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One ANNOVERA, One Prescription, One Full Year of CONTRACEPTION*IMPORTANT SAFETY INFORMATION

WARNING: CIGARETTE SMOKING AND SERIOUS 
CARDIOVASCULAR EVENTS

See full prescribing information for complete
boxed warning.

• Females over 35 years old who smoke should not
use ANNOVERA. 

• Cigarette smoking increases the risk of serious 
cardiovascular events from combination hormonal 
contraceptive use. 

ANNOVERA. OWNED AND OPERATED BY HER ALL YEAR LONG.

AnnoveraHCP.com

Covered by the Majority of Health Plans
Most Patients Pay $0‡

CONTRAINDICATIONS

ANNOVERA (segesterone acetate and ethinyl estradiol 
vaginal system) is contraindicated and should not be used 
in women with a high risk of arterial or venous thrombotic 
diseases; current or history of breast cancer or other 
estrogen- or progestin-sensitive cancer; liver tumors, acute 
hepatitis, or severe (decompensated) cirrhosis; undiagnosed 
abnormal uterine bleeding; hypersensitivity to any of the 
components of ANNOVERA; and use of Hepatitis C drug 
combinations containing ombitasvir/paritaprevir/ritonavir, 
with or without dasabuvir.

WARNINGS AND PRECAUTIONS

• Stop ANNOVERA if a thrombotic or thromboembolic event 
occurs, and at least 4 weeks before and through 2 weeks 
after major surgery. Start ANNOVERA no earlier than 4 weeks 
after delivery, in females who are not breastfeeding. Consider 
cardiovascular risk factors before initiating in all females, 
particularly those over 35 years.

• Discontinue if jaundice occurs.
• Stop ANNOVERA prior to starting therapy with the combination 

drug regimen ombitasvir/paritaprevir/ritonavir. ANNOVERA can 
be restarted 2 weeks following completion of this regimen.

• Do not prescribe ANNOVERA for females with uncontrolled 
hypertension or hypertension with vascular disease. Monitor 
blood pressure and stop use if blood pressure rises significantly 
in females with well-controlled hypertension.

• Monitor glucose in pre-diabetic or diabetic females taking 
ANNOVERA. Consider an alternate contraceptive method for 
females with uncontrolled dyslipidemias.

• Patients using ANNOVERA who have a significant change in 
headaches or irregular bleeding or amenorrhea should be 
evaluated. ANNOVERA should be discontinued if indicated.

• Other warnings include: gallbladder disease; depression; 
cervical cancer; increased serum concentrations of binding 
globulins; hereditary angioedema; chloasma (females who tend 

to develop chloasma should avoid exposure to the sun or UV 
radiation while using ANNOVERA); toxic shock syndrome (TSS) 
(if a patient exhibits symptoms of TSS, remove ANNOVERA, and 
initiate appropriate medical treatment); vaginal use (ANNOVERA 
may not be suitable for females with conditions that make the 
vagina more susceptible to vaginal irritation or ulceration).

ADVERSE REACTIONS

The most common adverse reactions reported in at least 5% of 
women who received ANNOVERA were: headache/migraine, 
nausea/vomiting, vulvovaginal mycotic infection/candidiasis, 
lower/upper abdominal pain, dysmenorrhea, vaginal discharge, 
urinary tract infection, breast pain/tenderness/discomfort, 
bleeding irregularities including metrorrhagia, diarrhea, and 
genital pruritus.
DRUG INTERACTIONS

Drugs or herbal products that induce certain enzymes, including 
CYP3A4, may decrease the effectiveness of ANNOVERA or 
increase breakthrough bleeding. Counsel patients to use a
back-up or alternative method of contraception when enzyme 
inducers are used with ANNOVERA.

INDICATION
ANNOVERA is a progestin/estrogen combination hormonal 
contraceptive indicated for use by females of reproductive 
potential to prevent pregnancy.

Limitations of Use:  ANNOVERA has not been adequately 
studied in females with a body mass index >29 kg/m2.

Please note this information is not comprehensive. 
Please see Brief Summary of the Full Prescribing 
Information on the next page, including BOXED WARNING, 
or visit Annovera.com/pi.pdf.

ANNOVERA is a registered trademark licensed 
to TherapeuticsMD, Inc.
© 2020 TherapeuticsMD, Inc. All rights reserved.
ANVA-20142.4    09/2021

References: 1. Annovera® [Full Prescribing Information]. Boca Raton, FL: TherapeuticsMD, 
Inc; 2020. 2. Merkatz RB, Plagianos M, Hoskin E, et al. Acceptability of the Nestorone®/ 
ethinyl estradiol contraceptive vaginal ring: development of a model; implications for 
introduction. Contraception. 2014;90(5):514–521. doi:10.1016/j.contraception.2014.05.015. 
3. Kumar N, Koide SS, Tsong YY, Sundaram K. Nestorone: a progestin with a unique 
pharmacological profile. Steroids. 2000; 54;629-636. 

  Unique Hormone Profile1,3

~150 mcg daily of progesterone-derived segesterone acetate
and ~13 mcg daily of ethinyl estradiol

  Highly Effective–97.3%1

  High Patient Satisfaction–Nearly 90% Overall2†

  Empowers Women to be in Control of their Fertility and Menstruation*
*Inserted for 21 continuous days and removed 7 days for 13 cycles

†In an ANNOVERA Phase 3 study, a product acceptability questionnaire was administered and completed at the end of Cycle 3 (n=1036). 
Results based on data from 905 subjects in the areas of ease-of-use, expulsion, side effects, and sex/intercourse.

‡Subject to coverage and eligibility.

ANNOVERA GIVES HER A LONG-TERM, PROCEDURE-FREE 
ALTERNATIVE TO TRADITIONAL LARCs

SHE’S LOOKING FOR A 

LONG-TERM RELATIONSHIP.

(WITHOUT THE COMMITMENT)
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ANNOVERA® (segesterone acetate and ethinyl estradiol 
vaginal system)

BRIEF SUMMARY OF PRESCRIBING INFORMATION
This Brief Summary does not include all the information needed 
to use ANNOVERA safely and effectively. Please visit 
ANNOVERA.com/pi.pdf for Full Prescribing Information (PI).

INDICATIONS AND USAGE
ANNOVERA is indicated for use by females of reproductive 
potential to prevent pregnancy.
Limitations of Use: ANNOVERA has not been adequately studied 
in females with a BMI >29 kg/m2.

