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Editorial

For the management of labor,
patience is a virtue
Start using the ACOG/SMFM labor management guidelines in your practice

Robert L. Barbieri, MD

Editor in Chief, OBG MANAGEMENT
Chair, Obstetrics and Gynecology
Brigham and Women'’s Hospital, Boston, Massachusetts
Kate Macy Ladd Professor of Obstetrics,
Gynecology and Reproductive Biology
Harvard Medical School, Boston

uring the past 45 years, the
D cesarean delivery (CD) rate

in the United States has
increased from 5.5% in 1970 to 33%
from 2009 to 2013, followed by a
small decrease to 32% in 2014 and
2015.! Many clinical problems cause
clinicians and patients to decide that
CD is an optimal birth route, includ-
ing: abnormal labor progress, abnor-
mal or indeterminate fetal heart
rate pattern, breech presentation,
multiple gestation, macrosomia,
placental and cord abnormalities,
preeclampsia, prior uterine surgery,
and prior CD.? Recent secular trends
that contribute to the current rate of

Instant Poll

Will you begin using

the ACOG/SMFM labor
management guidelines in
your practice?

Tell us at
rbarbieri@frontlinemedcom.com
Please include your name and
city and state.
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CD include an adversarial liability
environment,** increasing rates of
maternal obesity,’ and widespread
use of continuous fetal-heart moni-
toring during labor.®

Wide variation in CD rate has
been reported among countries,
states, and hospitals. The variation
is due, in part, to different perspec-
tives about balancing the harms and
benefits of vaginal delivery versus
CD. In Europe, in 2010 the CD rates
in Sweden and Italy were 17.1% and
38%, respectively.” In 2010, among
the states, Alaska had the lowest
rate of CD at 22% and Kentucky had
the highest rate at 40%.? In 2015, the
highest rate was 38%, in Mississippi
(FIGURE).® In 2014, among Massa-
chusetts hospitals with more than
2,500 births, the CD rate ranged from
alow of 22% to a high of 37%.°

Clinicians, patients, policy
experts, and the media are perplexed
and troubled by the “high” US CD
rate and the major variation in rate
among countries, states, and hospi-
tals. Labor management practices
likely influence the rate of CD and
diverse approaches to labor man-
agement likely account for the wide
variation in CD rates.

A nationwide effort to stan-
dardize and continuously improve

| Vol. 29 No. 8

labor management might result in
a decrease in the CD rate. Building
on this opportunity, the American
College of Obstetricians and Gyne-
cologists (ACOG) and the Society of
Maternal-Fetal Medicine (SMFM)
have jointly recommended new labor
management guidelines that may
reduce the primary CD rate.?

The ACOG/SMFM guidelines
encourage obstetricians to extend
the time for labor progress in both
the 1st and 2nd stages prior to rec-
ommending a CD.? These new guide-
lines emphasize that for a modern
obstetrician, patience is a virtue.
There are 2 important caveats to this
statement: to safely extend the length
of time of labor requires both (1) a
reassuring fetal heart rate tracing
and (2) stable maternal health. If the
fetus demonstrates a persistent wor-
risome Category II or a Category III
heart-rate tracing, decisive interven-
tion is necessary and permitting an
extended labor would not be opti-
mal. Similarly, if the mother has rap-
idly worsening preeclampsia it may
not be wise to extend an induction of
labor (IOL) over many days.

There are risks with extending the
length of labor. An extended dura-
tion of the 1st stage of labor is associ-
ated with an increased rate of maternal

obgmanagement.com
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chorioamnionitis and shoulder dys-
tocia at birth." An extended duration
of the 2nd stage of labor is associated
with an increase in the rate of mater-
nal chorioamnionitis, anal sphincter
injury, uterine atony, and neonatal
admission to an intensive care unit."
Clinicians who adopt practices that
permit an extended length of labor
must weigh the benefits of avoiding
a CD against these maternal and fetal
complications.

Active phase redefined

Central to the ACOG/SMFM guide-
lines is a new definition of the active
phase of labor. The research of
Dr. Emmanuel Friedman indicated
that at approximately 4 cm of cervical
dilation many women in labor transi-
tion from the latent phase, a time of
slow change in cervical dilation, to

obgmanagement.com

the active phase, a time of more rapid
change in cervical dilation.”** How-
ever, more recent research indicates
that the transition between the latent
and active phase is difficult to precisely
define, but more often occurs at about
6 cm of cervical dilation and not4 cm of
dilation."* Adopting these new norms
means thatlaboringwomen will spend
much more time in the latent phase,
a phase of labor in which patience is
avirtue.

The ACOG/SMFM
guidelines

Main takeaways from the ACOG/
SMFM guidelines are summarized
below. Interventions that address
common obstetric issues and labor
abnormalities are outlined in the box
on page 9.

Vol. 29 No. 8 | August 2017
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Do not perform CD for a pro-
longed latent phase of labor,
defined as regular contractions of
>20 hours duration in nulliparous
women and >14 hours duration
in multiparous women. Patience
with a prolonged latent phase will be
rewarded by the majority of women
entering the active phase of labor.
Alternatively, if appropriate, cervical
ripening followed by oxytocin IOL
and amniotomy will help the patient
with a prolonged latent phase to
enter the active phase of labor.'®

For women with an unfavorable
cervix as assessed by the Bishop
score, cervical ripening should
be performed prior to IOL. Use
of cervical ripening prior to IOL
increases the chance of achieving
vaginal delivery within 24 hours and
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may result in a modest decrease in
the rate of CD.'"®

Failed IOL in the latent phase
should only be diagnosed follow-
ing 12 to 18 hours of both rup-
tured membranes and adequate
contractions stimulated with
oxytocin. The key ingredients for
the successful management of the
latent phase of labor are patience,
oxytocin, and amniotomy.'®

CD for the indication of active
phase arrest requires cervical
dilation >6 cm with ruptured mem-
branes and no change in cervical
dilation for >4 hours of adequate
uterine activity. In the past, most
obstetricians defined active phase
arrest, a potential indication for CD,
as the absence of cervical change for
2 or more hours in the presence of
adequate uterine contractions and
cervical dilation of at least 4 cm.
Given the new definition of active
phase arrest, slow but progressive
progress in the 1st stage of labor is not
an indication for CD.'"**

“A specific absolute maximum
length of time spent in the 2nd
stage beyond which all women
should be offered an operative
delivery has not been identified.”®
Diagnosis of arrest of labor in the
2nd stage may be considered after at
least 2 hours of pushing in multipa-
rous women and 3 hours of pushing
in nulliparous women, especially
if no fetal descent is occurring. The
guidelines also state “longer dura-
tions may be appropriate on an
individualized basis (eg, with use of
epidural analgesia or with fetal mal-
position)” as long as fetal descent is
observed.

Patience is a virtue, especially
in the management of the 2nd stage
of labor. Extending the 2nd stage up

8 OBG Management | August 2017

to 4 hours appears to be reasonably
safe if the fetal status is reassuring
and the mother is physiologically
stable. In a study from San Francisco
of 42,268 births with normal new-
born outcomes, the 95th percen-
tile for the length of the 2nd stage
of labor for nulliparous women was
3.3 hours without an epidural and
5.6 hours with an epidural.®

In a study of 53,285 births,
longer duration of pushing was
associated with a small increase
in the rate of neonatal adverse out-
comes. In nulliparous women the
rate of adverse neonatal outcomes
increased from 1.3% with less than
60 minutes of pushing to 2.4% with
greater than 240 minutes of pushing.
Remarkably, even after 4 hours of
pushing, 78% of nulliparous women
who continued to push had a vagi-
nal delivery.?! In this study, among
nulliparous women the rate of anal
sphincter injury increased from 5%
with less than 60 minutes of pushing
to 16% with greater than 240 minutes
of pushing, and the rate of postpar-
tum hemorrhage increased from 1%
with less than 60 minutes of pushing
to 3.3% with greater than 240 min-
utes of pushing.

I am not enthusiastic about
patiently watching a labor extend into
the 5th hour of the 2nd stage, espe-
cially if the fetus is at +2 station or
lower. In a nulliparous woman, after
4 hours of managing the 2nd stage of
labor, my patience is exhausted and
I am inclined to identify a clear plan
for delivery, either by enhanced labor
coaching, operative vaginal delivery,
or CD.

Operative vaginal delivery in the
2nd stage of labor is an accept-
able alternative to CD. The rate
of operative vaginal delivery in the
United States has declined over the
past 2 decades (TABLE). In Sweden

| Vol. 29 No. 8

TaBLE Percent of live births
delivered by forceps or
vacuum in the United
States in 2015’

Year Forceps Vacuum
1995 3.48% 5.90%
2000 2.07% 4.85%
2005 0.93% 3.87%
2010 0.66% 2.96%
2015 0.56% 2.58%

in 2010 the operative vaginal deliv-
ery rate was 7.6% with a CD rate of
17.1%.” In the United States in 2010
the operative delivery rate was 3.6%,
and the CD rate was 33%.' Arenewed
focus on operative vaginal deliv-
ery with ongoing training and team
simulation for the procedure would
increase our use of operative deliv-
ery and decrease the overall rate
of CD.

Encourage the detection of per-
sistent fetal occiput posterior
position by physical examina-
tion and/or ultrasound and con-
sider manual rotation of the
fetal occiput from the posterior
to anterior position in the 2nd
stage. Persistent occiput posterior
is the most common fetal malposi-
tion.?? This malposition is associated
with an increased rate of CD.?® There
are few randomized trials of manual
rotation of the fetal occiput from
posterior to anterior position in the
2nd stage of labor, and the evidence
is insufficient to determine the effi-
cacy of manual rotation.* Small
nonrandomized studies report that
manual rotation of the occiput from
posterior to anterior position may
reduce the CD rate.?>%

For persistent 2nd stage fetal

occiput posterior position in a
woman with an adequate pelvis,
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Interventions to reduce the cesarean delivery rate

Labor is often associated with clinical conditions that increase the risk of cesarean delivery. Potential interventions
that may reduce the cesarean delivery rate are summarized below.

Obstetric condition

Potential interventions to reduce the cesarean delivery rate

Abnormal labor progress-
Prolonged latent phase

e Supportive counseling and patience’
e Therapeutic rest with morphine?®

¢ Induction of labor

Abnormal labor progress-
Active phase and second
stage abnormalities

stage*

e Patience with labor progress in the 1st and 2nd stage*

: e Expertise with operative vaginal delivery to complete the 2nd stage of labor*

e Manual rotation of the occiput for the fetus with a persistent occiput posterior position in the 2nd

Abnormal or indeterminate
fetal heart-rate (FHR)
pattern

i e Fetal scalp stimulation as an adjunctive measure to assess fetal status®

¢ e Interventions to resolve abnormal or indeterminate FHR patterns: discontinue oxytocin infusion,

change maternal position, amnioinfusion for recurrent variable decelerations® and/or administration
of a tocolytic for uterine tachysystole*

Fetal breech presentation

. e External cephalic version®®

Multiple gestation

* Recommend fertility treatments that reduce the rate of multiple gestation, including single embryo
transfer in in vitro fertilization”2

® Encourage vaginal delivery for twin pregnancies when the presenting twin is vertex8%2

Gestational age
>41 weeks

 Induction of labor at 41 weeks’ gestation compared with expectant management increases the rate
: of vaginal delivery'©2

Trial of labor after
cesarean (TOLAC)

i e Develop maternity care systems that encourage the use of TOLAC."" TOLAC may increase rate of
vaginal delivery with a small increase in neonatal morbidity.

2Recommendation based, in part, on data from randomized clinical trials.
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where manual rotation was not
successful and the fetus is at
+2 station or below, operative
vaginal delivery is an option. “Vac-
uum or forceps?” and “If forceps,
to rotate or not to rotate?” those are
the clinical questions. Forceps deliv-
ery is more likely to be successful

obgmanagement.com

than vacuum delivery.?® Direct for-
ceps delivery of the occiput poste-
rior fetus is associated with more
anal sphincter injuries than forceps
delivery after successful rotation,
but few clinicians regularly perform
rotational forceps.® In a study of
2,351 women in the 2nd stage of

Vol. 29 No. 8 | August 2017

labor with the fetus at +2 station or
below, compared with either forceps
or vacuum delivery, CD was associ-
ated with more maternal infections
and fewer perineal lacerations. Neo-
natal composite morbidity was not
significantly different among the
3 routes of operative delivery.*

| OBG Management 9



Editorial

Amnioinfusion for repetitive vari-
able decelerations of the fetal
heart rate may reduce the risk
of CD for an indeterminate fetal
heart-rate pattern.®

IOL in a well-dated pregnancy
at 41 weeks will reduce the
risk of CD. In a large clinical trial,
3,407 women at 41 weeks of gesta-
tion were randomly assigned to IOL
or expectant management. The rate
of CD was significantly lower in the
women assigned to IOL compared
with expectant management (21% vs
25%, respectively; P = .03).%* The rate
of neonatal morbidity was similar in
the 2 groups.

Women with twin gestations and
the first twin in a cephalic presen-
tation may elect vaginal delivery.
In a large clinical trial, 1,398 women
with a twin gestation and the first twin
in a cephalic presentation were ran-
domly assigned to planned vaginal
delivery (with cesarean only if neces-
sary) or planned CD.* The rate of CD
was 44% and 91% for the women in
the planned-vaginal and planned-
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Labor management

is an art
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that we change our expectations con-
cerning the acceptable rate of prog-
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labor guidelines may help to reduce
the rate of CD. @
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The pelvic exam revisited

O The USPSTF says there is not enough evidence to assess the benefits
and harms of the routine screening pelvic exam. These experts say that
ObGyns should renew their commitment to individualized well-woman care
and shared decision making.

Erin Higgins, MD, and Cheryl B. Iglesia, MD
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ore than 44 million pelvic examina-
M tions are performed annually in the
United States.! In March 2017, the
United States Preventive Services Task Force
(USPSTF) published an updated recommen-
dation statement regarding the need for routine
screening pelvic examinations in asymptom-
atic adult women (18 years and older) receiv-
ing primary care: “The USPSTF concludes that
the current evidence is insufficient to assess the
balance of benefits and harms of performing
screening pelvic examinations in asymptom-
atic, nonpregnant adult women.”?
That statement, however, was assigned a
grade of I, which means that evidence is lack-
ing, of poor quality, or conflicting, and that
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the balance of benefits and harms cannot
be determined. This USPSTF recommenda-
tion statement thus will not change practice
for ObGyn providers but likely will renew
our commitment to provide individualized
well-woman care. There was inadequate or
poor quality evidence for benefits related to
all-cause mortality, disease-specific morbid-
ity, and quality of life, as well as inadequate
evidence on harms related to false-positive
findings and anxiety stemming from screen-
ing pelvic exams.

