disease. There
were more CHD events in the CE plus MPA-treated group than in the placebo group in year 1, but not during
the subsequent years. Two thousand, three hundred and twenty-one (2,321) women from the original HERS
trial agreed to participate in an open label extension of the original HERS, HERS II. Average follow-up in HERS
II was an additional 2.7 years, for a total of 6.8 years overall. Rates of CHD events were comparable among
women in the CE plus MPA group and the placebo group in HERS, HERS II, and overall.
Venous Thromboembolism
In the WHI estrogen plus progestin substudy, a statistically significant 2-fold greater rate of VTE (DVT and
PE) was reported in women receiving daily CE (0.625 mg) plus MPA (2.5 mg) compared to women receiving
placebo (35 versus 17 per 10,000 women-years). Statistically significant increases in risk for both DVT (26
versus 13 per 10,000 women-years) and PE (18 versus 8 per 10,000 women-years) were also demonstrated.
The increase in VTE risk was demonstrated during the first year and persisted [see Clinical Studies (14.4)
in full prescribing information]. Should a VTE occur or be suspected, estrogen plus progestin therapy should
be discontinued immediately. In the WHI estrogen-alone substudy, the risk of VTE was increased for women
receiving daily CE (0.625 mg)-alone compared to placebo (30 versus 22 per 10,000 women-years), although
only the increased risk of DVT reached statistical significance (23 versus 15 per 10,000 women-years).
The increase in VTE risk was demonstrated during the first 2 years [see Clinical Studies (14.4) in full
prescribing information]. Should a VTE occur or be suspected, estrogen-alone therapy should be discontinued
immediately.
If feasible, estrogens should be discontinued at least 4 to 6 weeks before surgery of the type associated with
an increased risk of thromboembolism, or during periods of prolonged immobilization.
Malignant Neoplasms
Breast Cancer
The most important randomized clinical trial providing information about breast cancer in estrogen plus
progestin users is the WHI substudy of daily CE (0.625 mg) plus MPA (2.5 mg). After a mean follow-up
of 5.6 years, the estrogen plus progestin substudy reported an increased risk of invasive breast cancer in
women who took daily CE plus MPA. In this substudy, prior use of estrogen-alone or estrogen plus progestin
therapy was reported by 26% of the women. The relative risk of invasive breast cancer was 1.24, and the
absolute risk was 41 versus 33 cases per 10,000 women-years, for CE plus MPA compared with placebo.
Among women who reported prior use of hormone therapy, the relative risk of invasive breast cancer was
1.86, and the absolute risk was 46 versus 25 cases per 10,000 women-years, for CE plus MPA compared
with placebo. Among women who reported no prior use of hormone therapy, the relative risk of invasive
breast cancer was 1.09, and the absolute risk was 40 versus 36 cases per 10,000 women-years for CE plus
MPA compared with placebo. In the same substudy, invasive breast cancers were larger, were more likely
to be node positive, and were diagnosed at a more advanced stage in the CE (0.625 mg) plus MPA (2.5 mg)
group compared with the placebo group. Metastatic disease was rare, with no apparent difference between
the two groups. Other prognostic factors, such as histologic subtype, grade and hormone receptor status did
not differ between the groups [see Clinical Studies (14.4) in full prescribing information].
The most important randomized clinical trial providing information about breast cancer in estrogen-alone
users is the WHI substudy of daily CE (0.625 mg)-alone. In the WHI estrogen-alone substudy, after an average
follow-up of 7.1 years, daily CE-alone was not associated with an increased risk of invasive breast cancer
[relative risk (RR) 0.80] [see Clinical Studies (14.4) in full prescribing information].
Consistent with the WHI clinical trial, observational studies have also reported an increased risk of breast
cancer for estrogen plus progestin therapy, and a smaller increased risk for estrogen-alone therapy, after
several years of use. The risk increased with duration of use, and appeared to return to baseline over about
5 years after stopping treatment (only the observational studies have substantial data on risk after stopping).
Observational studies also suggest that the risk of breast cancer was greater, and became apparent earlier,
with estrogen plus progestin therapy as compared to estrogen-alone therapy. However, these studies have
not generally found significant variation in the risk of breast cancer among different estrogen plus progestin
combinations, doses, or routes of administration.
The use of estrogen-alone and estrogen plus progestin therapy has been reported to result in an increase in
abnormal mammograms requiring further evaluation.
In a one-year trial, among 1,684 women who received a combination of estradiol plus progesterone (1 mg
estradiol plus 100 mg progesterone or 0.5 mg estradiol plus 100 mg progesterone or 0.5 mg estradiol plus
50 mg progesterone or 0.25 mg estradiol plus 50 mg progesterone) or placebo (n=151), six new cases of
breast cancer were diagnosed, two of which occurred among the group of 415 women treated with BIJUVA
(estradiol and progesterone) capsules, 1 mg/100 mg. No new cases of breast cancer were diagnosed in the
group of 151 women treated with placebo.
All women should receive yearly breast examinations by a healthcare provider and perform monthly breast
self-examinations. In addition, mammography examinations should be scheduled based on patient age, risk
factors, and prior mammogram results.
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Endometrial Cancer
Endometrial hyperplasia (a possible precursor of endometrial cancer) has been reported to occur at a rate of
approximately 1 percent or less with BIJUVA (estradiol and progesterone) capsules, 1 mg/100 mg.
An increased risk of endometrial cancer has been reported with the use of unopposed estrogen therapy in
a woman with a uterus. The reported endometrial cancer risk among unopposed estrogen users is about
2- to 12-fold greater than in non-users, and appears dependent on duration of treatment and on estrogen
dose. Most studies show no significant increased risk associated with use of estrogens for less than 1 year.
The greatest risk appears associated with prolonged use, with an increased risk of 15- to 24-fold for 5 to
10 years or more, and this risk has been shown to persist for at least 8 to 15 years after estrogen therapy
is discontinued.
Clinical surveillance of all women using estrogen-alone or estrogen plus progestogen therapy is important.
Adequate diagnostic measures, including directed or random endometrial sampling when indicated, should
be undertaken to rule out malignancy in postmenopausal women with undiagnosed persistent or recurring
abnormal genital bleeding.
There is no evidence that the use of natural estrogens results in a different endometrial risk profile
than synthetic estrogens of equivalent estrogen dose. Adding a progestogen to estrogen therapy in
postmenopausal women has been shown to reduce the risk of endometrial hyperplasia, which may be a
precursor to endometrial cancer.
Ovarian Cancer
The WHI estrogen plus progestin substudy reported a statistically non-significant increased risk of ovarian
cancer. After an average follow-up of 5.6 years, the relative risk for ovarian cancer for CE plus MPA versus
placebo was 1.58 (95% confidence interval [CI], 0.77 to 3.24). The absolute risk for CE plus MPA versus
placebo was 4 versus 3 cases per 10,000 women-years.
A meta-analysis of 17 prospective and 35 retrospective epidemiology studies found that women who
used hormonal therapy for menopausal symptoms had an increased risk for ovarian cancer. The primary
analysis, using case-control comparisons, included 12,110 cancer cases from the 17 prospective studies.
The relative risks associated with current use of hormonal therapy was 1.41 (95% CI, 1.32 to 1.50); there
was no difference in the risk estimates by duration of the exposure (less than 5 years [median of 3 years] vs.
greater than 5 years [median of 10 years] of use before the cancer diagnosis). The relative risk associated
with combined current and recent use (discontinued use within 5 years before cancer diagnosis) was 1.37
(95% CI, 1.27 to 1.48), and the elevated risk was significant for both estrogen-alone and estrogen plus
progestin products. The exact duration of hormone therapy use associated with an increased risk of ovarian
cancer, however, is unknown.
Probable Dementia
In the WHIMS estrogen plus progestin ancillary study of WHI, a population of 4,532 postmenopausal women
65 to 79 years of age was randomized to daily CE (0.625 mg) plus MPA (2.5 mg) or placebo.
After an average follow-up of 4 years, 40 women in the CE plus MPA group and 21 women in the placebo
group were diagnosed with probable dementia. The relative risk of probable dementia for CE plus MPA versus
placebo was 2.05 (95% CI, 1.21 to 3.48). The absolute risk of probable dementia for CE plus MPA versus
placebo was 45 versus 22 cases per 10,000 women-years [see Use in Specific Populations (8.5), and Clinical
Studies (14.5) in full prescribing information].
In the WHIMS estrogen-alone ancillary study of WHI, a population of 2,947 hysterectomized women 65 to
79 years of age was randomized to daily CE (0.625 mg)-alone or placebo. After an average follow-up of
5.2 years, 28 women in the estrogen-alone group and 19 women in the placebo group were diagnosed with
probable dementia. The relative risk of probable dementia for CE-alone versus placebo was 1.49 (95% CI,
0.83 to 2.66). The absolute risk of probable dementia for CE-alone versus placebo was 37 versus 25 cases
per 10,000 women-years [see Use in Specific Populations (8.5), and Clinical Studies (14.5) in full prescribing
information].
When data from the two populations in the WHIMS estrogen-alone and estrogen plus progestin ancillary
studies were pooled as planned in the WHIMS protocol, the reported overall relative risk for probable
dementia was 1.76 (95% CI, 1.19 to 2.60). Since both ancillary studies were conducted in women 65 to
79 years of age, it is unknown whether these findings apply to younger postmenopausal women [see Use in
Specific Populations (8.5), and Clinical Studies (14.5) in full prescribing information].
Gallbladder Disease
A 2- to 4-fold increase in the risk of gallbladder disease requiring surgery in postmenopausal women
receiving estrogens has been reported.
Hypercalcemia
Estrogen administration may lead to severe hypercalcemia in women with breast cancer and bone
metastases. If hypercalcemia occurs, use of the drug should be stopped and appropriate measures taken to
reduce the serum calcium level.
Visual Abnormalities
Retinal vascular thrombosis has been reported in women receiving estrogens. Discontinue medication
pending examination if there is a sudden partial or complete loss of vision, or a sudden onset of proptosis,
diplopia, or migraine. If examination reveals papilledema or retinal vascular lesions, estrogens should be
permanently discontinued.
Addition of a Progestogen When a Woman Has Not Had a Hysterectomy
Studies of the addition of a progestin for 10 or more days of a cycle of estrogen administration, or daily
with estrogen in a continuous regimen, have reported a lowered incidence of endometrial hyperplasia than
would be induced by estrogen treatment alone. Endometrial hyperplasia may be a precursor to endometrial
cancer. There are, however, possible risks that may be associated with the use of progestogen with estrogens
compared to estrogen-alone regimens. These include an increased risk of breast cancer.
Elevated Blood Pressure
In a small number of case reports, substantial increases in blood pressure have been attributed to
idiosyncratic reactions to estrogens. In a large, randomized, placebo-controlled clinical trial, a generalized
effect of estrogens on blood pressure was not seen.
Hypertriglyceridemia
In women with pre-existing hypertriglyceridemia, estrogen therapy may be associated with elevations of
plasma triglycerides leading to pancreatitis. Consider discontinuation of treatment if pancreatitis occurs.
Hepatic Impairment and/or Past History of Cholestatic Jaundice
Estrogens may be poorly metabolized in women with impaired liver function. For women with a history of
cholestatic jaundice associated with past estrogen use or with pregnancy, caution should be exercised, and in
the case of recurrence, medication should be discontinued.