DOSAGE AND ADMINISTRATION
One ANNOVERA is inserted in the vagina. The vaginal system 
must remain in place continuously for 3 weeks (21 days) 
followed by a 1-week (7-day) vaginal system-free interval. 
One vaginal system provides contraception for thirteen 28-day 
cycles (1 year). Follow instructions for starting ANNOVERA, 
including switching from other contraceptive methods, and 
use after abortion, miscarriage, or childbirth [see How to Start 
ANNOVERA (2.2) in PI].
Contraceptive efficacy of ANNOVERA may be reduced if a 
woman deviates from the recommended use. If ANNOVERA is 
out of the vagina for more than 2 continuous hours or more than 
2 cumulative hours during the 21 days of continuous use, then 
back-up contraception, such as male condoms or spermicide, 
should be used until the vaginal system has been in the vagina 
for 7 consecutive days.

CONTRAINDICATIONS
ANNOVERA is contraindicated in females who are known to have 
the following conditions: • A high risk of arterial or venous 
thrombotic diseases. Examples include females who are known 
to: smoke, if over age 35; have current or history of deep vein 
thrombosis or pulmonary embolism; have cerebrovascular 
disease; have coronary artery disease; have thrombogenic 
valvular or thrombogenic rhythm diseases of the heart  
(for example, subacute bacterial endocarditis with valvular 
disease,  or atrial fibrillation); have inherited or acquired 
hypercoagulopathies; have uncontrolled hypertension or 
hypertension with vascular disease; have diabetes mellitus and 
are over age 35, diabetes mellitus with hypertension or vascular 
disease, or other end-organ damage, or diabetes mellitus of 
>20 years duration; have headaches with focal neurological 
symptoms, migraine headaches with aura, or are over age 35 
with any migraine headaches. • Current or history of breast 
cancer or other estrogen- or progestin-sensitive cancer. • Liver 
tumors, acute hepatitis, or severe (decompensated) cirrhosis. 
• Undiagnosed abnormal uterine bleeding. • Hypersensitivity to 
any of the components of  ANNOVERA. Hypersensitivity reactions 
reported include: throat constriction, facial edema, urticaria, 
hives, and wheezing. • Use of Hepatitis C drug combinations 
containing ombitasvir/paritaprevir/ritonavir, with or without 
dasabuvir, due to the potential for alanine transaminase 
(ALT) elevations.

WARNINGS AND PRECAUTIONS
Thromboembolic Disorders and Other Vascular Conditions
Females are at increased risk for a venous thrombotic event 
(VTE) when using ANNOVERA.
Stop ANNOVERA if a thrombotic or thromboembolic event occurs, 
or unexplained loss of vision, proptosis, diplopia, papilledema, or 
retinal vascular lesions and evaluate for retinal vein thrombosis 
immediately. Stop ANNOVERA at least 4 weeks before and 
through 2 weeks after major surgery. Start ANNOVERA no earlier 
than 4 weeks after delivery in females who are not breastfeeding. 
Before starting ANNOVERA, consider history and risk factors 
of thrombotic or thromboembolic disorders. ANNOVERA is 
contraindicated in females with a high risk of arterial or venous 
thrombotic/thromboembolic diseases.
Arterial Events
Consider cardiovascular risk factors before initiating in all 
females, particularly those over 35 years. CHCs increase the 
risk of cardiovascular events and cerebrovascular events, such 
as stroke and myocardial infarction. The risk is greater among 
older females (>35 years of age), smokers, and females with 
hypertension, dyslipidemia, diabetes, or obesity.
Venous Events
The use of CHCs increases the risk of VTE, such as deep vein 
thrombosis and pulmonary embolism. Risk factors for VTEs 
include smoking, obesity, and family history of VTE, in addition 
to other factors that contraindicate use of CHCs. The rates of 
VTE are even greater during pregnancy, and especially during 

the postpartum period. The risk of VTE is highest during the first 
year of CHC use and when restarting hormonal contraception 
following a break of 4 weeks or longer. The risk of VTE due to 
CHCs gradually disappears after use is discontinued.
Liver Disease
Impaired Liver Function
ANNOVERA is contraindicated in females with acute hepatitis or 
severe (decompensated) cirrhosis of the liver. Discontinue 
ANNOVERA if jaundice develops. Acute liver test abnormalities 
may necessitate the discontinuation of ANNOVERA use until the 
liver tests return to normal and ANNOVERA causation has 
been excluded.
Liver Tumors 
ANNOVERA is contraindicated in females with benign or 
malignant liver tumors. Hepatic adenomas are associated 
with CHC use (estimated 3.3 cases/100,000 CHC users). 
Rupture of hepatic adenomas may cause death through 
intra-abdominal hemorrhage. 
Risk of Liver Enzyme Elevations with Concomitant 
Hepatitis C Treatment
Stop ANNOVERA prior to starting therapy with the combination 
drug regimen ombitasvir/paritaprevir/ritonavir with or without 
dasabuvir. ANNOVERA can be restarted 2 weeks following 
completion of treatment with the Hepatitis C combination 
drug regimen.
Hypertension
ANNOVERA is contraindicated in females with uncontrolled 
hypertension or hypertension with vascular disease. For all 
females, including those with well-controlled hypertension, 
monitor blood pressure at routine visits and stop ANNOVERA if 
blood pressure rises significantly.
Age-Related Considerations
The risk for cardiovascular disease and prevalence of risk factors 
for cardiovascular disease increase with age. Certain conditions, 
such as smoking and migraine headache without aura, that do 
not contraindicate CHC use in younger females, are 
contraindications to use in women over 35 years of age. 
Consider the presence of underlying risk factors that may 
increase the risk of cardiovascular disease or VTE, particularly 
before initiating ANNOVERA for women over 35 years, such as 
hypertension, diabetes, dyslipidemia, and obesity.
Gallbladder Disease
Studies suggest a small increased relative risk of developing 
gallbladder disease among CHC users. Use of CHCs may also 
worsen existing gallbladder disease. A past history of CHC-
related cholestasis predicts an increased risk with subsequent 
CHC use. Females with a history of pregnancy-related cholestasis 
may be at an increased risk for CHC-related cholestasis.
Adverse Carbohydrate and Lipid Metabolic Effects
Hyperglycemia
ANNOVERA is contraindicated in diabetic females over age 35, 
or females who have diabetes with hypertension, nephropathy, 
retinopathy, neuropathy, other vascular disease, or females 
with diabetes of >20 years duration. ANNOVERA may decrease 
glucose tolerance. Carefully monitor prediabetic and diabetic 
females who are taking ANNOVERA.
Dyslipidemia
Consider alternative contraception for females with uncontrolled 
dyslipidemia. ANNOVERA may cause adverse lipid changes. 
Females with hypertriglyceridemia, or a family history thereof, 
may be at an increased risk of pancreatitis when 
using ANNOVERA.
Headache
ANNOVERA is contraindicated in females with certain headaches. 
Evaluate new or significant changes in headaches, including 
migraines, and discontinue ANNOVERA if indicated. 
Bleeding Irregularities and Amenorrhea
Females using ANNOVERA may experience unscheduled 
(breakthrough) bleeding and spotting, especially during the first 
month of use. If unscheduled bleeding occurs or persists, check 
for causes such as pregnancy or malignancy. 
Based on subject diaries from the two clinical efficacy trials of
ANNOVERA, 5–10% of females experienced unscheduled 
bleeding per 28-day cycle. A total of 41 subjects (1.7%) 
discontinued use due to menstrual disorders including 
metrorrhagia, menorrhagia, and abnormal withdrawal bleeding.
Females who are not pregnant and use ANNOVERA may 
experience amenorrhea. Based on subject diary data from two 
clinical trials for up to 13 cycles, amenorrhea occurred in 3–5% 
of females per cycle using ANNOVERA and in 0.9% of females in 
all 13 cycles. If scheduled bleeding does not occur, consider the 
possibility of pregnancy. 
Depression
Carefully observe females with a history of depression and 
discontinue ANNOVERA if depression recurs to a serious degree.
Cervical Cancer
Some studies suggest that CHCs are associated with an increase 
in the risk of cervical cancer or intraepithelial neoplasia.
Effect on Binding Globulins
The estrogen component of ANNOVERA may raise the serum 
concentrations of thyroxine-binding globulin, sex hormone-
binding globulin, and cortisol-binding globulin. The dose of 
replacement thyroid hormone or cortisol therapy may need to 
be increased.