Interpreting the new

USPSTF statement

We understand the USPSTF statement to
mean that pelvic exams should not be aban-
doned, but rather should be individualized
to each patient for her specific visit. We agree
that for visits focused on counseling and rou-
tine screening in asymptomatic, nonpregnant
women, pelvic exams likely will not increase
the early detection and treatment of disease
and more benefit likely would be derived by
performing and discussing evidence-based
and age-appropriate health services. A clas-
sic example would be for initiation or mainte-
nance of oral contraception in an 18-year-old
patient for whom an exam could cause
unnecessary trauma, pain, or psychological
distress leading to future avoidance or bar-
riers to seeking health care. For long-acting
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The pelvic examination and insurance coverage

Melanie Witt, RN, MA

Coding and billing for the care provided at a well-woman
visit can be uncomplicated if you know the right codes
for the right program. The information presented here
concerns straightforward preventive care and assumes
that the patient also has not presented with a significant
problem at the same visit.

First, a patient who is not Medicare-eligible might
have insurance coverage for an annual preventive care
examination every year. Normally, this service would be
billed using the Current Procedural Terminology (CPT)
preventive medicine codes, but some insurers require the
use of special codes for an annual gynecologic exam.
These special codes are:

e S0610, Annual gynecological examination, new patient

e S0612, Annual gynecological examination, established
patient

e S0613, Annual gynecological examination; clinical
breast examination without pelvic evaluation.

Notably, Aetna, Cigna, and UnitedHealthcare require
these codes to signify that a pelvic examination has
been performed (except for code S0613), but many Blue
Cross Blue Shield programs, for whom these codes were
originally created, are now reverting to the CPT preventive
medicine codes for all preventive care.

CPT outlines the requirements for use of the
preventive medicine codes as: an initial or periodic
comprehensive preventive medicine evaluation or
reevaluation and management (E/M) service, which
includes an age- and gender-appropriate history,
examination, counseling/anticipatory guidance/risk factor
reduction interventions, and the ordering of laboratory/
diagnostic procedures. The codes are divided into new or
established patient categories by age range as follows:

New patient
CPT code : Age range, years
99385 18-39
99386 40-64
99387 65 or older
Established patient

99395 : 18-39
99396 40-64
99397 65 or older

The Medicare E/M documentation guidelines
do not apply to preventive services, and a head-
to-toe examination also is not required. CPT
recognizes the American College of Obstetricians and
Gynecologists (ACOG) as an authoritative body to make
recommendations for the expected preventive service for

women, and if such a service is provided and documented,
the preventive care codes are to be reported. The payers
who use the S codes for a gynecologic exam will require
that a pelvic examination has been performed, but such
an examination would not be required when using the
CPT codes or ACOG'’s guidelines if the physician and
patient agreed that such an exam was not warranted
every year. The other components of a preventive service
applicable to the female patient’s age, however, should
be documented in order to report the CPT codes for
preventive medicine services.

If a pelvic examination is not performed, say
because the patient is young and not sexually active,
but an examination of other areas is carried out, the
diagnosis code would change from Z201.411, Encounter
for gynecological examination (general) (routine)
with abnormal findings, or Z01.419, Encounter for
gynecological examination (general) (routine) without
abnormal findings, to a general health exam: Z00.00,
Encounter for general adult medical examination without
abnormal findings, or Z00.01, Encounter for general adult
medical examination with abnormal findings.

What about Medicare?

Medicare requirements are somewhat different. First,

Medicare covers only a small portion of the preventive

care service; that is, it covers a physical examination of

the genital organs and breasts and the collection and

conveyance of a Pap specimen to the laboratory every

2 years for a low-risk patient. Second, the codes required

to get reimbursed for the examination are:

e G0101, Cervical or vaginal cancer screening; pelvic
and clinical breast examination

e QO0091, Screening Papanicolaou smear; obtaining,
preparing, and conveyance of cervical or vaginal smear
to laboratory.

It is not necessary to perform both of these services

every 2 years (for instance, the patient may not need a

Pap smear every 2 years based on her age and history),

but the benefit is available if the service is performed.

If the woman is at high risk for developing cervical or

vaginal cancer, Medicare will cover this portion of the

encounter every year so long as the Medicare-defined

criteria for high risk have been documented at the time of

the exam.

Ms. Witt is an independent coding and documentation
consultant and former program manager, department
of coding and nomenclature, American Congress

of Obstetricians and Gynecologists.
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The pelvic exam revisited

The pediatric and adolescent gynecologist perspective

Roshanak Mansouri Zinn, MD, and Rebekah L. Williams, MD, MS

No literature addresses the utility of screening pelvic
examination in the pediatric and adolescent population.
According to the American College of Obstetricians and
Gynecologists Committee on Adolescent Health Care
opinion on the initial reproductive health visit for screening
and preventive reproductive health care (reaffirmed in
2016), a screening internal exam is not necessary, but
an external genital exam may be indicated and may vary
depending on the patient’s concerns and prior clinical
encounters.! The American Academy of Pediatrics
promotes annual screening external genital examination
for all female patients as part of routine primary care, with
internal examinations only as indicated.?

Age-appropriate pelvic examination for girls and
nonsexually active adolescents usually is limited to an
external genital exam to evaluate the anatomy and note
the sexual maturity rating (Tanner stage), an important
indicator of normal pubertal development. As in adults,
the potential benefits of screening examination in this
population include detection of benign gynecologic
conditions (including vulvar skin conditions and
abnormalities of hymenal or vaginal development).
Additionally, early reproductive health visits are an
important time for clinicians to build rapport with younger
patients and to provide anticipatory education on
menstruation, hygiene, and anatomy. These visits can
destigmatize and demystify the pelvic examination and
help young women seek care more appropriately and
more comfortably if problems do arise.

Even when a pelvic exam is indicated, a patient’s
young age can give providers pause as to what type of
exam to perform. Patients with vulvovaginal symptoms,
abnormal vaginal bleeding, vaginal discharge, or pelvic
or abdominal pain should receive complete evaluation
with external genital examination. If external vaginal
examination does not allow for complete assessment
of the problem, the patient and provider can assess
the likelihood of her tolerating an internal exam in the
clinic versus undergoing vaginoscopy under sedation.

Limited laboratory evaluation and transabdominal pelvic
ultrasonography may provide sufficient information for
appropriate clinical decision making and management
without internal examination. If symptoms persist or

do not respond to first-line treatment, an internal exam
should be performed.

Patients of any age may experience anxiety or
physical discomfort or may even delay or avoid seeking
care because of fear of a pelvic exam. However, providers
of reproductive health care for children and adolescents
can offer early education, reassurance, and a more
comfortable experience when pelvic examination is
necessary in this population.
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Indications for pelvic
examination
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reversible contraception placement, how-
ever, a pelvic exam clearly would be neces-
sary for insertion of an intrauterine device.

Remember that the pelvic examination has
3 distinct parts (and that not all parts need to

be routinely conducted)®:

 general inspection of the external genitalia
and vulva

e speculum examination and evaluation of
the vagina and cervix

¢ bimanual examination with possible recto-
vaginal examination in age-appropriate or
symptomatic women.

According to the Well-Woman Task Force

obgmanagement.com



of the American College of Obstetricians and

Gynecologists (ACOG), “For women 21 years

and older, external exam may be performed

annually and that inclusion of speculum
examination, bimanual examination, or both

in otherwise healthy women should be a

shared, informed decision between patient

and provider”*
Indications for performing certain parts
of the pelvic exam include*:

« routine screening for cervical cancer (Pap
test)

o routine screening for gonorrhea, chla-
mydia infection, and other sexually trans-
mitted infections

o evaluation of abnormal vaginal discharge

o evaluation of abnormal bleeding, pelvic
pain, and pelvic floor disorders, such as
prolapse, urinary incontinence, and acci-
dental bowel leakage

« evaluation of menopausal symptoms, such
as dryness, dyspareunia, and the genitouri-
nary syndrome of menopause

o evaluation of women at increased risk for

gynecologic malignancy, such as women
with known hereditary breast-ovarian can-
cer syndromes.

In 2016, ACOG launched the Women'’s
Preventive Services Initiative (WPSI) in con-
junction with the Health Resources and
Services Administration (HRSA) of the US
Department of Health and Human Services.
In this 5-year collaboration, the agencies
are endeavoring to review and update the
recommendations for women’s preventive
health care services, including well-woman
visits, human papillomavirus testing, and
contraception, among many others.” Once
the HRSA adopts these recommendations,
women will be able to access comprehensive
preventive health services without incurring
any out-of-pocket expenses.

How will the USPSTF statement
affect practice?

In an editorial in the Journal of the Ameri-
can Medical Association commenting on the
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The pelvic exam revisited

USPSTF statement, McNicholas and Peipert
stated, “Based on the recommendation from
the task force, clinicians may ask whether the
pelvic examination should be abandoned.
The answer is not found in this recommen-
dation statement, but instead in a renewed
commitment to shared decision making.”® We
wholeheartedly agree with this statement. The
health care provider and the patient should
make the decision, taking into consider-
ation the patient’s risk factors for gynecologic
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CONTRACEPTION

Adopting the “opportunistic salpingectomy philosophy” for
benign hysterectomies has been fairly easy for ObGyns,
but what about for permanent contraception? Is it time to
advocate for this global practice?

»» Melissa C. Matulich, MD, is a Family Planning
Fellow in the Department of Obstetrics and
Gynecology at the University of California-Davis,
Sacramento, California.
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A ccording to the most recent data (2011-
2013), 62% of women of childbearing age
(15-44 years) use some method of contracep-
tion. Of these “contracepting” women, about
25% reported relying on permanent contra-
ception, making it one of the most common
methods of contraception used by women
in the United States (FIGURE 1, page 18).'?
Women either can choose to have a perma-
nent contraception procedure performed
immediately postpartum, which occurs after
approximately 9% of all hospital deliveries in
the United States,® or at a time separate from
pregnancy.

The most common methods of perma-
nent contraception include partial salpin-
gectomy at the time of cesarean delivery or
within 24 hours after vaginal delivery and
laparoscopic occlusive procedures at a time
unrelated to the postpartum period.? Hystero-
scopic occlusion of the tubal ostia is a newer
option, introduced in 2002; its worldwide use
is concentrated in the United States, which
accounts for 80% of sales based on revenue.*

Historically, for procedures remote
from pregnancy, the laparoscopic approach
evolved with less sophisticated laparo-
scopic equipment and limited visualiza-
tion, which resulted in efficiency and safety

obgmanagement.com

being the primary goals of the procedure.’
Accordingly, rapid occlusive procedures were
commonplace. However, advancement of
laparoscopic technology related to insuffla-
tion systems, surgical equipment, and video
capabilities did not change this practice.

Recent literature has suggested that com-
plete fallopian tube removal provides addi-
tional benefits. With increasing knowledge
about the origin of ovarian cancer, as well as
increasing data to support the hypothesis that
complete tubal excision results in increased
ovarian cancer protection when compared
with occlusive or partial salpingectomies,
both the American College of Obstetricians
and Gynecologists (ACOG)° and the Society
of Gynecologic Oncology (SGO)” recommend
discussing bilateral total salpingectomy with
patients desiring permanent contraception.
Although occlusive procedures decrease a
woman’s lifetime risk of ovarian cancer by 24%
to 34%,%° total salpingectomy likely reduces
this risk by 49% to 65%.'"!

With this new evidence, McAlpine and
colleagues initiated an educational cam-
paign, targeting all ObGyns in British Colum-
bia, which outlined the role of the fallopian
tube in ovarian cancer and urged the consid-
eration of total salpingectomy for permanent

Vol. 29 No. 8 | August 2017 | OBG Management
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ricure 1 Percent distribution of

contracepting women by type of method:

United States, 2011-2013'?

contraception in place of occlusive or partial
salpingectomy procedures. They found that
this one-time targeted education increased
the use of total salpingectomy for permanent

Implant
1.3%

Injectable
4.5%
Male
permanent

contraception ____
8.2%

Intrauterine
device
10.3%
Female permanent
Male contraception
condom 25:1%
15.3%

contraception from 0.5% at 2 years before the
intervention to 33.3% by 2 years afterwards."
On average, laparoscopic bilateral salpin-
gectomy took 10 minutes longer to complete
than occlusive procedures. Most impor-
tantly, they found no significant differences
in complication rates, including hospital
readmissions or blood transfusions.

Although our community can be
applauded for the rapid uptake of concomi-
tant bilateral salpingectomy at the time of
benign hysterectomy,'?"* offering total sal-
pingectomy for permanent contraception is
far from common practice. Similarly, while
multiple studies have been published to sup-
port the practice of opportunistic salpingec-
tomy at the time of hysterectomy, little has
been published about the use of bilateral
salpingectomy for permanent contraception
until this past year.

In this article, we review some of the first
publications to focus specifically on the fea-
sibility and safety profile of performing either
immediate postpartum total salpingectomy

aOther includes withdrawal (4.8%), hormonal ring or patch (2.6%), and “other” (2.0%).

or interval total salpingectomy in women
desiring permanent contraception.

Stop using the term “sterilization”

Family Planning experts are now strongly discouraging
the use of terms like “sterilization,” “permanent
sterilization,” and “tubal ligation” due to sterilization
abuses that affected vulnerable and marginalized
populations in the United States during the early- to mid-
20th century.

In 1907, Indiana was the first state to enact a eugenics-
based permanent sterilization law, which initiated an
aggressive eugenics movement across the United States.
This movement lasted for approximately 70 years and
resulted in the sterilization of more than 60,000 women, men,
and children against their will or without their knowledge.
One of the major contributors to this movement was the
state of California, which sterilized more than 20,000 women,
men, and children.

They defined sterilization as a prophylactic measure that

could simultaneously defend public health, preserve precious
fiscal resources, and mitigate menace of the “unfit and
feebleminded.” The US eugenics movement even inspired
Hitler and the Nazi eugenics movement in Germany.

Because of these reproductive rights atrocities, a
large counter movement to protect the rights of women,
men, and children resulted in the creation of the Medicaid
permanent sterilization consents that we still use today.
Although some experts question whether the current
Medicaid protective policy should be reevaluated, many
are focused on the use of less offensive language when
discussing the topic.

Current recommendations are to use the phrase
“permanent contraception” or simply refer to the procedure
name (salpingectomy, vasectomy, tubal occlusion, etc.) to
move away from the connection to the eugenics movement.
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Total salpingectomy: A viable option
for permanent contraception after
vaginal or at cesarean delivery

Shinar S, Blecher Y, Alpern S, et al. Total bilateral sal-
pingectomy versus partial bilateral salpingectomy for
permanent sterilization during cesarean delivery. Arch
Gynecol Obstet. 2017;295(5):1185-1189.