Hypothyroidism
Estrogen administration leads to increased thyroid-binding globulin (TBG) levels. Women with normal thyroid
function can compensate for the increased TBG by making more thyroid hormone, thus maintaining free
T4 and T3 serum concentrations in the normal range. Women dependent on thyroid hormone replacement
therapy who are also receiving estrogens may require increased doses of their thyroid replacement therapy.
These women should have their thyroid function monitored in order to maintain their free thyroid hormone
levels in an acceptable range.
Fluid Retention
Estrogens and progestins may cause some degree of fluid retention. Women with conditions that might be
influenced by this factor, such as a cardiac or renal dysfunction, warrant careful observation when estrogens
plus progestins are prescribed.
Hypocalcemia
Estrogen therapy should be used with caution in women with hypoparathyroidism as estrogen-induced
hypocalcemia may occur.
Exacerbation of Endometriosis
A few cases of malignant transformation of residual endometrial implants have been reported in women
treated post-hysterectomy with estrogen-alone therapy. For women known to have residual endometriosis
post-hysterectomy, the addition of progestin should be considered.
Hereditary Angioedema
Exogenous estrogens may exacerbate symptoms of angioedema in women with hereditary angioedema.
Exacerbation of Other Conditions
Estrogen therapy may cause an exacerbation of asthma, diabetes mellitus, epilepsy, migraine, porphyria,
systemic lupus erythematosus, and hepatic hemangiomas and should be used with caution in women with
these conditions.
Laboratory Tests
Serum follicle stimulating hormone (FSH) and estradiol levels have not been shown to be useful in the
management of moderate to severe vasomotor symptoms.
Drug Laboratory Test Interactions
Accelerated prothrombin time, partial thromboplastin time, and platelet aggregation time; increased platelet
count; increased factors II, VII antigen, VIII antigen, VIII coagulant activity, IX, X, XII, VII-X complex, II-VII-X
complex, and beta-thromboglobulin; decreased levels of antifactor Xa and antithrombin III, decreased
antithrombin III activity; increased levels of fibrinogen and fibrinogen activity; increased plasminogen antigen
and activity. Increased thyroid-binding globulin (TBG) levels leading to increased circulating total thyroid
hormone as measured by protein-bound iodine (PBI), T4 levels (by column or by radioimmunoassay) or T3
levels by radioimmunoassay. T3 resin uptake is decreased, reflecting the elevated TBG. Free T4 and free T3
concentrations are unaltered. Women on thyroid replacement therapy may require higher doses of thyroid
hormone. Other binding proteins may be elevated in serum, for example, corticosteroid binding globulin (CBG),
sex hormone-binding globulin (SHBG), leading to increased total circulating corticosteroids and sex steroids,
respectively. Free hormone concentrations, such as testosterone and estradiol, may be decreased. Other
plasma proteins may be increased (angiotensinogen/renin substrate, alpha-1-antitrypsin, ceruloplasmin).
Increased plasma high-density lipoprotein (HDL) and HDL2 cholesterol subfraction concentrations, reduced
low-density lipoprotein (LDL) cholesterol concentrations, increased triglyceride levels. Impaired glucose
tolerance.
ADVERSE REACTIONS
In a single, prospective, randomized, placebo-controlled, double-blind trial, the most common adverse
reactions with BIJUVA (incidence ≥ 3% of women and greater than placebo) were breast tenderness (10.4%),
headache (3.4%), vaginal bleeding (3.4%), vaginal discharge (3.4%) and pelvic pain (3.1%).
DRUG INTERACTIONS
Inducers and inhibitors of CYP3A4 may affect estrogen at drug metabolism and decrease or increase the
estrogen plasma concentration.
USE IN SPECIFIC POPULATIONS
Pregnancy
BIJUVA is not indicated for use in pregnancy. There are no data with the use of BIJUVA in pregnant women,
however, epidemiologic studies and meta-analyses have not found an increased risk of genital or non-genital
birth defects (including cardiac anomalies and limb-reduction defects) following exposure to combined
hormonal contraceptives (estrogen and progestins) before conception or during early pregnancy.
Lactation
BIJUVA is not indicated for use in females of reproductive potential. Estrogens are present in human milk and
can reduce milk production in breast-feeding females. This reduction can occur at any time but is less likely
to occur once breast-feeding is well-established.
Pediatric Use
BIJUVA is not indicated in children. Clinical studies have not been conducted in the pediatric population.
Geriatric Use
There have not been sufficient numbers of geriatric women involved in clinical studies utilizing BIJUVA to
determine whether those over 65 years of age differ from younger women in their response to BIJUVA.
An increased risk of probable dementia in women over 65 years of age was reported in the Women’s Health
Initiative Memory ancillary studies of the Women’s Health Initiative
OVERDOSAGE
Overdosage of estrogen plus progestogen may cause nausea, vomiting, breast tenderness, abdominal pain,
drowsiness and fatigue, and withdrawal bleeding may occur in women. Treatment of overdose consists of
discontinuation of BIJUVA therapy with institution of appropriate symptomatic care.
PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved patient labeling (Patient Information).
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Study’s findings expand
potential use of PEUS
by BOB KRONEMYER