Hereditary Angioedema
In females with hereditary angioedema, exogenous estrogens
may induce or exacerbate symptoms of angioedema.
Chloasma
Chloasma may occur with ANNOVERA use, especially in females 
with a history of chloasma gravidarum. Advise females who tend 
to develop chloasma to avoid exposure to the sun or ultraviolet 
radiation while using ANNOVERA.
Toxic Shock Syndrome (TSS)
If a patient exhibits signs/symptoms of TSS, consider the 
possibility of this diagnosis, remove ANNOVERA, and initiate 
appropriate medical evaluation and treatment.
Vaginal Use
Some females are aware of the vaginal system on occasion 
during the 21 days of use or during coitus, and partners may 
feel the vaginal system during coitus. ANNOVERA may not be 
suitable for females with conditions that make the vagina more 
susceptible to vaginal irritation or ulceration. Vaginal and cervical 
erosion and/or ulceration has been reported in females using 
other contraceptive vaginal devices. In some cases, the ring 
adhered to vaginal tissue, which necessitated removal by a 
healthcare provider.

ADVERSE REACTIONS
Clinical Trial Experience
Most Common Adverse Reactions
In clinical trials, adverse reactions reported in by ≥5% of 
ANNOVERA-treated subjects include: headache, including 
migraine (38.6%); nausea/vomiting (25.0%); vulvovaginal 
mycotic infection/vaginal candidiasis (14.5%); abdominal pain/
lower/upper (13.3%); dysmenorrhea (12.5%); vaginal discharge 
(11.8%); UTI/cystitis/pyelonephritis/genitourinary tract infection 
(10.0%); breast pain/tenderness/discomfort (9.5%); 
metrorrhagia/menstrual disorder (7.5%); diarrhea (7.2%); 
and genital pruritus (5.5%).
Adverse Reactions Leading to Discontinuation
Among subjects using ANNOVERA for contraception, 12% 
discontinued from the clinical trials due to an adverse reaction. 
Adverse reactions leading to discontinuation by ≥1% of 
ANNOVERA-treated subjects, include: metrorrhagia/menorrhagia 
(1.7%); headache, including migraine (1.3%), vaginal discharge/
vulvovaginal mycotic infections (1.3%); nausea/vomiting (1.2%). 
In addition, 1.4% of subjects discontinued ANNOVERA use due to 
vaginal system expulsions.
Serious Adverse Reactions
Serious adverse reactions occurring in ≥2 subjects were: VTEs 
(deep venous thrombosis, cerebral vein thrombosis, pulmonary 
embolism); psychiatric events; drug hypersensitivity reactions; 
and spontaneous abortions.

DRUG INTERACTIONS
Drugs or herbal products that induce certain enzymes, including 
CYP3A4, may decrease the effectiveness of ANNOVERA or
increase breakthrough bleeding. Counsel patients to use a 
backup or alternative method of contraception when enzyme 
inducers are used with ANNOVERA. Do not co-administer 
ANNOVERA with HCV drug combinations containing ombitasvir/
paritaprevir/ritonavir, with or without dasabuvir, due to potential 
for ALT elevations.

USE IN SPECIFIC POPULATIONS
Pregnancy
Discontinue ANNOVERA if pregnancy occurs.
Lactation
Not recommended for nursing mothers; can decrease milk 
production.
Pediatric Use
Safety and efficacy of ANNOVERA have been established in 
women of reproductive age. Efficacy is expected to be the same 
for postpubertal adolescents under the age of 18 as for users 
18 years and older. Use of ANNOVERA before menarche is 
not indicated.
Geriatric Use
ANNOVERA has not been studied in females who have reached 
menopause and is not indicated in this population.
Hepatic Impairment
No studies have been conducted to evaluate the effect of hepatic 
impairment on the disposition of ANNOVERA. Acute or chronic 
disturbances of liver function may necessitate the discontinuation 
of CHC use until markers of liver function return to normal and 
CHC causation has been excluded.
Renal Impairment
No studies were conducted in subjects with renal impairment; 
ANNOVERA is not recommended in patients with 
renal impairment.
Body Mass Index (BMI)/Body Weight
The safety and efficacy of ANNOVERA in females with a BMI 
>29 kg/m2 have not been adequately evaluated because this 
subpopulation was excluded from the clinical trials after 2 VTEs 
occurred in females with a BMI > 29 kg/m2. Higher body weight 
is associated with lower systemic exposure of SA and EE. 

WARNING: CIGARETTE SMOKING AND SERIOUS 
CARDIOVASCULAR EVENTS
Cigarette smoking increases the risk of serious 
cardiovascular events from combination hormonal 
contraceptive (CHC) use. This risk increases with age, 
particularly in females over 35 years of age, and with 
the number of cigarettes smoked. For this reason, 
CHCs should not be used by females who are over 
35 years of age and smoke.

ANVA-20159.3  02/2020

Manufactured for: TherapeuticsMD, Inc. 
Boca Raton, FL 33431
Based on  ANVA-LAB-20001.2  01/2020
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HCPs see increase
in violence 

As the 2-year mark since the start of the 
COVID-19 pandemic creeps in, one can’t 
help take stock of what the pandemic has 

shone a light on. From supply chain problems 
(who could forget the great toilet paper shortage 
of 2020?) to the mass exodus of employees and 
subsequent sta�  ng shortages, COVID-19 has truly 
� ipped us on our heads. 