Danis RB, Della Badia CR, Richard SD. Postpartum
permanent sterilization: could bilateral salpingectomy
replace bilateral tubal ligation? ] Minim Invasive Gy-
necol. 2016;23(6):928-932.

hinar and colleagues presented a ret-

rospective case series that included
women undergoing permanent contracep-
tion procedures during cesarean delivery at
a single tertiary medical center. The authors
evaluated outcomes before and after a global
hospital policy changed the preferred per-
manent contraception procedure from par-
tial to total salpingectomy.

Details of the Shinar technique
and outcomes

Of the 149 women included, 99 under-
went partial salpingectomy via the modi-
fied Pomeroy technique and 50 underwent
total salpingectomy using an electrothermal
bipolar tissue-sealing instrument (Ligasure).
The authors found no difference in opera-
tive times and similar rates of complications.
Composite adverse outcomes, defined as
surgery duration greater than 45 minutes,
hemoglobin decline greater than 1.2 g/dL,
need for blood transfusion, prolonged hos-
pitalization, ICU admission, or re-laparot-
omy, were comparable and were reported as
30.3% and 36.0% in the partial and total sal-
pingectomy groups, respectively, (P = .57).
One major complication occurred in the
total salpingectomy cohort; postoperatively
the patient had hemodynamic instability
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and was found to have hemoperitoneum
requiring exploratory laparotomy. Signifi-
cant bleeding from the bilateral mesosal-
pinges was discovered, presumably directly
related to the total salpingectomy.

Details of Danis et al

Intuitively, performing salpingectomy at
the time of cesarean delivery does not seem
as significant a change in practice as would
performing salpingectomy through a small
periumbilical incision after vaginal deliv-
ery. However, Danis and colleagues did just
that; they published a retrospective case
series of total salpingectomy performed
within 24 hours after a vaginal delivery at an
urban, academic institution. They included
all women admitted for full-term vaginal
deliveries who desired permanent contra-
ception, with no exclusion criteria related
to body mass index (BMI). The authors
reported on 80 women, including 64 (80%)
who underwent partial salpingectomy via
the modified Pomeroy or Parkland tech-
nique and 16 (20%) who underwent total
salpingectomy. Most women had a BMI
of less than 30 kg/m? less than 15% of the
women in each group had a BMI greater
than 40 kg/m?.

The technique for total salpingectomy
involved a 2- to 3-cm vertical incision at the
level of the umbilicus, elevation of the entire
fallopian tube with 2 Babcock clamps, fol-
lowed by the development of 2 to 3 windows
with monopolar electrocautery in the meso-
salpinx and subsequent suture ligation with
polyglactin 910 (Vicryl, Ethicon).

Major findings included slightly
longer operative time in the total sal-
pingectomy compared with the partial salpin-
gectomy group (afinding consistent with other
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studies'!'*'%) and no difference in complica-
tion rates. The average (SD) surgical time in
the partial salpingectomy group was 59 (16)
minutes, compared with 71 (6) minutes in
the total salpingectomy group (P = .003). The

authors reported 4 (6.3%) complications in the
partial salpingectomy group—ileus, excessive
bleeding from mesosalpinx, and incisional
site hematoma—and no complications in the
total salpingectomy group (P = .58).

WHAT THIS EVIDENCE MEANS FOR PRACTICE k

These 2 studies, although small retrospec-
tive case series, demonstrate the feasibility of
performing total salpingectomies with minimal
operative time differences when compared
with more traditional partial salpingectomy
procedures. The re-laparotomy complication
noted in the Shinar series cannot be dis-
missed, as this is a major morbidity, but it also
should not dictate the conversation.

Overall, the need for blood transfusion or
unintended major surgery after permanent
contraception procedures is rare. In the U.S.
Collaborative Review of Sterilization study,
none of the 282 women who had a perma-
nent contraception procedure performed
via laparotomy experienced either of these

outcomes.’® Only 1 of the 9,475 women
(0.01%) having a laparoscopic procedure in
this study required blood transfusion and 14
(0.15%) required reoperation secondary to a
procedure complication.'” The complication
reported in the Shinar study reminds us that
the technique for salpingectomy in the post-
partum period, whether partial or total, should
be considered carefully, being mindful of the
anatomical changes that occur in pregnancy.

While larger studies should be performed to
confirm these initial findings, these 2 articles
provide the reassurance that many provid-
ers may need before beginning to offer total
salpingectomy procedures in the immediate
postpartum period.

Feasibility of interval laparoscopic
permanent contraception via
bilateral salpingectomy

Westberg ], Scott E Creinin MD. Safety outcomes of fe-
male sterilization by salpingectomy and tubal occlu-
sion. Contraception. 2017;95(5):505-508.

In this retrospective study, authors used bill-
ing data to identify women undergoing inter-
val laparoscopic permanent contraception
at a single academic medical center. They
educated physicians and patients about the
potential benefits to ovarian cancer risk with
total salpingectomy (similar to the educa-
tional initiative done in British Columbia)
and discussed the requirement for the extra
incision and more time for the surgery. From

OBG Management | August 2017 | Vol. 29 No. 8

2013 to 2015 use of salpingectomy for perma-
nent contraception changed from 45% of the
procedures to 85%, a fairly dramatic trend.'®
With these data, the authors compared out-
comes between the women receiving tubal
occlusive procedures and women receiving
bilateral salpingectomy.

Details of surgical time and
complications

Tubal occlusion procedures were per-
formed through 2 abdominal ports, and
device placement was at the discretion of
the provider. Bilateral salpingectomies were
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performed through 3 abdominal port sites
with an electrothermal bipolar tissue-sealing
instrument. A total of 149 procedures were
identified, 68 tubal occlusions (19% Falope
rings, 32% bipolar cautery, and 47% Filshie
clips) and 81 bilateral salpingectomies.

The surgical time average (SD) was
6 minutes longer for the salpingectomies
(44 [13] minutes vs 38 [15] minutes; P =.018).
As would be expected, more experienced
residents had shorter surgical times when
compared with less experienced residents
for both procedures (FIGURE 2)."* Similar
rates of both immediate and short-term sur-
gical complications were noted. One imme-
diate complication was reported in each
group, both of which were secondary to
anesthesia issues.

Interestingly, short-term complica-
tions were lower in the salpingectomy
group (4.9%) versus the tubal occlusion
group (14.7%), although this difference was
barely not statistically significant (P = .051).
These complications included 1 incisional
site infection requiring oral antibiotics and

OBG Management | August 2017 | Vol. 29 No. 8

3 cases of increased pain in the salpingec-
tomy group and 4 incisional site infections
with 6 patients reporting increased pain in
the tubal occlusion group.

WHAT THIS EVIDENCE A
MEANS FOR PRACTICE

This retrospective analysis provides further
reassurance regarding the safety of offering
bilateral salpingectomy to patients desiring
permanent contraception. This study again
consistently demonstrates that bilateral
salpingectomy increases the operative time,
but only minimally, which is unlikely clinically
significant, especially when considering

the potential benefits from total salpingec-
tomy (increased ovarian cancer protection,
higher contraceptive efficacy, decreased
ectopic pregnancy rates, reduced risk of
future surgeries for such tubal pathology as
hydrosalpinx, etc). The study also shows
that educational initiatives targeted at
providers likely will increase acceptability as
well as uptake of this practice for permanent
contraception.

obgmanagement.com



Our contraceptive counseling philosophy: The shared
decision-making model

When women present for permanent contraception counseling, we must remember that

our patients’ needs are often far too diverse and dynamic to allow a universal counseling
technique. Every provider likely has a counseling style, with a structure and language that has
been altered and changed through years of practice, patient experiences, and new scientific
technologies and data. Unfortunately, provider biases and past coercive practices also
influence contraceptive counseling.

Historically, some providers used formulas related to a woman’s age and parity to decide if
she could have a permanent contraception procedure, possibly based on fears of patient regret.
Such practices are an embarrassment to the principles of patient autonomy and empowerment,
which should serve as the foundation for any contraceptive conversation. Studies of regret
after permanent contraception procedures are often misinterpreted; although younger women
experience higher rates of regret, the absolute rate still favors performing the procedure.? When
comparing women aged 30 or younger to those older than 30 years at the time of procedure, the
vast majority (about 80%) of those 30 and younger do not express regret.” Less than 5% of women
who express regret access a reversal procedure.?® Our job as providers is to educate and allow
women to understand the options—and with permanent contraception that also means explaining
the potential for regret; however, empowering women does not mean limiting an opportunity for the
majority to potentially impact the minority.

Our contraceptive counseling philosophy follows the shared decision-making model. This
model informs the patient, tailors the conversation toward her priorities, and maintains patient
autonomy, while empowering the patient to take control of her reproductive health and future.
When a patient expresses the desire for permanent contraception, we ensure she understands
the permanence of the procedure and offer information about other Tier 1 contraceptive options,
including long-acting reversible methods and vasectomy. We use the evidence-based World Health
Organization counseling table*® to assist with the discussion and provide vasectomy referral and
further information about specific intrauterine devices or the contraceptive implant based on the
woman’s interests.

For women who desire a female permanent contraception procedure, we also provide
information tables comparing laparoscopic tubal occlusion procedures, laparoscopic bilateral
salpingectomy, and hysteroscopic tubal occlusion. These tables review how each procedure is
performed; risks and benefits, including failure rates over time; and ovarian cancer protection
estimates. Our office also has devised tables to inform women seeking permanent contraception
immediately after delivery and unrelated to pregnancy. Ultimately, the woman can choose what
makes the most sense for her at that specific time in her life, and as providers we must support and
uphold that decision.
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How to sell your ObGyn practice

O Your retirement may be a long way off, but the planning pointers
presented here can help smooth the transition of your practice
when you decide to sell
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or ObGyns, 2 intensely stressful career
F milestones are the day you start your
practice and the day you decide to put

it up for sale.

One of us, Dr. Baum, started a practice
in 1976. At that time, many clinicians seemed
to work right up until the day they died—in
mid-examination or with scalpel in hand!
Today, clinicians seriously contemplate leav-
ing an active practice at age 55, 60, or, more
traditionally, 65.

ObGyns in group practice, even
those with only 1 or 2 partners, presum-
ably have in place a well-thought-out and
properly drafted contract with buyout and
phase-down provisions. For members of a
group practice, it is imperative to critically
review and discuss contractual arrange-
ments periodically and decide if they make
sense as much now as they did at the start.

Mr. Bauman is a practice
management consultant and
CEO of Delta Health Care,
Brentwood, Tennessee.

Dr. Baum is a Professor of Clinical
Urology at Tulane Medical School,
New Orleans, Louisiana, and is the
author of The Complete Business
Guide for a Successful Medical
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ObGyns who continually revisit their con-
tracts probably have an exit strategy that is
fairly self-executing and effective and thatwill
provide the seller with a seamless transition
to retirement.

A solo ObGyn who is selling a practice
has 3 basic options: find a successor physi-
cian, sell to a hospital or to a larger group, or
close the practice.

Preparing your practice for sale
Regardless of who will take over your prac-
tice, you need to prepare for its transition.

The most important aspect of selling
your practice is knowing its finances and
ensuring that they are in order. Any seri-
ous buyer will ask to examine your books,
see how you are running the business, and
assess its vitality and potential growth. Sim-
ply, a buyer will want to know where your
revenue comes from and where it goes.

Your practice will be attractive to a buyer
if it shows a stable or growing revenue base,
an attractive payer mix, reasonable over-
head, and personal income that is steady if
not increasing. If your earning capacity is low
or declining, you will need to explain why.

Timing is key

We strongly recommend beginning the pro-

cess 3 to 5 years before your intended exit.
By starting early, up to 5 years in

advance, you can maximize the likelihood

that your practice will retain all or most of

obgmanagement.com
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its value. Moreover, you can use the long
lead time to thoroughly explore all available
options and find a committed buyer.

Selling a practice can be a complicated
affair, and many ObGyns do not have the req-
uisite skills. So much of the success in selling
depends on the specifics of the practice, the
physician, and the market (the hospital and
physician environment).

Identifying potential buyers

Other ObGyns. Recruiting an ObGyn to
take over your practice seems to be the best
option but can prove very difficult in today’s
environment. Many younger clinicians are
either joining large groups or becoming hos-
pital employees.

Other physician groups. While working
your way down your list of potential buyers,
you should also be quietly, subtly, and tact-
fully assessing other practices, even your
competitors, to see if any are candidates for
merging with and/or acquiring yours and all
your charts, records, and referring physicians.
Hospitals. In today’s health care environ-
ment, in which more than half of clinicians
are becoming hospital employees, selling
to your associated hospital may be a viable
option.

Your practice is probably contributing
millions of dollars in income to that hospital
each year, and of course the hospital would
like to maintain this revenue stream. You
should consider talking to the hospital’s CEO
or medical director.

Hospitals also know that, if you leave
and the market cannot absorb the result-
ing increase in demand for care, patients
may go elsewhere, to a competing hospital
or outside the community. Rather than lose
your market share, a hospital may consider
the obvious solution: recruit a replacement
ObGyn for your practice.

Your goal here is to negotiate an agree-
ment in which your hospital will recruit a
replacement ObGyn, provide financial sup-
port, and transition your practice to that
ObGyn over a specified period.

The hospital could acquire your practice
and either employ you during the transition
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or provide recruiting support and an income
guarantee to help your practice pay the new
physician’s salary. Whether to sell or remain
independent is often driven by the needs and
desires of the recruit. As the vast majority of
clinicians coming out of training are seeking
employment, in most cases the agreement
will require a sale.

Selling to a hospital a few years before
your retirement can be a plus. You might find
employment a welcome respite from the
daunting responsibility of managing your
own practice. Life can become much less
stressful as you introduce and transition your
patients to the new ObGyn. You will be work-
ing less, taking fewer calls, and maintaining
or even increasing your income, all without
the burden of managing the practice.

Putting a monetary value

on your practice

After deciding to sell your practice, you need
to determine its value. Buying a practice
may be the largest financial transaction a
young ObGyn will ever make. For a retiring
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Factors to consider in calculating practice value

The formulas and calculations presented here should give you a good overview of the value
potential of your practice, but note that they yield estimates only. You may wish to consult a
certified public accountant or your practice advisor when using these formulas and calcula-

tions to make your own estimates.

1. Accounts receivable estimated value

—take total accounts receivable balance outstanding less than 90 days
—multiply by gross collection percentage (cash collections for previous year divided by gross

charges)

2. Furniture and equipment estimated value

—conduct physical inventory of all furniture and equipment
—determine current new cost for items of similar utility
—multiply quantities of each item by new cost

—sum total cost
—multiply by 40%

3. Medical records

—determine number of individual patients (not visits) seen in past 12 months
—multiply by either $15 (electronic health records) or $10 (paper charts)

4. Trained workforce

—determine total annual salaries and benefit costs of full-time staff
—exclude anyone working less than 30 hours per week

—exclude physician owners

—include employed physicians and nonphysician providers
—multiply by either 20% (little turnover) or 15% (active turnover)

TOTAL: Sum items 1 to 4 to obtain estimated practice value
I ——

physician, valuation of a practice may reflect
a career’s worth of “sweat equity.”