A

prospective study comparing dual-energy X-ray
absorptiometry (DXA) to
pulse-echo ultrasonography (PEUS) found similar sensitivity
and specificity for density index (DI)
thresholds in Caucasian and Hispanic postmenopausal women, with or
without osteoporosis.
The study in the Journal of Clinical
Densitometry was conducted on 293
postmenopausal women, roughly divided between Hispanic (n = 140) and
Caucasian (n = 153) participants, at
the New Mexico Clinical Research &
Osteoporosis Center in Albuquerque,
from March to December 2019.
“There is a large osteoporosis treatment gap that has become a global crisis in the care of this disease,” said principal investigator E. Michael Lewiecki,
MD, the center’s director. “Most patients who could benefit from treatment
of osteoporosis are not receiving it.”
One factor contributing to the treatment gap is lack of access to high-quality bone mineral density (BMD) testing
with DXA, Dr. Lewiecki said. “A potential strategy for addressing this need is
a convenient, portable, reliable screening test for osteoporosis, which PEUS
may fulfill,” he said. “However, more
data are needed to validate PEUS use
in diverse patient populations; thus,
the reason for the study.”
PEUS software calculated DI, a
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value that has previously shown good
correlation with BMD at the hip by
DXA in postmenopausal Caucasian
women in Finland and the U.S. Those
studies identified DI thresholds that
discriminate patients likely to have
osteoporosis with about 90% sensitivity and 90% specificity.
For the current study, osteoporosis
was defined as a total hip or femoral
neck T-score ≤ -2.5.
PEUS measurements at the proximal tibia and DXA BMD at the hip were
evaluated, with DI calculated for each
patient and compared with BMD. The
performance of DI threshold values for
the two populations was then assessed.
PEUS in Caucasians had an 80%
sensitivity and 86% specificity, compared to 80% and 91%, respectively, in
Hispanics, for identifying women with
osteoporosis.
The positive predictive value for
osteoporosis was 87% for Caucasians
and 90% for Hispanics, with a negative
predictive value of 80% for Caucasians
and 82% for Hispanics.
“We now know that the DI thresholds established with this new technology can be used with confidence
for Hispanic as well as Caucasian postmenopausal women,” Dr. Lewiecki
told Contemporary OB/GYN
Because Hispanics comprise about
18% of the American population, and a
much larger portion of the population
in states such as California, Arizona,
New Mexico and Texas, “it is impor-

tant to evaluate any diagnostic test in
this demographic group,” Dr. Lewiecki
said. “The study’s findings expand the
potential for using PEUS as a screening test for osteoporosis.”
However, as with any test, “the operator must be trained and maintain
quality standards,” Dr. Lewiecki said.
“PEUS is no exception, although the
skills required for PEUS testing are less
demanding than for DXA.”
Dr. Lewiecki looks forward to the
day when evaluation of skeletal health
is standard practice for all postmenopausal women and older men. “In order
to reduce or eliminate the osteoporosis
treatment gap, we need to identify individuals at high risk for fracture, evaluate and address factors contributing
to fracture risk, and when appropriate,
start pharmacological therapy,” he said.
If PEUS and other emerging technologies can contribute to the recognition of those who are at high risk,” then
we have more opportunities to reduce
the burden of osteoporotic fractures,”
Dr. Lewiecki said.
DISCLOSURES Dr. Lewiecki reports no relevant
ﬁnancial disclosures.
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Cervical Cancer Today

Survey of ob/gyn behaviors and attitudes
By DaCarla M. Albright, MD, FACOG

Given the threat of cervical cancer to women’s
health, guidelines for cervical cancer screening by the
American College of Obstetricians and Gynecologists
recommend screening with the Pap test and human
papillomavirus (HPV) test together every 5 years for
women age 30 to 65 years and cytologic testing
alone every 3 years for women age 21 to 29 years.1
A wealth of data—including a recently published
longitudinal Quest Diagnostics Health Trends™
study—affirm cotesting as the most effective
screening strategy for women age 30 to 65 years.2
But to what extent do obstetrician/gynecologists
(ob/gyns) agree with and follow guidelines, and how
do they differ or deviate from women’s healthcare
providers (HCPs) as a whole?
Through a survey of ob/gyns, nurse practitioners,
and primary care physicians conducted by the
National Association of Nurse Practitioners in
Women’s Health (NPWH) and HealthyWomen,
Ob/gyns, as well as all of these HCPs combined, are
unified in their support for and continued use of the
Pap test and cotesting for cervical cancer screening.3
Similar support was noted from patients, which is
important to consider when providing them care.
There are differences, however, in perception of the
effect of guidelines on women’s health, preferences
for screening frequency, report of patient screening
practice, and perceived patient knowledge about
cervical cancer by ob/gyn experience.