Now, as the Delta variant continues its surge, 
health care providers (HCPs) are feeling the heat 
as patients outnumber available resources. To 
add to this insurmountable pressure, reports 
of violence and threats against HCPs are on the 
rise. � is can be attributed to the easing of visitor 
restrictions, changes in patient population, 
and a lack of appropriate sta�  ng, according to 
responses from a survey conducted by National 
Nurses United (NNU). 1

Over 30% of registered nurses in hospitals 
reported an increase in workplace violence, up 
from 22% in March 2021, per the NNU survey.1

“We are more than 18 months into the 
pandemic, yet hospitals are still not doing enough 
to ensure the safety of nurses, patients, and other 
health care workers,” said Bonnie Castillo, RN, 
executive director of NNU. 

Unfortunately, violence is not new for HCPs. 

� e Joint Commission issued a report in 2018 
stating that three-fourths of all annual workplace 
assaults occurred in health care settings.2 � e 
report adds that the actual number of violent 
incidents is likely much higher because of report-
ing being voluntary.

However, policies are being put into place to de-
crease and/or prevent this violence against HCPs. 
Starting January 1, 2022, new workplace violence 
standards from the Joint Commission will be en-
acted to help hospitals de� ne workplace violence 
and develop a strong prevention system. � e 
standards will also put into place a leadership 
structure, reporting system, new policies and 
procedures, training, postincident strategies, and 
education to decrease workplace violence against 
HCPs.2

� ese policies are a great starting point, but 
hospitals and other health care facilities must lead 
the way by setting the standard in the � ght against 
workplace violence. More importantly, they must 
protect their employees.   

Mike Hennessy Sr 
Chairman and Founder, MJH Life Sciences™

1. National nurse survey reveals that health care employers need to do more to comply with OSHA emergency temporary standard. National Nurses United. 
September 23, 2021. Accessed October 7, 2021. https://www.nationalnursesunited.org/press/national-nurse-survey-reveals-health-care-employers-need-to-
do-more-to-protect-workers 

2. Physical and verbal violence against health care workers. The Joint Commission. April 17, 2018. Accessed October 7, 2021. 
https://www.jointcommission.org/-/media/tjc/documents/resources/patient-safety-topics/sentinel-event/sea-59-workplace-violence-fi nal2.pdf 
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Join us in celebrating our ongoing commitment and unmatched experience in women's 
health and reproductive testing. Because every patient matters.

MaterniT®: 10-year anniversary
For 10 years we’ve been advancing 
NIPT to deliver the prenatal 
screening answers you’re looking for. 
And the result is a prenatal test with 
a level of screening performance not 
available elsewhere.

Women’s Health – at the heart of Labcorp. Please join us in celebrating our extensive experience and commitment within 
the field.

Carrier Screening: nearly  
10 million tests performed
We’ve empowered millions of 
families with important health 
insights through carrier screening, 
both before and during pregnancy.

NuSwab®: 10-year anniversary
For the past decade, our NuSwab 
portfolio has offered physicians 
a non-subjective, cost-effective, 
clinically relevant means to diagnose 
and treat millions of symptomatic 
women with Vaginitis/Vaginosis. 

Proudly supporting women 
through every stage of life,  
from screening to diagnosis

The #1 
preferred lab 
for OBGYNs1

Y O U R  S O U R C E  F O R  W O M E N ' S  H E A LT H  A N D  G E N E T I C S

References
1. Meehan J, Shah N. Nephron OB/GYN Survey – Focus on Specialty Testing & GYN Surgical. 
Life Science Tools & Diagnostics. Nephron Research. 2021 Aug.

For more information, scan the QR code or visit:  
info.labcorp.com/leading-the-way-wh

©2021 Laboratory Corporation of America® Holdings.  All rights reserved.   rep-1682-v1-1021
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asking them about their experience with the in-office 
screening mammography service provided by

WE RECENTLY CONDUCTED

855-405-9302 ONs i teMammography. com

ONsite Mammography is the nationwide authority on in-office mammography (tomosynthesis) services.  When you 
decide it is time to add these services to your patient offering or just want to explore their potential, give us a call.  
We’ll be happy to explain how we can work together to enhance breast health maintenance across your entire patient 
base.

A  S U R V E Y  O F  O U R  C L I E N T  P R A C T I C E S ’  P A T I E N T S

815 North Rd., Westfield, MA 01085

asking them about their experience with the in-office 

 so  easy a nd
convenient when coming 
for my annual.”

“Love that
this is one 
stop and 
gets everything 
completed.”

While the results didn’t surprise us, we take nothing for 
granted.  It is our goal to continuously improve what we do 
so that every patient in every client practice will provide observations like these.  

“ I  have recom m ended th is  fa ci l ity  to  others.”
“Best experience ever in

“This place is

“The tech who performed the 
mammogram is extremely 
professional and helped me to 
relax.”  

“LOVE THIS 
CENTER!” 

“Thank you for a 
great experience

over 20 years of getting 
mammograms!” 

and day.”
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TECHNOLOGY SPOTLIGHT
with JON I. EINARSSON, MD, PHD, MPH

F or this month’s edition of 
Contemporar y OB/GYN® , 
we convened a group of 
gynecologic surgeons to discuss 

their experience using vaginal natural 
ori� ce transluminal endoscopic surgery 
(vNOTES) in gynecologic surgery. 

vNOTES is in some respects a hybrid 
between NOTES and single port surgery, 
both of which became very popular 10 to 
15 years ago.1 NOTES procedures were 
performed through the vagina, stomach, 
and rectum and mostly by general 
surgeons. A lot of innovation took 
place with several novel instruments 
that had been developed for suturing 
and retraction. However, enthusiasm 
gradually waned becasue of several 
factors; these included reimbursement 
issues because insurance companies 
considered the approach experimental. 
Additionally, surgeries were prolonged, 
and technically demanding and 
required extra equipment that wasn’t 
always available. 

Single port surgery experienced 
a similar evolution, with initial 
enthusiasm, then a decline, although 
there are still surgeons who o� er this 

procedure to patients. Single port 
surgery using traditional laparoscopic 
instruments is challenging because 
of instrument clashing, and patient 
outcomes did not seem to di� er from 
those of traditional laparoscopic 
surgery.1 Robotics companies have 
developed solutions that enable 
surgeons to triangulate instruments 
with greater ease, so perhaps we will 
see a resurgence in enthusiasm for 
single port surgery.2 I jumped on the 
single port/NOTES bandwagon several 
years ago and developed a procedure 
called orifice assisted single incision 
surgery (OASIS).3 � is was an attempt 
to decouple the optical access from the 
operating instruments. It held some 
promise initially but proved to be 
logistically di�  cult because of a lack 
of appropriate equipment and, more 
importantly, no apparent di� erence in 
patient outcomes. I therefore jumped 
o�  the single port/NOTES bandwagon 
shortly thereafter. 