What is your practice worth?

All ObGyns believe their practice is worth far
more than any young ObGyn or hospital is
willing to pay for it. After all, you have spent a
medical lifetime creating, building, and nur-
turing your practice. You have cared for sev-
eral thousand patients, who have been loyal
and may want to stay with the practice under
its new ObGyn. So, how does a retiring phy-
sician put a value on his or her practice and
then “cast the net” to the marketplace? How
do you find a buyer who will pay the asking
price and then help the practice make the
transition from seller to buyer and continue
to serve their patients?

The buyer’s perspective on value. In a
pure sense, the value of any asset is what a
potential buyer is willing to pay. From a value
standpoint, the price that potential buyers
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are willing to pay varies by the specifics of
the situation, regardless of what a valuation
or practice appraisal might indicate.

For example, once your plan to retire
becomes known, why would a young ObGyn
agree to pay X dollars for all your medical
records? After all, the potential buyer knows
that your existing patients and your refer-
ral base will need to seek care from another
ObGyn after you leave, and they will likely
stay with the practice if they feel they will be
treated well by the new clinician.

A hospital may take a similar tack but
more often will be willing to pay fair market
value for your practice. Hospitals, however,
cannotlegally pay more than fair market value
as determined by an independent appraiser.

Valuation methods

The valuation of any business generally is
approached in terms of market, assets, and
income.

CONTINUED ON PAGE 28
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PRACTICE Management

selling your practice
CONTINUED FROM PAGE 26

FAST
TRACK

Specify in your
contract agreement
an overlap period,
when both the
exiting ObGyn and
the new ObGyn are
at the practice. We
suggest a minimum
of 6 months and a
maximum of 1 year.
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The market approach usually is taken
only with regard to office real estate. Given
the lack of reliable and comparable sales
information, this approach is seldom used in
the valuation of medical practices. If you own
your office real estate, a real estate appraiser
will establish its fair market value.

In the assets approach, the individual
assets of a medical practice are valued on the
basis of their current market values. These
assets are either tangible or intangible.

Tangible assets can be seen and touched.
Furniture, equipment, and office real estate
are examples.

The fair market value of used furniture
and equipment is most often determined by
replacement cost. The value of these items
is limited. Usually it starts at 50% of the cost
of buying new furniture or equipment of the
same utility. From there, the value is lowered
on the basis of the age and condition of the
items.

Often, the market value of major ObGyn
office equipment, such as a DXA (dual-energy
x-ray absorptiometry) scanner, is based on
similar items for sale or recently sold in the
used secondary equipment market.

Tangible assets may include accounts
receivable (A/R). A/R represents uncollected
payment for work performed. Most buyers
want to avoid paying for A/R and assuming
the risk of collections. Generally, you should
expect to retain your A/R and pay a small or
nominal fee to have the buyer handle the
collections after you have retired.

Intangible assets are not physical. Exam-
ples include the physician’s name, phone
number, reputation, referral base, trained
staff, and medical records—in other words,
what gets patients to keep coming back. Most
physicians value these goodwill or “blue-
sky” assets highly. Today, unfortunately,
most sellers are unable to reap any financial
benefit from their intangible assets.

The income approach is based on the
premise that the value of any business is in
the income it generates for its owner. In sim-
ple terms, value in the income approach is a
multiple of the cash the business generates
after expenses.
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Transitioning the practice: Role

of the seller and the buyer

First and very important is the contract
agreement regarding the overlap period,
when both the exiting ObGyn and the new
ObGyn are at the practice. We suggest mak-
ing the overlap a minimum of 6 months and
a maximum of 1 year. During this period, the
exiting physician can introduce the incom-
ing physician to the patients. A face-to-face
introduction can amount to an endorse-
ment, which can ease a patient’s mind and
help her decide to take on the new ObGyn
and philosophy rather than search elsewhere
for obstetric and gynecologic care. The new
ObGyn also can use the overlap period to
become familiar and comfortable with the
staff and learn the process for physician and
staff management of case flow, from sched-
uling and examination to insurance and
patient follow-up.

We suggest that the exiting ObGyn send
a farewell/welcome letter to patients and
referring physicians. The letter should state
the exiting ObGyn'’s intention to leave (or
retire from) the practice and should intro-
duce the ObGyn who will be taking over.

The exiting ObGyn should also take the
new ObGyn to meet the physicians who have
been providing referrals over the years. We
suggest visiting each referring physician’s
office to make the introduction. Another
good way to introduce a new ObGyn to
referring physicians and other profession-
als—endocrinologists, cardiologists, nurses,
pharmaceutical representatives—is to host
an open house at your practice. Invite the
staff members of the referring physicians as
well, since they can be invaluable in making
referrals.

We recommend that the exiting ObGyn
spend the money to update all the practice’s
stationery, brochures, and print materials
and ensure they look professional. Note that
itis not acceptable to place the new ObGyn’s
name under the exiting ObGyn’s name. If the
practice has a website, introduce the new
physician there and make any necessary
updates regarding office hours and accepted
insurance plans.

obgmanagement.com



If the exiting ObGyn’s practice lacks a  described here, so that on arrival the new
robust Internet and social media presence, = ObGyn can hit the ground running.
the new ObGyn should establish one. We Acquiring a successful medical practice
recommend setting up an interactive web-  is doable and offers many advantages, such
site that patients can use to make appoint-  as autonomy and the ability to make busi-
ments and pay bills. The website should have  ness decisions affecting the practice. Despite
an email component that can be used to ask  all the changes happening in health care, we
questions, raise concerns, and get answers.  still think this is the best way to go.
We also recommend opening Facebook,
YouTube, and Twitter accounts for the prac-
tice and being active on these social media. Bottom line

In our experience, smoothly transition-  Selling an ObGyn practice can be a daunting
ing practices can achieve patient retention  process. However, deciding to sell your prac-
rates as high as 90% to 95%. For practices tice, performing the valuation, and ensuring
without a plan, however, these rates may a smooth transition are part and parcel of
be as low as 50%, or worse. Therefore, work  making the transfer a success, equitable for
out a plan in advance, and include the steps  both the buyer and the seller. ®

WRITING CONTEST!
How would you improve
value-based medicine?

Tell us, in 1,000 words or less, your idea(s) for improv-
ing metrics measurement at your institution. Or what
is working that you would like to communicate to your
colleagues? We are opening the discussion in the pages
of OBG MANAGEMENT; share your concerns, solutions, or
musings with your peers.

$500 First-place Award
Papers will be judged by the OBG MANAGEMENT Board of Editors

Submit your manuscript, or send your questions, to
obg@frontlinemedcom.com
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Managing psychiatric iliness
during pregnancy and breastfeeding:
Tools for decision making

(N Changing drug safety ratings and conflicting information can make
maintaining the mental health of the mother and the well-being of the fetus
and infant complex. Here, a pharmacologic framework that allows for
consistency of care.

Lucy J. Puryear, MD; Nicole R. Hall, MD; Manju Monga, MD; and Susan M. Ramin, MD
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ncreasingly, women with psychiatric ill-

ness are undergoing pharmacologic treat-

ment during pregnancy. In the United
States, an estimated 8% of pregnant women
are prescribed antidepressants, and the
number of such cases has risen over the past
15 years.! Women with a psychiatric diag-
nosis were once instructed either to discon-
tinue all medication immediately on learning
they were pregnant, or to forgo motherhood
because their illness might have a negative

Dr. Puryear is Associate Professor and
Medical Director, Center for Reproductive
Psychiatry, Department of Obstetrics

and Gynecology and Menninger
Department of Psychiatry, Baylor

College of Medicine, Texas Children’s
Hospital-Pavilion for Women, Houston.

At the time of this writing, Dr. Hall was
Assistant Professor, Baylor College of
Medicine, Texas Children’s Hospital-
Pavilion for Women, and is currently an
obstetrician-gynecologist with Georgia
Perinatal Consultants, Atlanta.

effect on a child or because avoiding medi-
cation during pregnancy might lead to a
relapse.

Fortunately, women with depression,
anxiety, bipolar disorder, or schizophrenia
no longer are being told that they cannot
become mothers. For many women, how-
ever, stopping medication is not an option.
Furthermore, psychiatric illness sometimes
is diagnosed initially during pregnancy and
requires treatment.

Dr. Monga is Professor and Vice
Chair (Clinical), Department of
Obstetrics and Gynecology, Baylor
College of Medicine, Texas Children’s
Hospital-Pavilion for Women.

Dr. Ramin is Henry and Emma Meyer
Chair in Obstetrics and Gynecology,
and Professor and Vice Chair for
Education, Department of Obstetrics
and Gynecology, Baylor College

of Medicine, Texas Children’s
Hospital-Pavilion for Women.

Dr. Puryear reports that she is a consultant to Sage Therapeutics. The other authors report no financial relationships
relevant to this article.
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ILLUSTRATION: KIMBERLY MARTENS FOR OBG MANAGEMENT

Many women with psychiatric illness no longer have to choose between mental health and starting a family.
|

Pregnant women and their physicians
need accurate information about when to
taper off medication, when to start or con-
tinue, and which medications are safest. Even
for clinicians with a solid knowledge base,
counseling a woman who needs or may need
psychotropic medication during pregnancy
and breastfeeding is a daunting task. Some
clinicians still recommend no drug treatment
as the safest and best option, given the poten-
tial risks to the fetus.

In this review we offer a methodologic
approach for decision making about phar-
macologic treatment during pregnancy. As
the scientific literature is constantly being
updated, it is imperative to have the most
current information on psychotropics and to
know how to individualize that information
when counseling a pregnant woman and her
family. Using this framework for analyzing
the risks and benefits for both mother and
fetus, clinicians can avoid the unanswerable
question of which medication is the “safest.”

A patient’s mental health care provider
is a useful resource for information about a

obgmanagement.com

woman’s mental health history and current
stability, but he or she may not be expert or
comfortable in recommending treatment
for a pregnant patient. During pregnancy,
a woman’s obstetrician often becomes the
“expert” for all treatment decisions.

Analyze risks and benefits

of medication versus

no medication

The US Food and Drug Administration (FDA)
has not approved any psychotropic medica-
tion for use during pregnancy. While a clini-
cal study would provide more scientifically
rigorous safety data, conducting a double-
blinded, placebo-controlled trial in preg-
nant women with a psychiatric disorder is
unethical. Thus, the literature consists mostly
of reports on case series, retrospective chart
reviews, prospective naturalistic studies, and
analyses of large registry databases. Each
has benefits and limitations. It is important
to understand the limitations when making
treatment decisions.

Vol. 29 No. 8 | August 2017 | OBG Management

FAST
TRACK

Use a methodologic
approach for
decision making

as a framework

for analyzing the
risks and benefits
of pharmacologic
treatment for
mother and fetus

CONTINUED ON PAGE 32
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Managing psychiatric illness during pregnancy and breastfeeding

CONTINUED FROM PAGE 31

Psychotropic use during pregnancy: Certain risks in offspring lower than thought,

recent data show

Antidepressants. Previous studies may have
overestimated the association between prenatal use

of antidepressants and attention deficit/hyperactivity
disorder (ADHD) in children because they did not control
for shared family factors, according to investigators who
say that their recent study findings raise the possibility
that “confounding by indication” might partially explain
the observed association.!

In a population-based cohort study in Hong Kong,
Man and colleagues analyzed the records of
190,618 maternal-child pairs." A total of 1,252 children
were exposed to maternal antidepressant use during
pregnancy. Medications included selective serotonin
reuptake inhibitors (SSRIs), non-SSRIs, and antipsychot-
ics as monotherapy or in various combination regimens.
Overall, 5,659 of the cohort children (3%) were diagnosed
with or received treatment for ADHD.

When gestational medication users were compared
with nongestational users, the crude hazard ratio (HR)
of antidepressant use during pregnancy and ADHD was
2.26 (P<.01). After adjusting for potential confounding
factors (such as maternal psychiatric disorders and use
of other psychotropic drugs), this reduced to 1.39
(95% confidence interval [Cl], 1.07-1.82; P = .01).
Children of mothers with psychiatric disorders had
a higher risk of ADHD than did children of mothers
without psychiatric disorders (HR, 1.84; 95% ClI,
1.54-2.18; P<.01), even if the mothers had never used
antidepressants.

While acknowledging the potential for type 2 error
in the study analysis, the investigators proposed that
the results “further strengthen our hypothesis that
confounding by indication may play a major role in the
observed positive association between gestational use of
antidepressants and ADHD in offspring.”

Lithium. Similarly, investigators of another recently
published study found that the magnitude of the
association between prenatal lithium use and increased

risk of cardiac malformations in infants was smaller

than previously shown.? This finding may be important
clinically because lithium is a first-line treatment for many
US women of reproductive age with bipolar disorder.

Most earlier data were derived from a database
registry, case reports, and small studies that often had
conflicting results. However, Patorno and colleagues
conducted a large retrospective cohort study that
involved data on 1,325,563 pregnancies in women
enrolled in Medicaid.2 Exposure to lithium was defined
as at least 1 filled prescription during the first trimester,
and the primary reference group included women with
no lithium or lamotrigine (another mood stabilizer not
associated with congenital malformations) dispensing
during the 3 months before the start of pregnancy or
during the first trimester.

A total of 663 pregnancies (0.05%) were exposed to
lithium and 1,945 (0.15%) were exposed to lamotrigine
during the first trimester. The adjusted risk ratios for
cardiac malformations among infants exposed to
lithium were 1.65 (95% ClI, 1.02-2.68) as compared with
nonexposed infants and 2.25 (95% ClI, 1.17-4.34) as
compared with lamotrigine-exposed infants. Notably,
all right ventricular outflow tract obstruction defects
identified in the infants exposed to lithium occurred with a
daily dose of more than 600 mg.

Although the study results suggest an increased risk
of cardiac malformations —of approximately 1 additional
case per 100 live births —associated with lithium use in
early pregnancy, the magnitude of risk is much lower than
originally proposed based on early lithium registry data.

—KATHY CHRISTIE, SENIOR EDITOR
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In 1979, the FDA developed a 5-letter
system (A, B, C, D, X) for classifying the
relative safety of medications used during
pregnancy.? Many clinicians and pregnant
women relied on this system to decide which
medications were safe. Unfortunately, the
information in the system was inadequate
for making informed decisions. For example,
although a class B medication might have
appeared safer than one in class C, the stud-
ies of risk in humans might not have been
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adequate to permit comparisons. Drug safety
classifications were seldom changed, despite
the availability of additional data.