Ob/gyns more likely to use Pap test
compared to all HCPs
Ob/gyns recognize the value of the Pap test in
screening for cervical cancer (94% ob/gyns, 95% all
HCPs combined). Additionally, 94% of ob/gyns and
92% of all HCPs combined say the Pap test is an
effective tool for managing the risk of cervical cancer
(Figure 1). As well, 87% of ob/gyns say the Pap
test itself is a primary reason their patients receive
annual health checkups. Moreover, ob/gyns are more
concerned that eliminating the Pap test from frontline
cervical cancer screening will have a negative impact
on women’s health (66% vs 61%).

Less than 1% of HCPs
screen using HPV alone,
demonstrating nearly
universal agreement across
all types of HCPs that
screening with HPV alone is
less effective than use of the
Pap test and/or cotesting.
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Figure 1. Ob/gyns strongly support and use Pap test
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Less than 1% of HCPs screen using HPV alone,
demonstrating nearly universal agreement across all
types of HCPs that screening with HPV alone is less
effective than use of the Pap test and/or cotesting.
In considering risks associated with HPV only testing
without a Pap test, ob/gyns are most fearful about a
positive diagnosis with no treatment options offered to
patients (58%), more recommendations for colposcopies
(57%), and higher rates of missed diagnoses (52%).
These concerns are not surprising given previous
research showing that screening with HPV alone could
miss up to 1 in 5 cervical cancer cases.4 Considering
the high prevalence of HPV, particularly among women
younger than age 30 years, it is critical to discern which
cases are most likely to progress to invasive disease
to avoid unnecessary treatment. All of these concerns
culminate in ob/gyns saying they are more likely (88%
vs 82%) to continue using the Pap test as part of their
cervical screening practices for the foreseeable future
(Figure 1).
Ob/gyn and combined HCP support for the Pap test
mirrors that of their patients. It was found that 84% of
women are familiar with the Pap test and 90% believe
the Pap test is important to managing their overall health
and well-being. Women value the Pap test and believe
it’s an important preventive health tool warranting
regular visits with their ob/gyn.
Ob/gyns strongly support cotesting
Like the Pap test, both ob/gyns and all HCPs
combined agree that cotesting has positive effects on
women’s health. The extent to which HCPs trust and
value the role of cotesting has increased to an even
higher level since they were last surveyed 5 years ago
by NPWH and HealthyWomen. Ob/gyns are particularly
strong in their support for the value of cotesting.

Overwhelmingly, 91% of ob/gyns and 89% of
combined HCPs believe cotesting is valuable for their
patients’ health (Figure 2). These findings demonstrate
clear agreement that cotesting remains the best way to
protect women’s health.
Ob/gyns are also more likely to use cotesting than
all HCPs combined and are taking the lead on what is
considered standard practice in the United States. For
patients who are age 30 to 65 years, more than 8 in 10
ob/gyns (81%) are likely to use cotesting for screening
(compared to 74% of all HCPs combined). Moreover,
ob/gyns are more likely to believe that cotesting
provides the most assurance that a patient is not at risk
for cervical cancer (83% vs 74% among HCPs) (Figure 2).
Confidence in cotesting is inversely related to the
experience with newer practitioners who are quick to
adopt it. Ob/gyns with 10 years or less of experience are
most confident in cotesting (93%), compared to those
with 11 to 19 years of experience (80%) and those with
20 or more years of experience (79%).
Figure 2. Ob/gyns are more supportive and use
cotesting more than all HCPs
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Familiarity with guidelines does not equate to total
compliance
Compared to all combined HCPs, ob/gyns are more
familiar with consensus screening guidelines as you
may expect. In fact, 87% of ob/gyns are familiar
with these guidelines, as compared with only 69% of
combined HCPs. However, less than half of ob/gyns
(42%) believe the consensus guidelines have had a
positive effect on overall women’s health compared to
55% among all HCPs combined (Figure 3). This lack
of support may be due to the lengthening of screening
intervals, given the overwhelming support for screening
strategies involving the Pap test.

–2–
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Figure 3. Ob/gyns are more aware of consensus
guidelines but less likely to believe they have positive
impact on women’s health
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Divergence exists between ob/gyn preferences for
screening frequency and patient practice
Regardless of personal perceptions of screening
guidelines, ob/gyns and all HCPs combined most often
recommend that their patients age 30 to 65 years be
tested every 5 years after an initial test (44% of ob/
gyns, 43% of HCPs).
Patients seem to prefer more frequent testing, with
only 19% of patients tested every 5 years. However,
81% of patients are tested more frequently, with
1% tested every 4 years, 27% tested every 3 years,
12% tested every 2 years, 38% tested annually, 1%
tested every 6 months, and 2% tested at some other
frequency (Figure 4).

Figure 4. More than 4 in 5 patients (81%) receive
testing more frequently than guidelines recommend
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Ob/gyn confidence in patients’ awareness about
cervical cancer screening varies
Ob/gyns report that a large majority of their
patients are familiar with cervical cancer screening
methods and the collection process. In fact, ob/
gyns recognize how much women value the Pap test
as part of their overall health and well-being. When
asked whether they believe their patients are familiar
with the Pap test, more than 3 in 4 (76%) report their
patients are familiar. Further, all HCPs combined
report similarly high rates of familiarity. As well, more
than 6 in 10 ob/gyns (63%) and all HCPs combined
(64%) report their patients as being aware that the
Pap test and HPV test are collected in the same
way, adding no extra time or frequency to visits with
their HCPs. Ob/gyns with longer tenures are more
confident their patients are aware of this. Of ob/
gyns with 20 years or more experience, 73% report
the majority of their patients are aware, compared to
64% of ob/gyns with 11 to 19 years of experience
and just 45% of ob/gyns who have 10 years or less
of experience.
Despite strong patient awareness of the different
screening methods, most ob/gyns report that their
patients are unaware of the link between HPV and
cervical cancer. Although 98% of ob/gyns report
being comfortable discussing an HPV diagnosis
with their patients (96% typically discuss HPV with
patients as part of their wellness exams, and 76%
believe it is important to discuss HPV with their
patients), only 39% of ob/gyns report that their
patients are aware HPV can cause cervical cancer.
Again, there is divergence in attitudes by ob/gyn
experience. Nearly 47% of ob/gyns (1 in 2) with 20
or more years of experience report their patients are
aware, compared to 41% of ob/gyns with 11 to 19
years of experience and just 22% of ob/gyns with 10
or less years of experience.
The varied confidence that ob/gyns have in
their patients’ awareness of screening methods
and cervical cancer risks may be due in part to a
conversation gap between providers and patients.
Although 76% of all HCPs combined claim to
discuss cervical cancer and HPV frequently as part
of their routine exams, patients say that they do
not discuss these conditions as frequently as HCPs
believe. Only 27% say they talk about cervical
cancer with their HCP most or all of the time, while
25% say they never discuss it and 20% say they
rarely do. These conflicting perceptions highlight the
importance of ensuring cervical cancer screening is
prioritized as a point for discussion during regular
exam visits.
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Implications for ob/gyns and patient health
Ob/gyns play a critical role in helping protect their
patients’ health against the threat of cervical cancer
by providing screening and education. There is strong
agreement among ob/gyns that both the Pap test
and cotesting are valuable cervical cancer screening
methods. More than 8 in 10 report that they will continue
to use Pap testing and cotesting with their patients.
This unified support is reinforced by nearly universal
agreement that HPV alone screening presents a
number of risks, as evidenced by less than 1% of HCPs
reporting that they screen using HPV alone.