� e reality is that traditional laparo-
scopic surgery provides excellent out-
comes, great surgical exposure, and the 
� exibility to tackle almost any clinical 

situation. As such it is a high bar to 
overcome—vNOTES is essentially single 
port vaginal surgery. Its advantage is 
that vaginal access is larger than with 
a traditional single port incision and 
therefore instruments can be spaced 
farther apart, reducing instrument 
clashing. vNOTES also provides an 
excellent natural ori� ce extraction port 
when dealing with a � broid uterus or 
adnexal masses. � e absence of a 2.5- to 
3-cm umbilical incision in vNOTES is 
also advantageous, both cosmetically 
and because of elimination of the sub-
sequent risk of umbilical hernia. 

vNOTES does have some drawbacks, 
however. A bit of a learning curve exists 
in the setup of instruments, as well as 
in working at an upside-down angle. 
� e procedure is also not universally 
applicable, such as with an obliterated 
posterior cul-de-sac because of stage 
4 endometriosis, and with suture-
intensive procedures, such as extensive 
myomectomy, which are not well suited 
for this method. 

Where does vNOTES fall in the arma-
mentarium of the gyneco-
logic surgeon? It seems 

EINARSSON, deputy editor, is chief of the Division of Minimally Invasive Gynecologic Surgery at Brigham and Women’s 

Hospital, and a professor of obstetrics and gynecology at Harvard Medical School in Boston, Massachusetts.

vNOTES—where does
it � t in the gynecologic
surgery armamentarium?
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TECHNOLOGY

like an ideal procedure for surgeons 
who are used to performing vaginal 
hysterectomies and laparoscopically 
assisted vaginal hysterectomies. Sur-
geons with experience with single port 
surgery will probably also have an easier 
time transitioning to this procedure. 
We require more high-quality evidence 
(randomized controlled trials) to com-
pare vNOTES to other modes of access, 
such as total vaginal hysterectomies 
and total laparoscopic hysterectomies. 
Once we have this evidence and more 
clinical experience, we will see where 

vNOTES falls and whether it is just a 
temporary “fad” like NOTES or gains 
wide acceptance among gynecologic 
surgeons for certain procedures, such 
as hysterectomy and adnexectomy. 
Time will tell, but the early results are 
certainly encouraging.4 
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by BOB KRONEMYER

T he � rst gynecologic procedures 
with the Hugo robotic-assisted 
surgery (RAS) system were 
performed in Panama in July 

2021, providing patients with a new 
minimally invasive treatment.1 The 
modular, multiquadrant platform from 
Medtronic plc is designed for a broad 
range of soft tissue procedures, includ-
ing hysterectomies and myomectomies.

“As an ob-gyn [obstetrician-gynecol-
ogist], I am especially passionate about 
the positive impact that the Hugo system 
can have on women’s health,” said 
Carla Peron, MD, chief medical o�  cer 
of surgical robotics at Medtronic. “� e 
technology is also unique and thought-
fully designed, based on surgeon and 
hospital leader input to meaningfully 
address the greatest barriers to robotic 
adoption and use.”

Although surgical robots have been 
commercially available for 20 years, 
they are used in less than 3% of surger-
ies, according to Medtronic, and used 
only once daily on average, mainly 
because of cost.2

Six cases were performed at Paci� ca 
Salud Hospital in Panama City and com-
prised hysterectomy, myomectomy, 
and ovarian cystectomy procedures.

“Today, many of these cases are 
done as open surgery, including 
approximately 60% of all hysterectomies 
performed globally, despite the clear 
bene� ts of minimally invasive surgery, 
which includes fewer complications, 

a shorter hospital stay, and a faster 
return to normal activities,” Peron told 
Contemporary OB/GYN®.

Because of the system’s modular plat-
form, surgeons can mix and  
match components for RAS 
and laparoscopic cases. � e 
system has 4 individual arm 
carts, each with 7 degrees of 
motion, and an open console 
for visualization. The Hugo 
system also can be moved 
between operating rooms.

� e modularity of the 
Hugo system offers 
� exibility for surgeons 
to access the pelvic 
cavity, according to 
Peron, along with 
greater precision and 
high- def ini t ion 3D 
visualization. � e system 
is designed to be compatible 
with the same technologies found in 
laparoscopic and open procedures. 

Training options range from 
e-learning and simulations to in-person 
labs. � e system is also compatible with 
Medtronic’s Touch Surgery Enterprise, 
a cloud-based surgical video capture 
solution that allows surgeons to seam-
lessly record, analyze, and share surgi-
cal video. “Touch Surgery Enterprise 
is a force multiplier when you think 
about the potential unlocked by com-
bining this technology with the Hugo 
system today and in the future,” Peron 
said. “Ultimately, though, we believe 
surgeons should determine the best 

approach to meet each patient’s unique 
needs, and that might mean a robotic 
procedure is not always the best option.”

The Hugo system joins a portfolio 
of gynecological products 
from Medtronic designed to 
enable less invasive surgical 
treatment for a range of con-
ditions, including abnormal 
uterine bleeding, uterine 
fibroids, and uterine and 
ovarian cancer. 

“I am excited that our 
company can offer sur-

geons unprecedented 
choice in  tr usted 
technologies across 
open, laparoscopic, 
and robotic-assisted 

surgery,” Peron said.
Medtronic has started 

the Hugo system global 
patient registry, which will 

collect data to monitor product per-
formance, patient safety, and clinical 
outcomes in a real-world setting.

The company also has investiga-
tional device exemption approval to 
proceed with an expanded clinical 
trial of the Hugo system for urological 
procedures in the United States.

Kronemyer is a freelance writer for

Contemporary OB/GYN®.

FOR REFERENCES VISIT
contemporaryobgyn.net/Hugo-tech

Robotic-assisted surgery for
gynecologic procedures

Although 
surgical 
robots 

have been 
commercially 
available for 

20 years, 
they are 

used in less 
than 3% of 
surgeries.

TECHNOLOGY
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EINARSSON: I think a lot of ob-gyns 
are interested in knowing more about 
vNOTES. Which patients are good 
candidates for this approach?

MAY: When I fi rst started, I looked for 
candidates who were very similar to a 
vaginal hysterectomy patient because I 
felt like I had relatively abandoned the 
technique of vaginal hysterectomy in 
favor of my laparoscopic instruments, 

and like Dr Pitman, I do a lot of single-
site cases. I felt like I was already 
offering a very minimally invasive tech-
nique. But that said, I found that doing 
vaginal surgery is even more minimally 
invasive than my single-incision cases 
were. When I looked for candidates, I 
looked for ones who had prolapse, who 
had small uteri, who were multiparous, 
who had had no prior cesarean 
deliveries, things of that nature. But 

what I found as time went on is that a 
lot of that was unnecessary. And the 
real rate-limiting step for me is [that I] 
cannot perform a safe colpotomy and 
obtain access. And beyond that point, it 
becomes quite a bit easier to perform 
the procedure, and it is not at all like a 
vaginal hysterectomy once you place 
the laparoscopic port and begin to 
operate laparoscopically. 