In June 2015, the FDA changed the
requirements for the Pregnancy and Lacta-
tion subsections of the labeling for human
prescription drugs and biologic products.
Drug manufacturers must now include in
each subsection a risk summary, clinical con-
siderations supporting patient care decisions
and counseling, and detailed data. These

CONTINUED ON PAGE 33
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WEDNESDAY, DECEMBER 13, 2017
Pre-Conference Workshops
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8:30 AM  Hands-On Tissue Extraction Techniques
(New workshop)
Led by: Rosanne M. Kho, MD
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Led by: Charles H. Koh, MD

1:30PM  Hands-On Hysteroscopy Workshop
Led by: Andrew . Brill, MD
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to your practice)
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e Enhancing staff morale
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Mark D. Walters, MD

12:40 PM Question and Answer Session
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8:15AM  The Difficult Vaginal Hysterectomy
Rosanne M. Kho, MD
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Hysterectomy
Amanda Nickles Fader, MD
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Javier F. Magrina, MD
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Tommaso Falcone, MD
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Mark D. Walters, MD

3:00-3:30 PM

Moving from Volume to Value-The New Metric

of Healthcare

e Fee for Service and volume of work performed
will no longer be the method of reimbursement in
the near future

o Will define quality (outcomes\costs)

e Provide the 7 steps to measure cost-of-care

3:30-3:45 PM Break

3:45-4:15PM

Online Reputation Management

e The importance of a physician’s reputation

e How it can be ruined with the click of a mouse
¢ How to obtain positive reviews

e Management of negative reviews

4:15-4:45 PM

Patient Satisfaction

e Discuss why patient satisfaction is important

e What are the needs and wants of today’s
primary care patient

12:15PM  Which Hysterectomy Approach is Best?
Case Presentation and
Audience Participation

12:45PM Question and Answer Session

1:00PM  Luncheon Symposium

2:00 PM  Dessert Break/Exhibits

Friday’s Keynote Lecture

2:30PM  Management of Obstetric
Hemorrhage
Bahaeddine M. Sibai, MD

Oncology For The Generalist

3:15PM  Surgical Management of
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Amanda Nickles Fader, MD

4:.00PM Laparoscopic and Robotic Manage-
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5:30 PM  Question and Answer Session
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Tommaso Falcone, MD
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Mickey Karram, MD
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Tommaso Falcone, MD
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Michael S. Baggish, MD
Tommaso Falcone, MD

11:30 AM Surgical Tips for Successful Pelvic
Surgery: Video Session
Surgical Management of Cornual Ectopic
& Dermoid Cysts
Tommaso Falcone, MD
Techniques to Suspend the Apex at the
Time of Vaginal Surgery
Mickey Karram, MD

PAGS Scientific Program
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1:00 PM

3.25 CME
Credits
Available

Non-Attendees
so bring your
staff!

¢ How we measure patient satisfaction
e Practical suggestions for enhancing patient
satisfaction

4:45-5:00 PM

Numbers you Need to Know

e (Qbstetricians and gynecologists need to know

and monitor just a few numbers

o Without understanding these concepts, you will not

understand the value of the services that you provide

o Will review 5 numbers that need to be monitored
(charges\receipts, RVUs, ARs\days in AR, charge
lag, denials)

5:00-5:15PM Qand A

5:15-5:30 PM

The Future of Medical Practice and Conclusion

e What is the current situation

e What happens if ACA is repealed

e What can primary care providers do pro-actively
to enhance their practices in the near future
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TAaBLE 1 When to taper off, or start or continue, psychotropic medication during pregnancy

and the postpartum period

Taper off

Start or continue

e First episode of iliness

e Symptom stability for 6 months to 1 year with
medication

e History of symptom stability for 1 year or more
after medication is stopped

e Mild symptoms

e Patient preference

e Chronic psychiatric illness

e History of psychiatric hospitalization

* Relapse of illness within weeks to months after medication is stopped

¢ History of severe symptoms without medication: inability to function
. (activities of daily living), suicidal, psychotic, manic

e Diagnosis of psychotic disorder: bipolar disorder or schizophrenia

* Several medication trials with difficulty stabilizing symptoms

subsections provide information on available
human and animal studies, known or poten-
tial maternal or fetal adverse reactions, and
dose adjustments needed during pregnancy
and the postpartum period. In addition, the
FDA added a subsection: Females and Males
of Reproductive Potential .

These changes acknowledge there is no
list of “safe” medications. The safest medica-
tion generally is the one that works for a par-
ticular patient at the lowest effective dose. As
each woman’s history of illness and effec-
tive treatment is different, the best medica-
tion may differ as well, even among women
with the same illness. Therefore, medication
should be individualized to the patient. A
risk-benefit analysis comparing psychotro-
pic medication treatment with no medica-
tion treatment must be performed for each
patient according to her personal history and
the best available data.

What is the risk of untreated
iliness during pregnancy?

During pregnancy, women are treated for
many medical disorders, including psychi-
atric illness. One general guideline is that, if
a pregnant woman does not need a medica-
tion—whether it be for an allergy, hyperten-
sion, or another disorder—she should not take
it. Conversely, if a medication is required for
a patient’s well-being, her physician should
continue it or switch to a safer one. This gen-
eral guideline is the same for women with
depression, anxiety, or a psychotic disorder.

obgmanagement.com

Managing hypertension during preg-
nancy is an example of choosing treatment
when the risk of the illness to the mother
and the infant outweighs the likely small risk
associated with taking a medication. Blood
pressure is monitored, and, when it reaches
a threshold, an antihypertensive is started
promptly to avoid morbidity and mortality.

Psychiatric illness carries risks for both
mother and fetus as well, but no data show
a clear threshold for initiating pharmacologic
treatment. Therefore, in prescribing medi-
cation the most important steps are to take
a complete history and perform a thorough
evaluation. Important information includes
the number and severity of previous epi-
sodes, prior history of hospitalization or sui-
cidal thoughts or attempts, and any history of
psychotic or manic status.

Whether to continue or discontinue
medication is often decided after inquiring
about other times a medication was discon-
tinued. A patient who in the past stayed well
for several years after stopping a medication
may be able to taper off a medication and
conceive during a window of wellness. Some
women who have experienced only one epi-
sode of illness and have been stable for at
least a year may be able to taper off a medica-
tion before conceiving (TABLE 1).

In the risk-benefit analysis, assess the
need for pharmacologic treatment by consid-
ering the risk that untreated illness poses for
both mother and fetus, the benefits of treat-
ment for both, and the risk of medication
exposure for the fetus.*
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TRACK

Assess the need

for pharmacologic
treatment by
considering the risk
of untreated illness
for mother and fetus,
benefits of treatment
for both, and risk of
drug exposure for
the fetus

CONTINUED ON PAGE 34
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FAST
TRACK

Women with
functional
impairment—inability
to work, perform
activities of daily
living, take care of
other children—likely
require treatment

34

Mother: Risk of untreated illness
versus benefit of treatment

A complete history and a current symptom
evaluation are needed to assess the risk that
nonpharmacologic treatment poses for the
mother. Women with functional impairment,
including inability to work, to perform activi-
ties of daily living, or to take care of other
children, likely require treatment. Studies
have found that women who discontinue
treatment for a psychiatric illness around the
time of conception are likely to experience a
recurrence of illness during pregnancy, often
in the first trimester, and must restart medi-
cation.®® For some diagnoses, particularly
bipolar disorder, symptoms during a relapse
can be more severe and more difficult to
treat, and they carry a risk for both mother
and fetus.” A longitudinal study of pregnant
women who stopped medication for bipolar
disorder found a 71% rate of relapse.” In cases
in which there is a history of hospitalization,
suicide attempt, or psychosis, discontinuing
treatment is not an option; instead, the physi-
cian must determine which medication is saf-
est for the particular patient.

Fetus: Risk of untreated illness versus
benefit of treatment

Mothers with untreated psychiatric illness are
athigher risk for poor prenatal care, substance
abuse, and inadequate nutrition, all of which
increase the risk of negative obstetric and
neonatal outcomes.? Evidence indicates that
untreated maternal depression increases the
risk of preterm delivery and low birth weight.®
Children born to mothers with depression
have more behavioral problems, more psychi-
atric illness, more visits to pediatricians, lower
1Q scores, and attachment issues.”” Some of
the long-term negative effects of intrauterine
stress, which include hypertension, coronary
heart disease, and autoimmune disorders,
persist into adulthood."

Fetus: Risk of medication exposure
With any pharmacologic treatment, the tim-
ing of fetal exposure affects resultant risks
and therefore must be considered in the
management plan.

OBG Management | August 2017 | Vol. 29 No. 8

Before conception. Is there any effect on
ovulation or fertilization?

Implantation. Does the exposure impair the
blastocyst’s ability to implant in the uterine
lining?

First trimester. This is the period of organo-
genesis. Regardless of drug exposure, there
is a 2% to 4% baseline risk of a major mal-
formation during any pregnancy. The risk of
a particular malformation must be weighed
against this baseline risk.

According to limited data, selective
serotonin reuptake inhibitors (SSRIs) may
increase the risk of early miscarriage.”
SSRIs also have been implicated in increas-
ing the risk of cardiovascular malformations,
although the data are conflicting.’**

Antiepileptics such as valproate and
carbamazepine are used as mood stabilizers
in the treatment of bipolar disorder.”® Exten-
sive data have shown an association with
teratogenicity. Pregnant women who require
either of these medications also should be
prescribed folic acid 4 or 5 mg/day. Given
the high risk of birth defects and cognitive
delay, valproate no longer is recommended
for women of reproductive potential.’®

Lithium, one of the safest medications
used in the treatment of bipolar disorder, is
associated with a very small risk of Ebstein
anomaly."”

Lamotrigine is used to treat bipolar
depression and appears to have a good safety
profile, along with a possible small increased
risk of oral clefts.'8'?

Atypical antipsychotics (such as aripip-
razole, olanzapine, quetiapine, and ris-
peridone) are often used first-line in the
treatment of psychotic disorders and bipolar
disorder in women who are not pregnant.
Although the safety data on use of these drugs
during pregnancy are limited, a recent analy-
sis of pregnant Medicaid enrollees found no
increased risk of birth defects after control-
ling for potential confounding factors.?” Com-
mon practice is to avoid these newer agents,
given their limited data and the time needed
for rare malformations to emerge (adequate
numbers require many exposures during
pregnancy).

CONTINUED ON PAGE 36
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FAST
TRACK

One goal in
treatment is to use

a medication that
previously was
effective in symptom
remission at the
lowest dose possible

36

Second trimester. This is a period of
growth and neural development. A 2006
study suggested that SSRI exposure after
pregnancy week 20 increases the risk of per-
sistent pulmonary hypertension of the new-
born (PPHN).?! In 2011, however, the FDA
removed the PPHN warning label for SSRIs,
citing inconsistent data. Whether the PPHN
risk is increased with SSRI use is unclear, but
the risk is presumed to be smaller than pre-
viously suggested.” Stopping SSRIs before
week 20 puts the mother at risk for relapse
during pregnancy and increases her risk of
developing postpartum depression. If we fol-
low the recommendation to prescribe medi-
cation only for women who need it most,
then stopping the medication at any time
during pregnancy is not an option.

Third trimester. This is a period of continued
growth and lung maturation.

Delivery. Is there a potential for impairment
in parturition?

Neonatal adaptation. Newborns are active
mainly in adapting to extrauterine life: They
regulate their temperature and muscle tone
and learn to coordinate sucking, swallowing,
and breathing. Does medication exposure
impair adaptation, or are signs or symptoms
of withdrawal or toxicity present? The evi-
dence that in utero SSRI exposure increases
the risk of neonatal adaptation syndrome is
consistent, but symptoms are mild and self-
limited.”® Tapering off SSRIs before delivery
currently is not recommended, as doing so
increases the mother’s risk for postpartum
depression and, according to one study, does
not prevent symptoms of neonatal adaptation
syndrome from developing.?*

Behavioral teratogenicity. What are the
long-term developmental outcomes for the
child? Are there any differences in IQ, speech
and language, or psychiatric illness? One
study found an increased risk of autism with
in utero exposure to sertraline, but the study
had many methodologic flaws and its find-
ings have not been replicated.” Most stud-
ies have not found consistent differences
in speech, IQ, or behavior between infants
exposed and infants not exposed to antide-
pressants.’®?” By contrast, in utero exposure

OBG Management | August 2017 | Vol. 29 No. 8

to anticonvulsants, particularly valproate,
has led to significant developmental prob-
lems in children.” The data on atypical anti-
psychotics are limited.

None of the medications used to treat
depression, bipolar disorder, anxiety, or
schizophrenia is considered first-line or saf-
est therapy for the pregnant woman. For any
woman who is doing well on a certain medi-
cation, but particularly for a pregnant woman,
there is no compelling, data-supported rea-
son to switch to another agent. For depres-
sion, options include all of the SSRIs, with the
possible exception of paroxetine (TABLE 2). In
conflicting studies, paroxetine was no differ-
ent from any other SSRI in not being associ-
ated with cardiovascular defects.?

One goal in treatment is to use a medi-
cation that previously was effective in the
remission of symptoms and to use it at the
lowest dose possible. Treating simply to
maintain a low dose of drug, however, and
not to effect symptom remission, exposes the
fetus to both the drug and the illness. Again,
the lowest effective dose is the best choice.