Our findings clearly show
that ob/gyns and all HCPs
combined continue to support
cotesting and the Pap test.

medical training and experience leading to systematic
differences in cervical cancer screening? Does patient
population and insurance type affect the feedback
loop between patient and provider? And what type of
educational outreach may be needed to ensure that
any future changes to guidelines are communicated
appropriately to ob/gyns?
Our findings clearly show that ob/gyns and all HCPs
combined continue to support cotesting and the Pap
test. These insights along with real-world research favor
continued use of these methods as the most effective
way to screen for cervical cancer. Any future evolution to
screening guidelines and practices should account for
the preferences of HCPs to ensure proper compliance,
screening effectiveness, and, ultimately, the best
protection for women’s health.
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Postpartum etonogestrel
implants and depression
by BOB KRONEMYER

R

ates of depression at 6
weeks postpartum among
adolescents and young
adults (AYA) were significantly lower in those initiating immediate postpartum etonogestrel (ENG) implants compared to other birth control
methods, according to new research.
The authors of the retrospective
study in the Journal of Pediatric and
Adolescent Gynecology noted that although recent systematic reviews have
failed to show a clear link between
hormonal contraception and postpartum depression, “many clinicians remain hesitant to use progestins in the
immediate postpartum period.”
The study enrolled 497 patients
(median age 19, range 13 to 22) who
were attending the Colorado Adolescent Maternity Program (CAMP) and
delivered at the University of Colorado Hospital in Aurora between January 2013 and December 2016. Overall,
86% of participants were primiparous,
50% Latina, 24% black and 16% white.
Of the study cohort, 34% (n = 169)
initiated an ENG implant within the
first 14 days postpartum (the intervention group), whereas the remaining
66% (n = 328) chose other birth control
methods, including no contraception
(the control group). Both groups had
similar baseline characteristics, other
than for an increased rate of preterm
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births in the intervention group: 19.4%
vs. 12.1% (P = 0.03).
Prenatally, 14% of the entire cohort had an elevated Center for Epidemiologic Studies Depression Scale
(CES-D) score: 11.5% in the intervention group vs. vs. 15.4% in the control
group (P = 0.25). The investigators also
compared rates of positive Edinburgh
Postpartum Depression Scales (EPDS)
(scores ≥ 10) in the two groups.
At 6 weeks postpartum, 7.6% of the
cohort had a positive postpartum depression screen, although this rate was
significantly lower in the intervention
group than in the control group: 4.1%
vs. 9.5% (P = 0.04).

PROVIDERS SHOULD CONTINUE
TO ENCOURAGE AYA TO

CHOOSE WHICHEVER
HIGHLY EFFECTIVE
CONTRACEPTIVE METHOD
THEY PREFER FOR
POSTPARTUM USE.
“Retrospective review allowed us
to analyze EPDS scores that were
free from response bias,” wrote the
authors. “When making contraception decisions, our subjects were not
influenced by a focus of postpartum
depression as a primary outcome.”
Nonetheless, the authors said the reason for a lower rate of positive postpartum screens in AYA immediate postpartum implant users is unclear.

In addition, the study has several
limitations, including the inability to
adjust for baseline depression scores
because a different scale was used
prenatally and postnatally: CES-D and
EPDS, respectively. In addition, many
subjects were excluded from the study,
mainly due to not having a 6-week
postpartum visit, which was the study’s
only time point for EPDS scores.
A “prospective design could follow
subjects more longitudinally to provide
additional information about longterm depression outcomes,” wrote the
investigators.
Meanwhile, despite the variance in
positive postpartum depression between implant users and those who
used other forms of contraception, the
authors said providers should continue
to encourage AYA to choose whichever
highly-effective contraceptive method
they prefer for postpartum use.
The authors also advocate further
research of the multifactorial etiology of postpartum depression and in
the psychosocial factors that influence
contraceptive decision-making. 

Bob Kronemyer

is a freelance writer for
Contemporary OB/GYN.
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Study finds plasma oxytocin
levels higher in OC users
by BOB KRONEMYER
Plasma oxytocin levels are significantly
higher in oral contraceptive (OC) users than in to non-users, according to
a study in Scientific Reports. The crosssectional study of nearly 200 women
also found that scores for satisfaction
with life were higher among OC users.
“Most women have used oral contraception at some point in their lives,
and they face an increased risk for
developing depression,” said principal investigator Michael Winterdahl,
PhD, an associate professor of clinical
medicine at Aarhus University in Denmark. “However, there have been very
few studies about the mechanisms by
which these pills can affect women’s
health and mood.”
Dr. Winterdahl told Contemporary
OB/GYN that the oxytocin system is of
particular interest because it mediates
both reproductive physiology and social behavior.
The study comprised 185 young
women, whose average age was 21.2
years. Women were divided into two cohorts: oral contraceptive users (n = 71)
and non-users (n = 114). A blood sample was obtained from all participants to
test the plasma levels of oxytocin, adrenocorticotropic hormone (ACTH), estradiol, progesterone and testosterone.
Two datasets were collected as part
of two separate studies in different
cohorts of participants. The samples
obtained in the second cohort were
processed using improved methodology that assayed oxytocin from plasma
using a RadioImmunoAssay (RIA) kit.
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The oxytocin assay also included an extraction step to reduce binding of side
products. Samples from the older dataset were also analyzed using a RIA kit;
however, without an extraction step.
“Because our methodology for measuring oxytocin had improved between
the two data collections, we were unable
to pool the data,” Dr. Winterdahl said.
“The two methods for measuring oxytocin, however, consistently revealed a
significant difference between oral contraceptive users and non-users.”
Both datasets showed highly significant differences between users and
non-users, with the former exhibiting
elevated basal oxytocin and lower adrenocorticotropic hormone (ACTH),
estradiol, progesterone and testosterone. For instance, in the newer dataset, on average there was a 144% higher oxytocin concentration in plasma
in birth control users compared to
non-users, whereas the older dataset
only revealed a 24% higher oxytocin
concentration.
“The difference in percentages reflected our improved methodology
for measuring oxytocin,” Dr. Winterdahl said.
Plasma hormone levels were also
compared to self-reported measures
of mood, well-being and depression.
Satisfaction With Life Score (SWLS)
was significantly higher in OC users
than in non-OC users. However, there
were no differences in the Beck Depression Score (BDI) and Positive and
Negative Affect Schedule (PANES) between the two groups.
“We expected estrogens in birth

control to raise oxytocin levels in plasma, and this indeed was the case,” Dr.
Winterdahl said. “But we were surprised that birth control users had
higher scores for quality of life. Birth
control users who suffer adverse effects tend not to sign up for scientific
studies, and our sample consisted of
young women in their early 20s, who
probably were happy not having to
worry about becoming pregnant. Also,
subjects with clinical depression were
excluded from the study.”