MIGS surgeons discuss
novel vNOTES technology

TECHNOLOGY

Contemporary OB/GYN® held a panel 

discussion in September, with 4 renowned 

minimally invasive gynecologic surgeons 

(MIGS) who discussed vaginal natural 

orifi ce transluminal endoscopic surgery 

(vNOTES), a minimally invasive alternative 

for performing procedures—such as 

hysterectomies, cystectomies, and oopho-

rectomies—in which the vagina is used 

as the surgical access route, providing 

access to the uterus, fallopian tubes, and 

ovaries. The discussion was moderated by 

Jon I. Einarsson, MD, PhD, MPH, deputy 

medical editor of Contemporary OB/

GYN®; director of the Division of Minimally 

Invasive Gynecologic Surgery at Brigham 

and Women’s Hospital; and professor of 

obstetrics, gynecology, and reproductive 

biology at Harvard Medical School, both 

in Boston, Massachusetts. Brandi Hardin, 

MD, is affi liated with Spartanburg Medical 

Center in Spartanburg, South Carolina, 

and is on the medical executive committee 

of the Ambulatory Surgery Center of 

Spartanburg. Grover May, MD, managing 

partner of a large obstetrician-gynecologist 

(ob-gyn) private practice in Johnson City, 

Tennessee, was an early adopter of single-

incision laparoscopic surgery and has 

provided contemporary mixed techniques 

to his patients for over 20 years. Thomas 

Pitman, MD, is board certifi ed in obstetrics, 

gynecology, female pelvic medicine, and 

reconstructive surgery, and practices in 

Southaven, Mississippi. 

This transcript has been edited for clarity and meaning. 

A
LE

X
@

S
TO

C
K

.A
D

O
B

E
.C

O
M

OBGYN1121_012-016_CoverStory.indd   12OBGYN1121_012-016_CoverStory.indd   12 10/28/21   4:04 PM10/28/21   4:04 PM



november 2021     CONTEMPORARY OB/GYN    13

TECHNOLOGY

PITMAN: I agree. The idea of waiting 
until you have the ideal patient, when 
you adopt this procedure, is a mistake. 
You just need to evaluate each patient 
individually. If they’ve got an accessible 
vaginal apex, where you can do that 
colpotomy, proceed. This technique is 
adaptable and very exciting.

HARDIN: I would say that from my 
standpoint, everybody wants to pick 
the easiest and best cases first. But if 
you don’t start doing them, the volume 
of doing them is more important than 
the type of case you’re doing. So very 
quickly, I was at the point where I was 
like, “I’m going to consider everybody 
for vNOTES, and then I’m going to 
exclude people based on certain 
criteria.” But I think that vaginal 
surgery begets vaginal surgery. The 
more vaginal surgery you do, the more 
comfortable you get with it. 

EINARSSON: That’s a good segue. 
Dr Hardin, maybe you can answer this 
first. What are your contraindications? 
You wouldn’t do this on every case, 
would you?

HARDIN: I basically switched from 
complete laparoscopic assisted vaginal 
hysterectomy to vNOTES. Several of 
my partners are robotic surgeons, but 
since I adopted this, I have sent 
1 patient to them for robotic surgery. 
And it had to do with a possible 
borderline cancer that I did not want 
to rupture through the vagina that 
was a large mass. Otherwise, I have 
attempted every other hysterec-
tomy since March, when I began this, 
through vNOTES. 

PITMAN: We need to counsel our 
patients that we want to proceed in 

the least invasive way possible. You 
don’t lock yourself into “This is where 
we’re going to do it.” I explained to 
them, “I’m going to evaluate you under 
anesthesia, and plan A is the vNOTES. 
I think that’s the best way to proceed.” 
I did my training in April. And I’ve done 
90% of my hysterectomies now [with] 
vNOTES since then. 

MAY: I agree with that in general. 
But when I counsel patients, if I know 
that I need the manual dexterity and 
3D visualization of the robot for deep 
endometriosis in the anterior compart-
ment or in the pelvic neuroanatomy, 
and if I’m going to be working in those 
spaces doing neuro resections, I prob-
ably wouldn’t start with the vNOTES 
approach. I would either do those 
robotically or refer them to someone 
who has a high volume of that type of 
procedure. But those are infrequent for 
my practice. My real thing is, I guess if 
I can make the colpotomy again, I’d like 
to keep it as simple as I can. I’ve also 
noticed that sometimes prolapse can 
make it difficult because it’s already out 
of the body, and so you have to kind of 
work around that. But surgeons who 
do that a lot have found that it simpli-
fies prolapse. But for me, it’s: Is the 
anterior and/or posterior cul-de-sac 
completely fused or obliterated? If I can 
get in on either one, I can proceed with 
better visualization. 

EINARSSON: What about other surger-
ies? Are you doing myomectomies, 
ovarian cystectomies, or other 
procedures through this approach?

PITMAN: I’ve done adnexal surgeries, 
[fallopian] tubes, and ovaries. I have 
not done the myomectomies yet. 
Again, just an early adopter. I’ve done 

30 vaginal hysterectomies, and of 
course, also uterosacral [ligament] 
suspensions. That’s big for me because 
you can see the ureter so well and 
you know that your stitch placement 
is well away from the ureter and you 
can pull on the suture to make sure 
that the ureter doesn’t kink. To have 
that kind of reassurance is moving me 
away from the sacrospinous [ligament] 
suspension. So, I’m really pleased with 
the uterosacral suspension.

EINARSSON: Do you have any tips on how 
to get the colpotomy initial entry done?

HARDIN: The first thing is patient 
position. These patients don’t have to 
be as far down off the exam table or 
the operating table as in a traditional 
TVH [total vaginal hysterectomy] just 
because of the retractors you’re using. 
I think that helps them postoperatively 
as well. But make sure that they’re 
centered on the table, that their 
bottom is kind of at the very end of the 
table. I always start with a little bit of 
Trendelenburg [position]. I’m injecting 
more circumferentially around the 
cervix than I used to for my standard 
LAVHs [laparoscopically assisted 
vaginal hysterectomies]. I also went 
from a straight direct entry technique 
colpotomy to circumscribing and really 
taking kind of a wet, slightly moist, 

“The idea of waiting until you 
have the ideal patient, when 
you adopt this procedure, 
is a mistake. You just need 
to evaluate each patient 
individually,” said Thomas 
Pitman, MD.
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open Raytec gauze and advancing all 
the way around, and that helps you find 
posteriorly with an allis clamp where 
you really can kind of tug on it and see 
that it tents off the cervix. That makes 
it a little easier to make the posterior 
colpotomy. Making a big colpotomy is 
a really important step because the 
narrower your colpotomy is, the harder 
it is to get your ring placement in there, 
and then you’ll have the ring pop out. 