Treatment during breastfeeding
Women are encouraged to breastfeed for
physical and psychological health benefits,
for both themselves and their babies. Many
medications are compatible with breastfeed-
ing.*® The amount of drug an infant receives
through breast milk is considerably less than
the amount received during the mother’s
pregnancy. Breastfeeding generally is allowed
if the calculated infant dose is less than 10% of
the weight-adjusted maternal dose.™

The amount of drug transferred from
maternal plasma into milk is highest for
drugs with low protein binding and high
lipid solubility.** Drug clearance in infants
must be considered as well. Renal clear-
ance is decreased in newborns and does not
reach adult levels until 5 or 6 months of age.
In addition, liver metabolism is impaired in
neonates and even more so in premature
infants.®® Drugs that require extensive first-
pass metabolism may have higher bioavail-
ability, and this factor should be considered.

obgmanagement.com



Some clinicians recommend pumping
and discarding breast milk when the drug in
it is at its peak level; although the drug is not
eliminated, the infant ingests less of it.** Most
women who are anxious about breastfeeding
while on medication “pump and dump” until
they are more comfortable nursing and the

infants are doing well. Exceptin cases of mother
preference, most physicians with expertise in
reproductive mental health generally recom-
mend against pumping and discarding milk.
Through breast milk, infants ingest drugs
in varying amounts. The amount depends on
the qualities of the medication, the timing and

TABLE 2 Oral antidepressants commonly used during pregnancy and breastfeeding,

with dose ranges

Class Medication

When to use

Dose range

SSRI ! Sertraline

Often first choice for depression and anxiety
Well tolerated

Abundant data on safety during pregnancy and
breastfeeding

Higher doses for obsessive-compulsive disorder

Start at 25 mg for 1 week
Increase to 50 to 200 mg

Monitor clinical response every
2 to 3 weeks, before increasing dose

Citalopram e Good choice for depression and anxiety Start at 5 to 10 mg for 1 week
E ¢ Abundant data on safety during pregnancy and Increase to 20 to 40 mg
breastfeeding
‘ e Higher doses associated with prolonged QT interval
Escitalopram e Compared with citalopram, this S enantiomer of Start at 5 mg for 1 week
i citalopram has fewer data on safety during pregnancy Increase to 10 mg
and breastfeeding Dose range: 10-20 mg
e May have fewer adverse effects
Fluoxetine e Of SSRIs, has most data available Start at 10 mg for 1 week
e Possible small increased risk of cardiac defect Increase to 20 mg (usually effective)
e Conflicting data Dose range: 20-80 mg
e Useful for depression and anxiety Higher doses for obsessive-compulsive
e Long half-life disorder
¢ No withdrawal effects in adults
Paroxetine e Possible small increased risk of cardiac defect Start at 10 mg for 1 week
* Missed doses lead to significant withdrawal symptoms Increase to 20 mg
e Compared with other SSRIs, may be more effective for Dose range: 20-40 mg
anxiety
NDRI ¢ Not useful for anxiety symptoms, may exacerbate Start at 150 mg for 1 week

. Bupropion

anxiety

Compared with SSRiIs, has fewer safety data

Good antidepressant for complaints related to attention

and focus

No weight gain or sexual dysfunction

Increase to 300 mg

Dose range: 150-450 mg

SNRI | Venlafaxine

May be related to hypertension during pregnancy

In many patients, missed doses lead to significant
withdrawal symptoms

Limited data on safety during pregnancy

Useful for treatment-resistant depression

Start at 37.5 mg
Increase every week to 150 mg

Dose range: 75-300 mg

Abbreviations: NDRI, norepinephrine-dopamine reuptake inhibitor; SNRI, serotonin-norepinephrine reuptake inhibitor; SSRI, selective serotonin reuptake inhibitor.
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duration of breastfeeding, and the character-
istics of the infant. Few psychotropic drugs
have significant effects on breastfed infants.
Even lithium, previously contraindicated, is
successfully used, with infant monitoring,
during breastfeeding.* Given breastfeeding’s
benefits for both mother and child, many
more women on psychotropic medications
are choosing to breastfeed.

Balance the pros and cons

Deciding to use medication during preg-
nancy and breastfeeding involves consid-
ering the risk of untreated illness versus the

benefit of treatment for both mother and
fetus, and the risk of medication exposure for
the fetus. Mother and fetus are inseparable,
and neither can be isolated from the other in
treatment decisions. Avoiding psychotropic
medication during pregnancy is not always
the safest option for mother or fetus. The
patient and her clinician and support sys-
tem must make an informed decision that
is based on the best available data and that
takes into account the mother’s history of ill-
ness and effective treatment. Many women
with psychiatric illness no longer have to
choose between mental health and starting
a family, and their babies will be healthy. @
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ObGyns’ choice of practice environment

is a big deal

() ObGyns are moving from private practice to employment to reduce stress
and burnout and increase their quality of life

Deborah Reale, Managing Editor

bGyns are mindfully choosing their
O practice environments. The trend,
as reported by the American College
of Obstetricians and Gynecologists (ACOG),!
shows movement from private practice
to employment: an increasing number of
ObGyns have joined large practices and are
employed. Overall, fewer than half of US phy-
sicians owned their medical practice in 2016,
reported the American Medical Association
(AMA).? This is the first time that the majority
of physicians are not practice owners.
Although employed ObGyns earn 9%
less than self-employed ObGyns, ($276,000 vs
$300,000, respectively), trading a higher sal-
ary for less time spent on administrative tasks
seems to be worth the pay cut, reports Med-
scape. Employed ObGyns reported receiv-
ing additional benefits that might not have
been available to self-employed ObGyns:
professional liability coverage, employer-
subsidized health and dental insurance, paid
time off, and a retirement plan with employer
match.?

What matters to ObGyns when
choosing a practice setting?
Several decisions about practice setting need
to be made at the beginning and throughout
a career, among them the type of practice,

obgmanagement.com

desired salary, work-life balance, (the latter
2 may be influenced by practice type), and
location.

Type of practice

“Patients benefit when physicians practice in
settings they find professionally and person-
ally rewarding,” said AMA President Andrew
W. Gurman, MD. “The AMA is committed
to helping physicians navigate their practice
options and offers innovative strategies and
resources to ensure physicians in all practice
sizes and setting can thrive in the changing
health environment.”?

More and more, that environment is a
practice wholly owned by physicians. The
AMA reports that in 2016, 55.8% of physi-
cians worked in such a practice (including
physicians who have an ownership stake in
the practice, those who are employed by the
practice, and those who are independent
contractors).> An approximate 13.8% of phy-
sicians worked at practices with more than
50 physicians in 2016. The majority (57.8%),
however, practiced in groups with 10 or fewer
physicians. The most common practice type
was the single-specialty group (42.8%), fol-
lowed by the multispecialty group practice
(24.6%).2

Paying physicians a salary instead of
compensating them based on volume may
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improve physician satisfaction—it removes
the need to deal with complex fee-for-service
systems, say Ian Larkin, PhD, and George
Loewenstein, PhD. In fee-for-service pay-
ment arrangements, physicians may be
encouraged to order more tests and proce-
dures because doing so may increase income.
A better strategy, say Larkin and Loewen-
stein, is to switch to a straight salary system.
Known for their quality of care and compara-
tively low costs, the Mayo Clinic, Cleveland
Clinic, and Kaiser Permanente have success-
fully implemented this payment system.*

Desired salary
The mean income for ObGyns rose by 3%
in 2016 over 2015 ($286,000 compared with
$277,000), according to Medscape.® This
jump follows a gradual increase over the last
few years ($249,000 in 2014; $243,000 in 2013;
$242,000 in 2012; $220,000 in 2011).%6

The highest earnings among all physi-
cians were orthopedists ($489,000), plas-
tic surgeons ($440,000), and cardiologists
($410,000). Pediatricians were the lowest
paid physicians at $202,000.3
Fair compensation. Fewer than half (48%)
of ObGyns who completed the Medscape sur-
vey felt they were fairly compensated in 2016,
and 41% of those who were dissatisfied with
their compensation believed they deserved
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to be earning between 11% and 25% more.
When asked if they would still choose medi-
cine, 72% of ObGyns answered affirmatively.
Of those who would choose medicine again,
76% would choose obstetrics and gynecology
once more.’

Gender differences. As in years past, full-
time male ObGyns reported higher earn-
ings (13%) than female ObGyns ($306,000 vs
$270,000, respectively; (FIGURE 1).%%78

Among ObGyns who responded to
the 2017 Medscape survey, 14% of women
and 10% of men indicated that they work
part-time.® Last year, 13% of female ObGyns
reported part-time employment versus 16%
of male ObGyns.*

Among the ObGyns who answered the
2017 survey, there was a gender gap in partic-
ipation related to race. Although more men
than women responded to the survey, more
women than men ObGyns among black/Afri-
can American (women, 78%), Asian (women,
69%), and white/Caucasian (women, 53%)
groups responded. Men outweighed women
only among Hispanic/Latino ObGyns (60%)
who answered the survey.?

Work-life balance

ACOG predicts that mid-career and younger
ObGyns will focus on work-life balance
issues. Practice sites (ambulatory, hospital,
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or a combination) that offer part-time sched-
ules or extra time for nonprofessional mat-
ters are becoming the most desirable to these
practitioners.!
What satisfies and dissatisfies ObGyns?
ObGyns reported to Medscape that their rela-
tionships with patients (41% of respondents)
was the most rewarding part of their job
(FIGURE 2).2
There are many job aspects that dissat-
isfy ObGyns, including**:
e too many bureaucratic tasks
o the short time allotted for each patient
office visit
o electronic health records
increased computerization
 not feeling appreciated or properly com-
pensated
» spending too many hours at work
« the impact of regulatory changes on clini-
cal practice.
Bureaucratic tasks remain a primary cause
for burnout among all physicians.'® This year,
56% of all physicians reported spending

(EHR) and

ricure 2 What did ObGyns find as the most
rewarding part of their job in 201673
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Highlights from the 2017 Society of Gynecologic Surgeons

Scientific Meeting

Guest Editor: Robert E. Gutman, MD

Janet Bickel, MA; Geoffrey W. Cundiff, MD; Denise M. Elser, MD;

Kristin M. Jacobs, MD; Kimberly Kenton, MD, MS;

Lior Lowenstein, MD, MS, MHA,; Elizabeth R. Mueller, MD, MSME

In this special section, OBG MANAGEMENT and the Society of
Gynecologic Surgeons (SGS) present highlights from the 2017 SGS

meeting, including:

« techniques and tips for avoiding urologic injury during

gynecologic surgery

« a pro/con on whether the Ob should be separated from the Gyn

« the role of mentorship and “paying it forward” in gynecologic
surgery and how this model of learning benefits both surgeons

and patients

« accomplishments from 10 years of the Fellows’ Pelvic Research

Network (FPRN)

This special section is supported by advertising from Karl Storz.
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ricure 3 How much time did ObGyns spend

with patients in

20167?°
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10 hours or more per week on paperwork
and administrative tasks, up from 35% in the
2014 report. More than half (54%) of ObGyns
reported spending 10 hours or more on paper-
work.? For every hour of face-to-face patient
time, physicians spent nearly 2 additional
hours on their EHR and administration tasks.’

ricure 4 What factors attract/do not attract
physicians to states?'?
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¢ High employer-sponsored health insurance
® Lower stress

¢ High physician income

¢ High employment

¢ Cultural attractions, sports

¢ Tax friendly to small corporations

* Family friendly

» Safe cities/low crime

e | ow compensation rate

¢ High rate of malpractice lawsuits
¢ Harsh medical board

¢ High crime and homelessness

¢ Unhealthy population

¢ Many uninsured patients

¢ Extreme climate

¢ High rates of divorce

¢ Prone to natural disasters
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Time with patients. Medscape reported
that 38% of ObGyns spent more than 45 hours
per week with patients (FIGURE 3).

ACOG notes that ObGyns are increasingly
referring patients to subspecialists, which
frustrates patients and increases their costs.!
ObGyns rank high in burnout rates.
Burnout rates for physicians are twice that
of other working adults." ObGyns rank sec-
ond (56%) in burn out (Emergency Medicine,
59%).1 When Medscape survey respondents
were asked to grade their burnout level from
1to 7 (1 = “It does not interfere with my life;”
7 = “It is so severe that I am thinking of leav-
ing medicine altogether”), ObGyns ranked
their burnoutlevel at 4.3.!° Female physicians
reported a higher percentage of burnout than
their male colleagues (55% vs 45%, respec-
tively).!° An estimated 40% to 75% of ObGyns
experienced some level of burnout.!

According to ACOG, the specialty is

included among the “noncontrollable” life-
style specialties, especially for those aged
50 years or younger. Many Millennials (born
1980 to 2000) do not view their work and pro-
fessional achievement as central to their lives;
ObGyns aged younger than 35 years want to
work fewer hours per week compared with
their older colleagues, says ACOG. However,
when this option is unavailable, an increas-
ing number of Millennials report lowered job
satisfaction.!
Mindfulness about quality of life. The rela-
tionship of burnout to quality of life issues is
gaining in awareness. In a recent OBG MAN-
AGEMENT article, Lucia DiVenere, MA, noted
that, “Being mindful of wellness strategies
and practice efficiencies can help ObGyns
avoid burnout’s deleterious effects—and
thrive both personally and professionally.”"!

“We need to stop blaming individu-
als and treat physician burnout as a system
issue...If it affects half our physicians, it is
indirectly affecting half our patients,” notes
Tait Shanafelt, MD, a hematologist and physi-
cian-burnout researcher at the Mayo Clinic.’
He says that burnout relates to a physician’s
“professional spirit of life, and it primarily
affects individuals whose work involves an
intense interaction with people.”®
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The Mayo Clinic in Minneapolis, Minne-
sota, has taken a lead in developing a space
for their physicians to “reset” by offering a
room where health professionals can retreat
if they need a moment to recover from a trau-
matic event.’

Location, location, location
Specific areas of the country are more attrac-
tive for their higher compensation rates.
The highest average compensation was
reported by ObGyns in the North Central area
($339,000), West ($301,000), and Great Lakes
($297,000) regions, while the lowest com-
pensation rates were found in the Northwest
($260,000), Southwest ($268,000), and South
Central ($275,000) areas.’®

Key factors, such as healthy patient
populations, higher rates of health insurance
coverage, and lower stress levels attract phy-
sicians (FIGURE 4). Minnesota ranked the #1
best place to practice because it has the 4th
healthiest population, 2nd highest rate of
employer-sponsored health insurance, the
17th lowest number of malpractice lawsuits,
and a medical board that is the 3rd least
harsh in the nation.'? Unfortunate situations
such as the highest malpractice rates per
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Preoperative and
postoperative
anti-Miillerian
hormone levels were
similar for women
undergoing partial or
total salpingectomy
at elective cesarean
delivery
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Does total removal of the tubes affect

ovarian reserve?

Ganer Herman H, Gluck O, Keidar R, et al. Ovarian re-
serve following cesarean section with salpingectomy vs
tubal ligation: a randomized trial. Am ] Obstet Gyne-
col. 2017;doi: 10.1016/j.ajog.2017.04.028.

s acceptability of total salpingectomy

for permanent contraception increases,
one concern is that complete removal may
alter blood supply to the ovary, resulting
in decreased ovarian reserve and, subse-
quently, earlier menopause. Several stud-
ies have addressed the potential effect of
salpingectomy on ovarian function when
performed at the time of hysterectomy,
most of which have noted no difference in
anti-Miillerian hormone (AMH) levels and
sonographic parameters following surgery.*
However, very little has been published to
assess this same question when the salpin-
gectomy is performed for the purpose of per-
manent contraception.

Ganer Herman and colleagues aimed to
assess short-term ovarian reserve by mea-
suring AMH levels preoperatively and 6 to
8 weeks postoperatively in patients undergo-
ing partial or total salpingectomy at the time
of elective cesarean delivery.