The study comprised 185
young women, whose average
age was 21.2 years.
The lack of information about the
duration and the specific OC formulations used by the women were limitations as well. Menstrual cycles may
have also affected the results because
peripheral oxytocin levels increase
during the menstrual cycle until ovulation and then decrease until menstruation begins again.
Despite these caveats, Dr. Winterdahl
said changes in oxytocin may explain
how birth control can affect mood.
“We anticipate that our research can
critically advance our understanding of how changes in sex hormones
increase susceptibility for depressive
episodes, thus eventually providing
novel preventive and therapeutic opportunities,” he said.
DISCLOSURES Dr. Winterdahl reports no
relevant financial disclosures.

Bob Kronemyer is a freelance writer for
Contemporary OB/GYN.
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Menopausal symptoms,
healthcare use correlate
by BOB KRONEMYER

M

edically documented
menopausal symptoms
result in a significant
increased burden of
disease and use of healthcare in Israel,
according to a real-world analysis in
the International Journal of Women’s
Health.
The retrospective cohort study also
found that those with menopausal
symptoms were much more likely to
undergo hysterectomy within 1 year
of diagnosis.
The computerized databases of
Maccabi Healthcare Services (MHS),
a large nationwide healthcare insurerprovider, were used to identify female
MHS members, aged 45 to 54, with at
least two diagnoses for general menopausal and postmenopausal disorders
in their electronic medical records between 2010 and 2015.
Women with a prior cancer diagnosis were excluded.
In the 17,406 included women, the
cumulative incidence of menopausal
symptoms was 8%.
Symptomatic perimenopausal and
postmenopausal women, particularly
those under age 52, were more likely to
exhibit comorbid conditions like depression (6.1% vs. 5.0%), anxiety (6.5%
vs. 4.7%) and insomnia (2.0% vs. 1.3%)
(all P < 0.001) in the year following the
index date, compared to women with
no reported menopausal symptoms.
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“Correspondingly, selective serotonin reuptake inhibitors, serotonin
norepinephrine reuptake inhibitors
and hypnotic drug use were significantly higher in symptomatic women,”
wrote the Israeli authors.
The analysis also concluded that
symptomatic women were significantly more likely to use healthcare
for hospitalization (odds ratio [OR] =
1.10; 95% confidence interval [CI] 1.00
to 1.20); primary care visits (OR = 1.90;
95% CI: 1.73 to 2.08); gyn visits (OR =
24.84; 95% CI: 22.36 to 27.59) and hysterectomy procedures (OR = 2.26; 95%
CI: 1.63 to 3.14).
The authors noted that the high proportion of women visiting physicians
(8.4 visits annually among symptomatic women) may be due to easily accessible cost-free ambulatory medical
services in Israel. The low number of
gyns with a subspecialty in menopause might also cause women to shift
from one physician to another to seek
appropriate care.
On the other hand, compared to
women with no menopausal disorders, symptomatic women had a lower prevalence of smoking (12.4% vs.
14.0%; P < 0.001); diabetes mellitus
(3.7% vs. 4.9%; P < 0.001); hypertension (15.4% vs. 16.2%, P = 0.031) and
osteoporosis (2.4% vs. 3.4%; P < 0.001).
The annual direct per-person costs
of menopausal symptoms in Israel in
2015 are comparable to the $248 calculated in the United States, according

to the authors.
Lack of patient knowledge about
the natural process of menopause and
lifestyle interventions are two major
challenges to symptom control. “Management strategies should include empowering women to participate in their
care that will improve their sense of control and overall care,” wrote the authors.
Along with empowerment, exercise and diet are important, including
isoflavones, calcium and vitamin D,
which may favorably impact menopausal symptoms, quality of life, and
sexual health.
The authors noted the burden of disease is expected to rise further in response to an increased awareness and
social acceptance of perimenopausal
and postmenopausal symptoms.
“Better education on menopause
for physicians and effective communication between healthcare providers and patients can help to better
manage menopausal symptoms,” they
wrote. “There is an urgent need for
doctors who specialize in menopause
in order to help reduce the burden of
unnecessary physician visits.” 

Bob Kronemyer

is a freelance writer for

Contemporary OB/GYN.
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LEGALLY SPEAKING
by ANDREW I. KAPLAN, ESQ

Was loss of ovary in this
pediatric case avoidable?
This involves an eight-year-old who originally presented with a chief
complaint of right-sided abdominal pain and one episode of vomiting.
The Facts
On June 2, 2011, the 8-year-old
patient presented to the defendant
Emergency Department (ED) accompanied by her parents with a chief
complaint of right-sided abdominal
pain that started at lunchtime, and
one episode of vomiting (a second
episode was alluded to by the attending in her note). The child had
constant, moderate in the right lower
quadrant (RLQ) that did not radiate and had sudden onset. A similar
incident had occurred the week before. The child’s medical history was
non-contributory.
On examination, there was tenderness in the girl’s RLQ without guarding
or rebound, no masses were palpated,
and bowel sounds were normal.
The child felt better while in the ED;
she was well-appearing and “able
to jump without difficulty.” She was
sent home with instructions to return
if she had fever, worse abdominal
pain or new symptoms, and to follow
up with her primary care physician
(PCP) the next day. A computed
tomography (CT) scan with con-

trast that was ordered initially was
cancelled. Discharge instructions
indicated a diagnosis of “abdominal
(belly) pain,” with the specific cause
being unknown. It was noted that the
illness did not seem dangerous or
require hospitalization or emergency
surgery. The instructions recommended bringing the child back in the
event of increasing or persistent pain.
A separate sheet of paper described
diagnosis and treatment of “UTI.”
On June 10, the girl was seen for
what the codefendant pediatrician described as a sick visit. His note is illegible, although the assessment appeared
to be “UTI” and the plan appeared to
consist of a follow-up appointment.
Results of the urinalysis and urine culture done that day were normal.
Follow-up for “UTI” was done by
the co-defendant pediatrician on Sept.
24, when the child was seen for fever
and a cough. No mention was made
of abdominal pain. Two days later,
the child returned to the defendant
hospital accompanied by her parents
with a complaint of a 3-day history of
RLQ abdominal pain that was severe,

intermittent, and non-radiating,
and reported vomiting. The mother
reported seeing the child’s PCP, who
diagnosed the girl with “constipation”
and gave her a laxative and enema,
without improvement. Exam at that
time revealed tenderness, rebound,
and guarding, although no mass was
felt and bowel sounds were present.
Laboratory testing revealed an elevated white blood cell count.
A CT with contrast of the abdomen
and pelvis was done and showed a
predominantly cystic mass measuring
6.4 6.2 cm that contained internal septations. The uterus was compressed
between the mass and urinary bladder. The ovaries could not be visualized. There was a small amount of
free fluid in the pelvis. The finding
was believed to be an ovarian cystic
mass, mesenteric cyst or enteric
duplication cyst. Pelvic ultrasound
showed an enlarged right ovary that
measured 7.3 4.6 4.6 cm, midline in
the pelvis. A thick-walled right ovarian cystic mass with intervening thick
septations was visible and there was
trace fluid in the pelvis. By compari-