MAY: In the past few years, since we 
came back and started teaching this, I 
found that there’s a kind of a bifurca-
tion of what that rate-limiting step is. 
The most challenging step that you 
mentioned for many surgeons I think is 
the anterior colpotomy. I think our resi-
dency training programs are struggling 
to get vaginal hysterectomy numbers 
up, and the residents who are trained 
in the more recent years have had 
difficulty with getting adequate volume 
to feel very confident with colpotomy. 
Likewise, throughout the nation, there 
are numbers of surgeons who have 
relatively abandoned the vaginal route 
as their primary route. Despite the 
evidence that ACOG [American College 
of Obstetricians and Gynecologists] 
continues to champion that, vaginal 
surgery should be our first route and 
laparoscopy would be an acceptable 
alternative if it’s not feasible. I think 
the first step is if you’re comfortable 
with anterior colpotomy, the next most 
challenging thing is placing the access 
devices. These rings that we typically 
use, these V-path type rings that go in 
and roll down to allow us to develop 
a pneumoperitoneum, can be difficult 
to place if you haven’t been trained. 
To overcome that, I would say attend 
a training course like those that are 
sponsored by the iNOTESs through Jan 

Baekelandt, MD, and Applied Medical. 
They teach these techniques of how 
to place a ring, as well as introducer 
courses that have made it a lot easier 
for surgeons to overcome this chal-
lenging step. 

EINARSSON: How do you bill for this? 
What’s the right billing rate code for 
this type of surgery?

MAY: We’re currently billing under the 
LAVH codes. And of course, there’s the 
less than and greater than 250 g. Same 
thing for the 58661 for salpingectomy. 
It’s still a laparoscopic case. If I move 
my ports to the left upper quadrant, 
that doesn’t alter whether I’m doing a 
laparoscopic hysterectomy or not. And 
likewise, it’s been our position that a 
LAVH is the same as VALH, a vaginally 
assisted laparoscopic hysterectomy. 
The only other option within the coding 
manual that I can find would be using a 
specials code. 

EINARSSON: What prompted you to start 
offering vNOTES to your patients? 

HARDIN: I was approached by one of 
the reps from Applied Medical who 
said, “Would you be interested in 
learning this new technique?” Then I 
went to a class this January and was 
really impressed with it. I thought my 
LAVH patients would do really well. 

But what if I could do it without any 
incisions and without all the rigamarole 
in the operating room [OR] where you 
start vaginally, go abdominally, come 
back vaginally, go back abdominally. It 
feels more efficient in the OR to start 
vaginally, stay vaginally. The number 
of instruments you need is probably 
one-third or less of the number of 
instruments that they would pull for 
an LAVH. From my standpoint, I want 
a new pack developed just for my 
vNOTES. I liked that it was just exactly 
what we needed—minimizing the 
waste. We use less suture, and after 
you do a few of them, you see how well 
the patients do and that makes you an 
adopter quickly.

PITMAN: Most definitely. They [Applied 
Medical] reached out to me because 
I had such a high volume of the 
single-site TLHs [total laparoscopic 
hysterectomies]. We get our training, 
and you think, “I’m doing the least inva-
sive thing that I can do, either vaginal, 
or LAVH, or TLH.” This is the first time 
I’ve been excited since I finished my 
residency about something. Because 
the patients just do so well. They come 
in and they’re so happy, so thankful for 
the ability to get back to work in a week 
and resume normal activity so quickly. 
The transition from the single-site 
laparoscopy to this vNOTES has been 
pretty smooth. I’m excited.

MAY: I’ve always been interested in 
offering my patients the least invasive 
route. And interestingly, I’ve had a 
passion for teaching doctors in private 
practice. I like the interactions with 
other colleagues who have excellent 
ideas and can share those back with 
me. Somebody, I think it was Lee 
Cohen at Applied Medical, had said, 

“We use less suture, and 
after you do a few of them, 

you see how well the patients 
do and that makes you an 

adopter quickly,” said Brandi 
Hardin, MD. 
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“Do you know Dr Baekelandt? I think 
he’s friends with you as fellow MIGS 
director. But he’s over in Belgium.” 
So I come to hear about him through 
my teaching experiences. And shortly 
after that, I had the opportunity to 
speak to the Southern OB/GYN Society 
about [approaching] hysterectomy and 
morbidly obese [patients].” I took the 
unpopular but realistic perspective 
that you should do it in the manner that 
you’re best trained to handle. So for 
some, it’s laparoscopic; for some, it’s 
open; and for some, it’s vaginal. People 
who supported the data reminded me 
that vaginal is the answer if you look at 
studies. I got convinced of the need to 
reengage vaginal surgery and started 
visiting with Dr Baekelandt in Belgium 
and learned the technique, and the aha 
moment for me was when he placed 
the ring in and showed me that you 
don’t have to do an anterior colpotomy. 
You can develop a pneumoperitoneum 
and do that laparoscopically even. I 
realized then that I could overcome 
the colpotomy fear that I had. Those 
fi rst few patients came back, and the 
testimonials they gave kept me going 
after I tried this new technique. But it 
was the 33rd patient whom I’ll never 
forget, who changed my life. She was 
685 lb, and 5 ft 2 in. And she had a 
large abdominal mesh, a prior colos-
tomy, and an operative report on her 
chart that said, “Do not go back in this 
pelvis, essentially, or you will be in her 
bowels again.” And I remembered I had 
said, “The evidence says you should try 
this vaginally.” I didn’t believe I could 
do her case vaginally from her other 
challenges. But we were able to do that 
with the vNOTES approach vaginally. 
This patient convinced me that we need 
to really explore this.

EINARSSON: What do the data look 
like in terms of comparing vNOTES 
with vaginal hysterectomy, like pure 
vaginal hysterectomy, and/or robotic or 
laparoscopic hysterectomy? 

MAY: While currently there’s good 
evidence for hysterectomy, there’s level 
1b and adnexectomy with the classic 
HALON trial and the NOTABLE trial, 
which was looking at adnexectomy.1,2

Evidence exists to tell us that [vNotes] 
is at least as effi cacious as, if not 
better than in some ways, standard 
laparoscopic hysterectomy. To my 
knowledge, there’s not a direct head-
to-head vs vaginal hysterectomy. And 
I think those are data that those of us 
who are engaged in this fi eld want to 
see developed. That is a need for those 
of us who are performing it to continue 
to do that. But the data are coming out 
more and more, especially in some 
other countries where they’ve engaged 
it quicker, in Europe and in China, 
places like that. 