Details of the study
The study included women aged 18 to 45 who
presented for elective cesarean delivery and
who requested permanent contraception.
Exclusion criteria included previous tubal
surgery, emergent cesarean delivery, personal
history of breast carcinoma, familial history of
ovarian carcinoma, and BRCA carriage.
Women were randomly assigned at a
1:1 ratio to bilateral total salpingectomy or
bilateral partial salpingectomy. A complete
blood count and AMH level were drawn the
night prior to surgery. Intraoperatively, after
delivery and hysterotomy closure, partial sal-
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pingectomy, via the Parkland technique, or
total salpingectomy, using a suture ligation
technique, was performed.

Of the 46 women enrolled, follow-up was

completed by 16 of 22 women (72%) in the
total salpingectomy group and 18 of 24 women
(75%) in the partial salpingectomy group.
Patients in the total salpingectomy group were
slightly older (mean age, 37 vs 34 years; P=.02),
but otherwise all demographic and obstetric
characteristics were comparable.
No differences were noted in preoperative
and postoperative AMH levels between
groups, with an average (SD) increase of
0.58 (0.98) ng/mL versus 0.39 (0.41) ng/mL in
the total salpingectomy and partial salpingec-
tomy groups, respectively (P = .45), consistent
with known postpartum AMH level trends.

Other findings included an average
13-minute increase in operative time in the
total salpingectomy cases, similar safety
profile of the 2 methods as there were no
postoperative complications during the
study period, and no differences in postop-
erative hemoglobin levels.

Conclusion

The studies reviewed in this article are some
of the first to evaluate the feasibility and safety
of opportunistic, or total, salpingectomy for
permanent contraception since the ACOG
and SGO recommendations were published.
Just as our community has adopted the com-
mon practice of opportunistic salpingec-
tomy at the time of hysterectomy, we should
continue to advocate for a similar practice
when discussing permanent contraception.
Additionally, the Westberg study provides
good evidence that educational initiatives
can influence provider practices, which
upholds the data published by McAlpine and
colleagues in British Columbia. This infor-
mation is promising and valuable.
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Our universal goal as ObGyns is to pro-

vide the best reproductive health care pos-
sible based on the most recent evidence
available. Continuing to advocate for oppor-

tunistic salpingectomy for permanent con-
traception purposes meets this goal and
potentially provides significant noncontra-
ceptive benefits. @

WHAT THIS EVIDENCE MEANS FOR PRACTICE k

This study was designed as a pilot trial to
assess feasibility of enroliment, safety, and
short-term ovarian reserve after salpingec-
tomy for permanent contraception. Although
the study is small and does not assess
long-term effects, the findings are reassuring,
especially in conjunction with other data.

A meta-analysis demonstrated no effect
on ovarian reserve up to 18 months after
salpingectomy based on AMH changes.®
A 5-year follow-up evaluation of 71 women
undergoing total laparoscopic hysterectomy
with bilateral salpingectomy also showed no
effect on ovarian reserve as measured by

multiple hormone levels including AMH and
ultrasonographic findings.?° Thus, it is highly
unlikely that a permanent contraception
procedure that does not include removal
of the uterus will have long-term ovarian
reserve effects.

Additionally, consistent with other trials,
Ganer Herman and colleagues demonstrate
a slightly increased operative time and no in-
creased complications. The surgical technique
used in the study reflects the concern for
postoperative bleeding from the mesosalpinx,
and methods that ensure excellent hemosta-
sis with suture ligation were used.
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» NOTABLE JUDGMENTS AND SETTLEMENTS

Delay in delivery—mother and
child die: $1.4M settlement

RESULTS OF ULTRASONOGRAPHY on January 8 iden-
tified placenta accreta and placenta previa in a
woman at 36 weeks of gestation. On January 14,
she was referred to a university medical center for
treatment. Instead of scheduling a prompt deliv-
ery, the ObGyns sent her home with a plan to deliver her at 39 weeks.
Nine days later, the mother collapsed at home. She was taken to a nearby
hospital, where an emergency cesarean delivery was performed. She
died after delivery. The baby was profoundly acidotic and asphyxiated

and died 10 months later.

» ESTATE'S CLAIM: The standard of care for placenta accreta requires
delivery between 34 and 36 weeks of gestation. The mother died from
a placental abruption and amniotic fluid embolism. Placenta accreta
increases the risk of catastrophic hemorrhage. If delivery had occurred
on January 14, both the mother and child would be alive.

» DEFENDANTS’ DEFENSE: The case settled before trial.

» VERDICT: A $1.425 million Georgia settlement was reached. The settle-
ment amount was limited by a damages cap unique to the defendant

hospital.

Woman dies after
robotic hysterectomy:
$5M verdict

WHEN A 36-YEAR-OLD WOMAN under-
went robotic hysterectomy, the gyne-
cologist inserted a plastic trocar and
sleeve through the patient’s umbili-
cus to access the abdominal cavity at
7:30 AM.

The certified registered nurse
anesthetist (CRNA) noted a signifi-
cant abnormality in the patient’s vital
signs at 8:07 AM and administered
medication and fluids to treat a sus-
pected blood loss. When the patient’s
heart rate became extremely elevated
at 8:25 AM, the CRNA administered
another drug, which failed to bring
the patient’s heart rate down. At
8:37 AM, the monitoring machine
could not record the patient’s blood

obgmanagement.com

pressure. The CRNA informed the
surgeon of the patient’s condition.
The supervising anesthesiologist
was called; he arrived at 8:45 Am
and determined that the patient was
bleeding internally. He asked the sur-
geon if he could visualize any bleed-
ing; the surgeon could not.

The patient’s condition contin-
ued to deteriorate. At 9:05 AM, her
blood pressure was still undetect-
able on the monitor. A Code Blue was
called at 9:30 amMm. Exploratory sur-
gery and blood transfusions begun at
9:43 AM were not able to counteract
the patient’s massive blood loss. After
cardiac arrest, she was pronounced
dead at 11:18 AMm.

» ESTATE’S CLAIM: The surgeon was
negligent in lacerating the left com-
mon iliac artery when inserting the
trocar, and in not detecting the injury
intraoperatively.

The anesthesia staff was
negligent. The CRNA did not inform
the surgeon until the situation was
dire. A simple procedure could have
been performed at any time to check
the patient’s hematocrit and hemo-
globin levels, but that was not done
until 9:30 am. If the severity of the
patient’s condition had been deter-
mined earlier, blood transfusions
and further treatment could have
saved her life.

» DEFENDANTS’ DEFENSE: There was no
negligence on the part of the surgeon
or anesthesia team. The standard of
care was met. Arterial laceration is a
known risk of the surgery.

»VERDICT: A $5,008,922 Illinois verdict
was returned against all defendants
except the CRNA.

Placental abruption
not detected:
$6.2M settlement

AT 24 WEEKS OF GESTATION, a mother
presented to the hospital with pre-
mature contractions that subsided
after her arrival. She was discharged
from the hospital. The woman gave
birth in her bathtub several hours
later. The baby was 10 weeks pre-
mature. He suffered profound brain
damage and has significant physical
defects.

» PARENT’S CLAIM: Neither the ObGyn
nor the hospital staff appreciated that
the mother was experiencing placen-
tal abruption. If diagnosed, treatment
could have prevented fetal injury.

These cases were selected by the editors of
OBG MANAGEMENT from Medical Malpractice Ver-
dicts, Settlements, & Experts, with permission of the
editor, Lewis Laska (www.verdictslaska.com). The
information available to the editors about the cases
presented here is sometimes incomplete. Moreover,
the cases may or may not have merit. Nevertheless,
these cases represent the types of clinical situations
that typically result in litigation and are meant to
illustrate nationwide variation in jury verdicts
and awards.

CONTINUED ON PAGE 46
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» DEFENDANTS’ DEFENSE: The case
was settled prior to trial.
» VERDICT: A $6.2 million New York
settlement was reached.

A woman with MS
becomes incontinent
after surgery

» A 43-YEAR-OLD WOMAN with mul-
tiple sclerosis (MS) underwent a
hysterectomy performed by a gyne-
cologic surgeon. During surgery, the
patient’s ureter was injured, requir-
ing additional surgery. The patient is
now permanently incontinent.

» PATIENT’S CLAIM: During surgery,
the surgeon constricted the ureter
with stitches. A second surgery was
needed to remove the stitches and
reimplant the ureter. The second
surgery left her permanently incon-
tinent. Although incontinence is a
known complication of the second
surgery, the second surgery would
not have been necessary if the sur-
geon had not injured the ureter dur-
ing the first surgery. Incontinence
was not a result of her MS as she was
not incontinent before the second
surgery.

» DEFENDANTS’ DEFENSE: There was
no deviation from the standard of
care. There was no stitching around
the ureter. The ureter was damaged
by kinking, which was addressed
during the second surgery. Inconti-
nence was a result of her MS.

» VERDICT: A $700,000 South Carolina
verdict was returned.

Child has brachial
plexus injury:
$2M award

A WOMAN WAS ADMITTED to the
hospital for elective induction

of labor. She gained a significant
amount of weight while preg-
nant. During delivery, her family
practitioner (FP) determined that
vacuum extraction was needed
but he was not qualified to use the
device. An in-house ObGyn was
calledinto use the vacuum extractor.
The FP delivered the baby’s shoul-
ders. The infant was born with a
floppyright arm and later diagnosed
with rupture injuries to the C-5 and
C-6 vertebrae and permanent bra-
chial plexus damage. She has lim-
ited range of motion in her right
arm and shoulder.

» PARENTS’ CLAIM: The FP was relatively
inexperienced in labor and delivery.
He should not have ordered vacuum
extraction because of risk factors
including the mother’s small stature,
her significant weight gain during
pregnancy, the use of epidural anes-
thesia, and induction of labor. Using
vacuum extraction increases the risk
of shoulder dystocia.

The FP improperly applied
excessive downward traction on the
fetus causing the infant to sustain a
brachial plexus injury.

The FP did not notify the par-
ents of the child’s injury immediately
after birth; he told them about the
injury just before discharge.

» DEFENDANTS’ DEFENSE: There is no
evidence in the medical records of
a shoulder dystocia; “no shoulder
dystocia” was charted shortly after
delivery. No one in the delivery
room testified to a delay in delivering
the infant’s shoulders. The mother’s
internal contractions caused the
injury. The baby was not injured to
the extent claimed.

» VERDICT: The ObGyn who used the
vacuum extractor settled before the
trial for $300,000. A $2 million Illi-
nois verdict was returned against
the FP.
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Bowel injury during
robotic procedure:
$6.25M settlement

A WOMAN IN HER LATE 60S reported
minor urinary incontinence to her
gynecologist. She underwent robot-
assisted laparoscopic hysterectomy
with a sling procedure for pelvic pro-
lapse. During the sling procedure,
the transverse colon was injured. The
patient developed sepsis, requiring
multiple attempts at surgical repair,
including colostomy. The patient
requires a permanent colostomy.
She has a malabsorption disorder
and needs frequent intravenous
treatment for dehydration.

» PATIENT’S CLAIM: The surgeon
failed to properly control the robotic
device, causing injury to the patient’s
bowel. The surgeon deviated from
the standard of care by failing to
convert from the robot-assisted lap-
aroscopic procedure to an open pro-
cedure when complications arose.
The injury was not properly treated
before the surgeon closed the ini-
tial surgery, causing the patient to
develop sepsis.

» PHYSICIAN’S DEFENSE: The surgeon
claimed that the injuries and result-
ing sepsis were the fault of other phy-
sicians and hospital staff. The case
settled during trial.

» VERDICT: A $6.25 million New Jersey
settlement was reached.

Delay in treating infant
in respiratory distress:
$7.27M settlement

A CHILD WAS DELIVERED by a certified
nurse midwife at a birthing center.
At birth, the baby had a heart rate
of 60 bpm and was in respiratory
distress but there was no one at the

obgmanagement.com



clinic qualified to intubate the infant.
Emergency personnel were called
but the infant remained in respira-
tory distress for 8 minutes. The baby
experienced birth asphyxia with
hypoxic ischemic encephalopathy
resulting in severe cerebral palsy.

was poorly staffed and unprepared
to treat an emergency situation.

» DEFENDANTS’ DEFENSE: The defen-
dants denied all allegations of neg-
ligence. The case was settled during
trial.

» VERDICT: A $7.27 million Pennsylva-
nia settlement was reached.

Hydrothermal ablation
led to genital burns

A WOMAN SAW AN OBGYN on Octo-
ber 2 to report menorrhagia. She
had been treated for uterine fibroids
with a Mirena intrauterine device
and hydrothermal ablation. Another
physician had suggested hysterec-
tomy, which she declined.

When the ObGyn found that
the patient had an enlarged uterus,
he ordered ultrasonography and
an endometrial biopsy. On follow-
up, the ObGyn provided options of
robotic hysterectomy or operative
hysteroscopy with hydrothermal
ablation. The patient chose hysteros-
copy and the procedure was sched-
uled for December 28.

During surgery, an improper
seal to the cervix around the hydro-
thermal ablation sheath was detected
before heating the fluid. A tenacu-
lum and 2 sponges were placed on
the cervix to help form a seal and the
fluid was heated for 4 minutes. The
procedure was aborted when fluid
was seen to be leaking again. Instru-
ments were removed after a cooling
period. The patient was discharged

obgmanagement.com

from the surgery center the same day
with a prescription for oral hydroco-
done bitartrate and acetaminophen
for pain.

On January 4, the patient
reported severe vulvar pain. The
ObGyn found thermal burns on both
labia with possible cellulitis. He pre-
scribed silver sulfadiazine cream
twice daily, levofloxacin 500 mg
for 7 days, and warm-water soaks.
When the patient called to report
continued pain on January 7, the
hydrocodone and acetaminophen
prescription was renewed. On Janu-
ary 8, the ObGyn found continued
evidence of labia and introitus burns
with no signs ofinfection. The patient
was told to continue taking the oral
pain medication and to apply topical
lidocaine gel and silver sulfadiazine
cream.

Examinations on January 11,
17, 24, and 31 showed continued
evidence of active healing. When
new evidence of vulvar ulceration
with inflammation and infection
appeared, supportive care and anti-
biotics were given. On February 7,
granulation tissue had developed at
the introitus with continued healing.

On March 27, she saw a gyne-
cologist for dyspareunia. The skin
was healed but a tender band of scar
tissue was noted at the burn site. She
was referred for physical therapy and
given estradiol vaginal cream.

On December 11, the patient
reported dyspareunia and depression
to the gynecologist, who prescribed
medication for depression and
referred her to counseling.

» PATIENT’S CLAIM: The ObGyn was
negligent in failing to maintain a
proper seal around the hydrother-
mal ablation shield. The patient sus-
tained second-degree burns to her
genital area from the hot saline solu-
tion that leaked from the uterus. The

injury caused lasting dyspareunia
and depression.

» PHYSICIAN’S DEFENSE: There was no
negligence. Once the ObGyn real-
ized that the seal was incomplete,
the procedure was stopped and the
fluid cooled before being released.
Burns were treated within the stan-
dard of care.