Andrew I Kaplan, Esq is a partner at Aaronson, Rappaport, Feinstein & Deutsch, LLP in New York City, specializing in medical malpractice defense
and healthcare litigation. This case was handled by one of his partners.
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On exam, the child’s abdomen was full, with a lower
abdomen mass palpable at midline, described as movable.
son, the left ovary was 2.2 cm in its
been seen at the defendant hospital
widest diameter. The impression was
and undergoing ultrasound and CT,
“complex cystic right ovarian mass
which showed a right ovarian cystic
with thick septation.” Given the size of
mass measuring 6.4 cm, as well as a
the mass, superimposed torsion could
possible complex right ovarian mass,
not be excluded. Surgical consultation
predominantly cystic. The family
was recommended.
brought reports but not hard films.
Progress notes indicate that “CodeThe girl was having less pain and
fendant OB/GYN [was made] aware of
was otherwise healthy, although her
CT and sono findings. He will follow
grandmother thought her “tummy
as outpatient.” The family was counwas getting bigger.”
seled as to the need for follow-up and
On exam, the child’s abdomen
reasons to return. The patient was
was full, with a lower abdomen mass
discharged home from the ED with
palpable at midline, described as
instructions describing a primary dimovable. The remainder of the exam
agnosis of abdominal tenderness and
was unremarkable. The impression
a secondary diagnosis of right ovarian
was abdominal mass, rule out right
cyst. The family was also given another
ovarian, mesenteric, and duplicating
detailed document that described the
cysts. The family was advised about
diagnosis of ovarian cyst and included
possible “torsion” and the need to
reasons for returning to the hospital.
obtain the ultrasound and CT images
The codefendant ob/
from the defendant
gyn saw the patient on
hospital. The child was
Sept. 27 in the office.
scheduled for surgery
Join
us
on
The physician’s brief
on Oct. 4.
Facebook and
note mentions that the
On October 3, the
Twitter as we
patient was in the ER at
child was seen by the
discuss this case
the defendant hospicodefendant pediatriwith
our followers
tal the prior day with
cian for surgical clearon social media.
sudden-onset abdomiance. Significantly, abnal pain, she had the
dominal examination
Follow us:
@ContempOBGYN
same pain 4 months
revealed no abnormaliacross
platforms.
before, and a sonogram
ties. There was no pain
showed a 6.4-cm cystic
or guarding on exam.
mass in the midline.
Surgery went forward
No intervention was attempted or
on Oct. 4 and the family provided the
recommended.
films that day, on CD. The procedure
On Oct. 22, the patient then saw
consisted of exploratory laparotomy,
the defendant pediatric gynecologic
detorsion of twisted right adnexa,
surgeon. Her chief complaint was inright oophorectomy, left oophorocystermittent abdominal pain in the RLQ
tectomy, and peritoneal lavage. The
for 4 months. She reported having
operative report noted hemorrhagic
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pelvis where the mass was lodged, 3
twists of the right adnexa including
infrandibulo pelvic ligament, multiple follicular cysts, involvement of the
uterus in the torsion (which regained
color after the torsion was reduced),
and other findings that were also accompanied by a diagram drawn by
the defendant surgeon.
The intraoperative log lists the time
in as 11:55 a.m. The incision time was
12:25 p.m. and closure time was 2:15
p.m. Time out was listed as 2:30 p.m.
The anesthesia start time was listed as
12:05 p.m., with the surgery start time
listed as 12:30 p.m. Anesthesia finish
time was 2:45 p.m., while surgery finish time was 2:20 or 2:30 p.m.
The operative report lists the preoperative diagnosis as abdominal
mass rule out ovarian lesion with
intermittent torsion, and the postoperative diagnosis was right ovarian
tumor with adnexa torsion, localized
peritonitis, and left ovarian follicular cyst. In the indications section of
the report, the defendant surgeon
noted that the case was “thoroughly
discussed with the family” and the
“possible risks and complications
were explained and no guarantees
were made.” A consent form for the
procedure was contained in the chart.
The defendant surgeon found “serous ascitic fluid” suggestive of peritoneal reaction. A hemorrhagic mass
was found in the pelvis consistent with
a right ovarian tumor with 3 twists of
the adnexa, including the infundibulopelvic ligament. The mass was 6 to
7 cm in diameter and “quite hemorrhagic with the violaceous discolor-

august 2020

7/28/20 5:58 PM

LEGALLY SPEAKING

ation of the ovarian mass.” The uterus
was described as splayed out with torsion. Some discoloration of the uterus
resolved after the torsion was reduced.
The right ovary was removed and
described as “replaced completely by
the tumor.” The anterior wall of the
rectum, the posterior bladder, and the
pelvis were “quite hemorrhagic” due
to the mass. They were checked for
hemostasis. “Multiple follicular cysts”
were drained from the left ovary. Following peritoneal lavage, the patient
was closed up. The child remained
at the hospital until Oct. 7. She was
eating well and without complaints of
pain prior to discharge.
Pathology revealed a right ovarian
mass, marked stromal congestion,
edema, and hemorrhage, as well as
several cysts lined with monolayer
short columnar cells with old intracystic hemorrhage. Further noted
were numerous primary follicles.
Findings were consistent with cystic
ovary with torsion, benign.
When the defendant surgeon saw
the child on Oct. 15, she was healing satisfactorily. Surgical pathology
showed benign ovarian cystic tumor,
without any indication of infarction
or necrosis. The scar was described
as well-healed with slight induration
under the scar. The child returned on
Nov. 12, again with satisfactory healing
and postoperative course. There was
slight induration under the scar, although no unusual complaints of pain.
She was eating well and having regular bowel movements. Subsequent
pediatric records do not indicate any
further significant medical issues.

Allegations
The plaintiff alleged that the codefendant hospital departed in not
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admitting the patient, obtaining an
immediate pediatric surgical consult,
referring the patient for an immediate
surgical consult or transferring the
patient to an appropriate facility for
surgical evaluation on Sept. 26. They
criticized the failure of the codefendant hospital to contact the mother
on Sept. 27, after the final interpretations of imaging from the day prior
were made available (showing possible torsion). They criticized the codefendant ob/gyn’s decision to refer
the patient to a pediatric surgeon on
Sept. 27, without immediately referring her to the hospital, in light of imaging that could not rule out torsion.
The plaintiff alleged that the defendant gyn surgeon failed to timely
operate on the patient, inappropriately delayed surgery by 3 days, failed
to timely apprise herself of abdominal imaging done 5 days prior at the
codefendant hospital, failed to order
emergent imaging, improperly assessed the plaintiff, improperly examined her, failed to timely apprehend
clinical and radiographic evidence
of ovarian torsion, allowed ovarian
cyst and torsion to worsen and ultimately caused or contributed to the
loss of the plaintiff’s right ovary, due
to worsening cyst and torsion. It was
alleged that the child suffered loss of
the right ovary, decreased fertility,
loss of chance of laparoscopy/laparotomy incision, abdominal adhesions/scarring, temporary incontinence, pain, and suffering.

Discovery
The child’s mother testified that the
girl had been having RLQ pain since
June 2011, and that it began around
the time of the first presentation
to the co-defendant hospital that

month. She didn’t recall much of the
June visit, besides the diagnosis of
UTI. When asked about the child’s
pain between the June and Sept. 2011
hospital visits, the mother stated
that the RLQ pain happened almost
daily but she was not sure if the pain
changed, as the child is “not really a
vocal child in letting me know.” She
did state, however, that the child’s
pain from September 24 to 26 was the
worst she had seen.

Findings were consistent with
cystic ovary with torsion, benign.
The mother testified that on Sept.
27, she went to the codefendant ob/
gyn, who spoke to them in his formal
office, not in an examination room.
He did not examine the child, stating
that he was an adult gynecologist
and did not examine children. He
did, however, discuss the possibility
of torsion and provided a referral to
another adult gynecologist. Instead,
the mother called the codefendant
pediatrician, who referred her to defendant gynecologist. After the defendant gynecologist did a physical exam
on Oct. 1, she said the child’s mass
needed to be removed. Surgery was
scheduled for Oct. 4. The defendant
said the removal could not be laparoscopic because the mass was too
large. When asked about the child’s
complaints between Oct. 1 and 4,
the mother stated, “I’m sure she did
[have complaints] but don’t know for
sure. I don’t recall.”
The defendant gynecologic surgeon went through the note from
her encounter and testified that her
interview and exam revealed no

CONTEMPOR ARY OB/GYN

39

7/28/20 5:58 PM

LEGALLY SPEAKING

complaint of pain and no tenderness
on palpation. Pain was described as
intermittent for at least 4 months.
Upon reviewing the CT and U/S reports and after assessing the patient,
her impression was rule out ovarian,
mesenteric, and duplicating cysts. She
testified that she counseled the family on torsion, telling them that if the
child were to have an acute attack of
abdominal pain, they should contact
the doctor as this would indicate a
surgical emergency. Otherwise, the
family was told that surgery would be
done on Oct. 4. She was questioned
intensely as to whether the child presented as a surgical emergency due
to the presence or risk of torsion on
Oct. 1. She insisted the child was not
an “emergency” due to the absence
of tenderness on palpation or active
pain at the time of interview/exam.
She testified that a torsed ovary is
capable of twisting/untwisting, and
a state of torsion can be reversed and
recur, intermittently. At the time of
the exam, there was no evidence of

Our pathology expert believed the ovary was
unsalvageable and had to be removed on Oct. 4.
torsion, thus it was proper to schedule surgery 3 days out, to obtain presurgical clearance and give the family
time to emotionally prepare for a
significant procedure.
Our pathology expert believed the
ovary was unsalvageable and had to
be removed on Oct. 4. She examined
slides of the specimen and found that
the patient’s ovary was both completely taken over by cyst and ischemic and
infarcted from torsion. The ovary was
no longer viable because of both disease processes. The slides showed that
the cyst had completely taken over the
ovary and the two were inseparable,
and thus measures such as cystectomy
or drainage were unavailing. In addition, the cyst—about 7 cm in its largest
dimension on Oct. 4–had grown to a
point where the ovary was most likely
unsalvageable by Oct. 1. Thus, had
the defendant operated on Oct. 1, the

ovary most likely would have been
removed then as well.
Our pediatric surgery expert was
supportive of the decision to remove
the right ovary on Oct. 4. Even in the
extremely unlikely event that the
de-torsed ovary “pinked up,” it would
have been against good medical
conduct to leave the ovary and do
periodic ultrasounds to check on its
viability, because the surgeon would
then be allowing a potentially malignant tumor to remain in the child’s
body. There was complete torsion of
the right ovary, which is reflected in
the operative record showing three
twists of the adnexa. Finally, the expert stated that the operative pictures
of the torsed and de-torsed ovary
clearly showed it to be necrotic, gangrenous, and lacking any viability. In
addition, the cyst had displaced any
viable ovarian tissue.

Result

Analysis

After all depositions were concluded, we moved for summary judgment dismissal of the case on behalf of our client, the surgeon. We argued that the alleged 3-day delay in
performing surgery was not a delay at all given the circumstances and that, regardless, the entire ovary had to come
out as it was nonviable and had been that way at least
since Oct. 1. In their opposition to all defendants’ motions,
the plaintiff’s expert had to concede that by the time the
patient presented to our client, there was unlikely to have
been any viable ovarian tissue remaining, and as such, it
was imperative that intervention occur prior to Sept. 26. As
a result, summary judgment was granted to our client and
the case was dismissed.

Sometimes medicolegal cases have so many moving parts
that until they are all fleshed out, as it were, one cannot be
certain as to where the focused allegations and defenses
will lie. While this started out as a misdiagnosis and delay
case as to all defendants, through the discovery process
and expert evaluation, we were able to determine that the
pathologic findings rendered any delay argument, at least
as to our client, moot. In the face of expert testimony in
support of that pathologic conclusion, the plaintiff was
forced to concede that our contentions were credible and
they could not mount an argument in rebuttal that would
enable them to maintain the case against our client. As
such, dismissal was obtained. 

For more Legally Speaking columns: contemporaryobgyn.net/legally-speaking
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OB/GYN Hospitalist Opening in
Georgia!

Provide high-quality patient care as a full-time OB/GYN
Hospitalist. Put the passion back into practicing medicine by
joining our upcoming OB/GYN Hospitalist program at Piedmont
Columbus Regional Midtown in Columbus, Georgia.
Full-time: Enjoy a flexible schedule with eight 24-hour, inhouse shifts per month, excellent pay and no responsibilities
while off. Candidates must be board-certified in OB/GYN and
demonstrate clinical excellence with superior communication
skills.
We ask you are proficient in the full breadth of the OB/GYN
specialty and hold a current or in-process Georgia license. Ideal
candidates have at least three years of active practice and are
willing to drive patient safety and quality initiatives required by
TeamHealth’s Patient Safety Organization.

TeamHealth is an industry leader in providing integrated
hospital-based services and offers the ability to grow
professionally through CME and training created and
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WHY IS IT ESSENTIAL TO KEEP THE PAP?
BECAUSE THEY’RE WORTH IT.
1 in 5 women with cervical cancer were missed by HPV-Alone screening.1,2*
Pap + HPV (co-testing) empowers you to do everything you can to protect the health of your patients.
Studies show Pap + HPV (co-testing) detects 95% of cervical cancers.1,2 The patient experience is exactly the
same, making it an easy decision to do everything you can, to do the best for your patients. When it comes
to cervical cancer, if you want to provide complete care you need to administer complete testing.

* A positive HPV screening result may lead to further evaluation with cytology and/or colposcopy.
References: 1. Blatt AJ, et al. Comparison of cervical cancer screening results among 256,648 women in multiple clinical practices. Cancer Cytopathol. 2015;123(5):282-288. doi:10.1002/ cncy.21544
(Study included ThinPrep, SurePath and Hybrid Capture 2 assay). 2. Austin RM, et al. Enhanced detection of cervical cancer and precancer through use of imaged liquid-based cytology in routine
cytology and HPV cotesting. Am J Obstet Gynecol. 2018;150(5):385-392. doi:10.1093/ajcp/aqy114 (Study included ThinPrep Pap test, ThinPrep imaging, Digene HPV, Cervista HPV and Aptima HPV).
ADS-02979-001 Rev. 001 © 2020 Hologic, Inc. All rights reserved. Hologic and associated logos are trademarks and/or registered trademarks of Hologic, Inc. and/or its subsidiaries in the United States
and/or other countries.
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