» VERDICT: A Texas defense ver-
dict was returned based on a no-
evidence partial summary judg-
ment: neither the patient nor the
expert witness supplied evidence
to support the claims of gross negli-
gence or exemplary damages against
the ObGyn.

Was the spinal block
given at wrong level?

A MOTHER WENT TO THE HOSPITAL
in labor. Prior to cesarean delivery,
she underwent an anesthetic spi-
nal block administered by a CRNA.
Initially, the patient reported pain
shortly after the injection was per-
formed until the block worked. The
baby’s delivery was uneventful.

In recovery a few hours later, the
patient reported intense and uncon-
trollable pain in her legs. Magnetic
resonance imaging revealed a fluid
pocket on her spinal cord at the
L1-L2 level. The patient has perma-
nent pain, numbness, and tingling in
in both legs.

» PATIENT’S CLAIM: The CRNA failed to
insert the spinal block needle in the
proper location.

» DEFENDANT’S DEFENSE: The CRNA
contended that he complied with the
standard of care. He claimed that the
patient had an unusual spinal cord
anatomy: it was tethered down to the
L3-L4 level.

» VERDICT: A $509,152 Kentucky ver-
dict was returned. @
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Vaginal salpingo-oophorectomy: Tips and tricks
JENNIFER J. SCHMITT, DO; JENIFER N. BYRNES, DO;
ERIK D. HOKENSTAD, MD; AND JOHN B. GEBHART, MD, MS

The authors of this video discuss the trends and feasibility of successful
transvaginal salpingo-oophorectomy at the time of vaginal hysterectomy,
emphasizing that adequate lighting and exposure are key. They review

5 surgical techniques including a round ligament technique with or without
isolated transection of the ligament, and the use of a pre-tied surgical suture
loop, a surgical stapler, and a bipolar vessel-sealing device. Surgical options are
discussed when an unexpected adnexal mass is encountered.

Copyright Society of Gynecologic Surgeons

<« Use this QR code* to view the video at obgmanagement.com
*Free QR readers are available for smartphones at the iPhone App Store, Android Market, and BlackBerry App World.
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PRODUCT UPDATE

SCREEN FOR HERPES SIMPLEX VIRUS
Hologic now offers the Aptima
Herpes Simplex Virus (HSV)
1 & 2 molecular assay. This
nucleic acid amplification test
detects and differentiates
between HSV-1 and HSV-2 strains
in anal and genital lesions. Speci-
mens are collected using the Aptima Multitest Swab
Specimen Collection Kit or commercially available
viral transport media. The Centers for Disease Control
and Prevention (CDC) recommends that all patients with
first-episode genital herpes be tested for strain type.
According to Hologic, studies show that HSV molecu-
lar diagnostics like the Aptima HSV assay are 3 to
5 times more sensitive than live culture samples.
According to the CDC, infections with HSV-2
affect more than 24 million Americans. Patients with
HSV-2 strain are at increased risk for contracting and
transmitting HIV. Pregnant women infected with HSV-2
are at risk of transmitting the virus to their babies,
with increased risk for neurologic complications
in the child.
FOR MORE INFORMATION, VISIT:
http://www.hologic.com/search/site/aptima%20hsv

PRECISELY TARGET TISSUE DURING
BREAST LUMPECTOMY OR BIOPSY
Cianna Medical designed the
SAVI SCOUT Radar Localiza-
tion System using radar instead
of wires or radiation to help sur-
geons target tissue during breast
lumpectomy or surgical biopsy.
According to Cianna Medical,
a reflector smaller than a grain of rice is placed into
the breast up to 30 days before surgery. During the
procedure, the SCOUT guide detects the reflector,
allowing surgeons to precisely focus on the affected
tissue. SCOUT’s detection range is 1 mm to 50 mm.
Cianna Medical says that this localization level allows
for better surgical planning that may improve cosmetic
results as less tissue may need to be removed.
Cianna Medical reported recent data show-
ing that, when compared with wire localization, the
SCOUT reduces breast surgery operating room (OR)
delay times by 72.5%, resulted in an average 29-
minute reduction in OR waiting time, and significantly
improved workflow efficiency.
FOR MORE INFORMATION, VISIT:
https://www.ciannamedical.com/savi-scout/

PLASMA HYSTEROSCOPIC RESECTION

The 8.5-mm Hystero-
Resectoscope and others in
the Olympus plasma hys-
teroscopic resection and
vaporization product portfo-
lio have recently received US
Food and Drug Administration
clearance. Olympus asserts that bipolar electrosurgery
featured in the plasma hysteroscopic resection and
vaporization system has lower risks of electrolyte imbal-
ance (hyponatremia) compared with monopolar elec-
trosurgery. In addition to improved patient outcomes,
Olympus says that its system benefits include cutting
precision, better visibility, and cost-savings potential by
using a variety of plasma-enabled electrodes in multiple
hysteroscopic procedures.

During gynecologic procedures, the Olympus
8.5-mm hystero-resectoscope uses a combination of
radio frequency, energy, and saline to create plasma, an
electrically conductive gas cloud of vapor and charged
particles. Due to its conductivity, plasma allows energy to
cross into targeted tissue at lower energy levels than with
more traditional approaches. This effect leads to lower
operating temperatures and therefore less thermal spread.
FOR MORE INFORMATION, VISIT:
http://olympusmedical.com.sg

APP-BASED HANDHELD ULTRASOUND
Clarius Mobile Health is offer-
ing Point-and-Shoot Ultrasound
Scanners that operate with any
iOS or Android smart device
using an app. Clarius says its
wireless, handheld ultrasound
scanners help ObGyns perform
quick scans or are used to guide
short procedures at bedside without having to rely on
the availability of a cart-based ultrasound system. The
Clarius C3 Scanner is designed for scanning all parts
of the patient’s torso, including the heart. The Clarius
L7 Linear Array Ultrasound Scanner is ideal for guid-
ing procedures. Both scanners have automated gain and
frequency settings.

High-resolution images can be saved, reviewed, and
managed on the secure Clarius Cloud. Built with a dura-
ble magnesium shell, each device has an IPX7 immersion
rating so it can be sterilized. Power is obtained from a
rechargeable battery that will last for more than 45 minutes
of scanning; 2 batteries come with each Clarius device.
FOR MORE INFORMATION, VISIT: https://www.clarius.me/
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EMPLOYMENT OPPORTUNITIES PRODUCTS, SERVICES, & CME

Opportunities include joining well-established hospital-employed
ObGyn groups and clinical/faculty general ObGyn positions
with 800-bed health system with Level lll NICU and top ranked
medical school and ObGyn residency program in dynamic family
oriented metro of 400,000 population. 1-7 call. Very strong long-
term salary, generous signing/retention/student loan bonus,
benefits including malpractice tail liability and relocation.

314-984-0624 * obgynsrch@aol.com ® www.obgynsrch.com

OBGYN...Make your Practice Perfect

in Nashua, NH

We are looking for a well-trained, OBGYN generalist
physician to provide patient care in a team oriented
work environment with a 1:5 Call. The Childbirth Center
at St. Joseph Hospital offers a wide range of maternity and
childbirth services. Candidate must be BC in Obstetrics and
NH licensed. Join our hospital affiliated, single-specialty
group located in Nashua/Merrimack, NH. Enjoy excellent
referral relationships and receive an attractive salary and
benefits.

St. Joseph Hospital is a regional, full-service healthcare
system serving the Greater Nashua area, western New
Hampshire, and northern Massachusetts. We are building )
on a century of service to meet the growing needs of our Newly revised and enlarged!
community through innovation, leading-edge technology,
and the highest-quality medical care, our tradition since 1908. N
Our medifal sta?f, emtl}),loyees, and volunteers are recognized ShOUIderdVStOCIalnfo'com
among the very best by all the standard quality measures and
by those who count the most—our patients.

Please contact: Sharon Dionne, CMSR, CPC
at sdionne@sjhnh.org or go to www.stjosephhospital.com

The most comprehensive site
on the web about shoulder dystocia
and brachial plexus injury

The most comprehensive online databank of
domestic, international, and online CME and
non-accredited medical meetings

Search by date, specialty, location, and keyword. Updated
daily, each listing contains sponsoring organization, topic
or title of the meeting, credits available, registration fee,
recreational activities, and special events for attendees,
contact information, and registration opportunities.
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Examining the

EVIDENCE ([R&

P

CONTINUED FROM PAGE 52

ages 45 to 49 and =50 years for the compos-
ite and for morbidities with high incidence.
Logistic regression and sensitivity analyses
were used to control for demographic and
prepregnancy characteristics, underlying
medical conditions, assisted conception,
and delivery characteristics.

Severe maternal morbidities demon-
strated a J-shaped association with age:
the lowest rates of morbidity were observed
in women 20 to 34 years of age, and steeply
increasing rates of morbidity were observed
for women aged 40 and older. One notable
exception was the rate of sepsis, which was
increased in teen mothers compared with all
other groups.

The unadjusted rate of the composite
outcome of severe maternal morbidity and
mortality was 2.1% in teenagers, 1.5% among
women 25 to 29 years, 2.3% among those
aged 40 to 44, and 3.6% among women aged
45 and older.

Although rates were somewhat attenu-
ated after adjustment for demographic and
prepregnancy characteristics, chronic medi-
cal conditions, assisted conception, and
delivery characteristics, most morbidities
remained significantly increased among
women aged 39 years and older, including
the composite outcome. Among the individ-
ual morbidities considered, increased risk
was highest for renal failure, amniotic fluid
embolism, cardiac morbidity, and shock,
with adjusted odds ratios of 2.0 or greater for
women older than 39 years.

Study strengths and weaknesses

This study contributes substantially to the
existing literature that demonstrates higher
rates of pregnancy-associated morbidi-
ties in women of increasing maternal age."?
Prior studies in this area focused on perina-
tal morbidity and mortality and on obstetric
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WHAT THIS EVIDENCE MEANS FOR PRACTICE k

This large, retrospective study (level Il evidence) suggests that
women of advancing age are at significantly increased risk of severe
maternal morbidities, even after controlling for preexisting medical
conditions. We therefore recommend that clinicians inform and coun-
sel women who are considering pregnancy at an advanced age, and
those considering oocyte cryopreservation as a means of extending
their reproductive life span, about the increased maternal morbidities
associated with pregnancy at age 40 and older.

»> AMY E. JUDY, MD, MPH, AND YASSER Y. EL-SAYED, MD

outcomes such as cesarean delivery.>* This
large-scale study examined the associa-
tion between advancing maternal age and
a variety of serious maternal morbidities.
In another study, Callaghan and Berg found
a similar pattern among mortalities, with
high rates of mortality attributable to hem-
orrhage, embolism, and cardiomyopathy in
women aged 40 years and older.!

Exclusion of multiple gestations. As in
any study, we must consider the methodol-

ogy, and it is notable that Lisonkova and col- I'I?F%A%-ll(-
leagues’ study excluded multiple gestations.

Given the association with advanced mater- | geyere maternal

nal age, assisted reproductive technology, morbidities showed
and the incidence of multiple gestations, a J-shaped

a high rate of multiple gestations would association with age.
be expected among women of advanced The lowest morbidity
maternal age. (Generally, maternal age of rates were seen in

at least 35 years is considered “advanced,’ 20- to 34-year-olds
with greater than 40 years “very advanced.”) - A
Since multiple gestations tend to be associ- with s_t?eply rising
ated with increases in morbidity, excluding morbidity _rates

these pregnancies would likely bias the study observed in women
results toward the null. If multiple gesta- aged 40 and older.
tions had been included, the rates of serious
maternal morbidities in older women might
be even higher than those demonstrated,
potentially strengthening the associations
reported here. ®
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The primary study
objective, in 828,269
pregnancies in
women aged 15

to 60 years, was

to examine the
association between
age and severe
maternal morbidities

52

Are women of advanced
maternal age at increased risk
for severe maternal morbidity?

Yes. Severe maternal morbidities, including

renal failure, shock, amniotic fluid embolism, and cardiac
morbidity, were significantly increased for
women older than 39 years, according to results of
a study that included more than 800,000 singleton births
over 10 years. The observed increases in maternal morbidity
persisted after controlling for assisted conception and

comorbid medical conditions.

Lisonkova S, Potts ], Muraca GM, et al. Maternal age and
severe maternal morbidity: a population-based retrospec-
tive cohort study. PLoS Med. 2017;14(5):e1002307.
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»>Yasser Y. El-Sayed, MD, is the Charles B. and
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of Obstetrics and Gynecology, Stanford University
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hile numerous studies have investi-

gated the risk of perinatal outcomes
with advancing maternal age, the primary
objective of a recent study by Lisonkova and
colleagues was to examine the association
between advancing maternal age and severe
maternal morbidities and mortality.

Details of the study

The population-based retrospective cohort
study compared age-specific rates of severe
maternal morbidities and mortality among
828,269 pregnancies in Washington state
between 2003 and 2013. Singleton births to

The authors report no financial relationships relevant
to this article.

OBG Management | August 2017 | Vol. 29 No. 8

women 15 to 60 years of age were included;
out-of-hospital births were excluded. Infor-
mation was obtained by linking the Birth
Events Record Database (which includes
information on maternal, pregnancy, and
labor and delivery characteristics and birth
outcomes), and the Comprehensive Hospital
Abstract Reporting System database (which
includes diagnostic and procedural codes for
all hospitalizations in Washington state).

The primary objective was to exam-
ine the association between age and severe
maternal morbidities. Maternal morbidities
were divided into categories: antepartum
hemorrhage, respiratory morbidity, throm-
boembolism, cerebrovascular morbidity,
acute cardiac morbidity, severe postpartum
hemorrhage, maternal sepsis, renal failure,
obstetric shock, complications of anesthesia
and obstetric interventions, and need for life-
saving procedures. A composite outcome,
comprised of severe maternal morbidities,
intensive care unit admission, and maternal
mortality, was also created.

Rates of severe morbidities were com-
pared for age groups 15 to 19, 20 to 24, 25 to
29, 30 to 34, 35 to 39, 40 to 44, and =245 years
to the referent category (25 to 29 years). Addi-
tional comparisons were also performed for

CONTINUED ON PAGE 51
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In the evaluation of abnormal uterine bleeding (AUB)

Make direct visualization with Endosee®
part of your first step in diagnosing AUB

= Gives you point-of-care visualization in just seconds—
at a patient’s first visit, or any time endometrial biopsy
is considered

= Allows you to identify uterine focal pathology more
accurately than endometrial biopsy alone,* transvaginal
ultrasound, or saline infusion sonohysterography?

= Handheld, portable, cordless system is quick to set up
in any room at any time. Average procedure time
is less than 3 minutes.

www.endosee.com
800.243.2974
203.601.5200
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