PITMAN: I agree. I’m excited to see a 
head-to-head. Anecdotally, when you 
think about the techniques with vaginal 
hysterectomy, traction is downward 
constantly. With vNOTES, the move-
ment is out of the pelvis—you’re 
actually pushing the specimen up 
and medially constantly during the 
procedure, so you’re not really pulling 
down on those ligaments. I hypothesize 
that the pain is going to be much less 
than a typical vaginal hysterectomy for 
a large uterus.

HARDIN: I think there is a lot to be said 
about how much tissue manipulation 
there is involved in traditional vaginal 
surgery, just clamp-cut-tie surgery vs 
this. The traction you put on it is mini-
mal. And then you’re not strangulating 
vascular pedicles like you do when 
you tie things off with a suture. I think 
it’s probably going to be less scarring 
to people because it’s probably less 
infl ammatory just like traditional 

Watch the full interview online 
Jon I. Einarsson, MD, PhD, MPH, deputy medical editor of 

Contemporary OB/GYN®, and 3 minimally invasive gyneco-
logic surgeons discuss the novel technology of vNOTES.
ContemporaryOBGYN.net/vnotes-panel
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laparoscopy taking out ectopics vs 
leaving vicryl or chromic in there and 
how inflammatory that can be. But as a 
woman who has had 2 babies, and I’ve 
had a cesarean delivery and I’ve had a 
vaginal delivery, the ligaments are an 
issue for sure. 

MAY: Also, I will say there are 
some meta-analyses that have 
been published. There was one in 
December 2020 in the Journal of 
Clinical Medicine.³ But that was a 
systematic review and meta-analysis 
comparing hysterectomy by vNOTES vs 
laparoscopic hysterectomy for benign 
indications. It showed that there was 
equal efficacy for operation, operating 
time, hospitalization, and estimated 
blood loss with no differences in com-
plication rates, readmission rates, or 
pain scores at 24 hours. Those types 
of data exist to say that at least it’s 
as good as TLH. And I don’t think that 
we’re at the point where we have the 
head-to-head comparison to vaginal, 
but what I would say is we’re not doing 
just vaginal nowadays.

EINARSSON: I think Dr Hardin alluded to 
this, but you can see everything. And 
not just you but everybody in the OR can 
see what you’re doing. Which I think 
is one of the reasons vaginal surgery 
or vaginal hysterectomy hasn’t taken 

off as much. Because when we’re doing 
laparoscopic cases, everybody [in the] 
OR can see, you can teach hundreds of 
people what you’re doing there. 

HARDIN: That’s correct. And I can do it 
with 1 less assistant as well. So that’s 
another level of efficiency when [there 
is] 1 less person in the OR.

PITMAN: The camera doesn’t have to 
be trained as much either because with 
laparoscopic surgery you’re the person 
who’s running that camera. It can be a 
really great limiting factor. When you’re 
working in such a small space with a 
10-degree, 30-degree scope, it’s pretty 
much minimal manipulation of the 
camera for the whole case. 

MAY: And cost is one of those things 
that I think we’re starting to look at 
nationwide about what’s the ethical 
nature of how much we spend on a 
patient. When I started treating these 
patients, OR staff members told me, 
“We don’t need that many instruments.” 
And so, they quickly made a new tray 
and their turnover time reduced. 
Anybody could set this case up. It 
didn’t require a special knowledge of 
equipment. It really didn’t require a lot 
of time for sterilization. Where I could 
previously perform 3 major cases in a 
day, 3 to 4, I can easily do 5 to 6 now. 
And the actual cost of instrumentation 
was lower because 90% of it, or more, 
is reusable, and that’s huge.

EINARSSON: Is there any advice for 
the reader to make the transition to 
vNOTES easier? 

HARDIN: One thing I would say is that 
most people who are learning these 
procedures, at the courses that I’ve 

gone to help teach, are people who 
have not just gotten out of residency in 
the last year or 2. So remembering why 
you’re doing it: It’s always uncomfort-
able to learn something new. You’re 
going to have frustrations—anytime 
you use a new instrument in the OR, 
anytime you have a new scrub tech in 
the OR, there are frustrations. You may 
say, “That was too frustrating. I had to 
put the ring in 4 different times.” But 
every time it gets a little bit better, a 
little bit better. And I think that’s my 
thing, kind of where your mind-set is 
when you start.

MAY: I would say to understand the sur-
gical geometry. When Harry Reich[,MD,] 
first showed us that we could use a 
laparoscope and some instruments that 
we were doing tubals with to take out a 
uterus, it was a watershed moment in 
our careers that generated many other 
techniques and tricks. We’ve always 
been vaginal surgeons. It’s what makes 
us different from general surgeons. 
Attend a course where you can network 
with other surgeons; develop relation-
ships and proctorships until you feel 
confident. Lean on those people who’ve 
walked down that path before to work 
with you and hold your hand getting 
started. Understand that you’re going 
from the least invasive route to a more 
invasive route. There’s no harm in start-
ing vaginally converting to laparoscopy 
any more than there was starting a 
laparoscopic case and converting it to 
an LAVH. It’s just reversing the order of 
events. I believe that those tips would 
help anyone who’s starting out become 
more successful. 

FOR REFERENCES VISIT  
contemporaryobgyn.net/vNOTES-Panel

“Understand that you’re going 
from the least invasive route to 

to a more invasive route,” 
said Grover May, MD. 
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C
hronic pelvic pain (CPP) 
in women is defined as 
nonmenstrual pain lasting 
greater than 6 months. It 
accounts for over 10% of 

referrals to gynecologists with an inci-
dence rate between 5.7% and 26.6%.1 

CPP is a common indication for surgery 
leading to 12% of all hysterectomies and 
over 40% of gynecologic diagnostic 
laparoscopies, yet up to 35% of these 
laparoscopies add little to treatment.2 

The optimization of care for women 
with CPP represents a priority and 
requires understanding the multifac-
eted etiology of pelvic pain and how to 
e� ectively diagnose and treat the condi-
tion. Few advances in technology have 
addressed this area of medicine and 
thus it represents a unique opportunity 
for innovation. 

Diagnosis and underlying 
neuronal basis of pain
CPP may originate from both somatic 
and visceral structures which then 
converge in the spinal cord, leading 
to complex pelvic pain patterns.3 CPP 
often involves multiple organ systems 
resulting in pelvic organ “cross talk.” � e 
convergence of visceral innervation in 
the dorsal horn can lead to 1 dysfunc-
tional organ enhancing the pain of a 
second organ. One example is patients 
with endometriosis who have associated 
bladder pain syndrome and irritable 
bowel syndrome.4 Further complicating 
the picture, visceral pain may induce 
somatic pain through viscerosomatic 
convergence.5 � is presents as pelvic 
� oor tension myalgia or referred pain 
from speci� c organ locations.  

Prolonged exposure to painful 

stimuli can cause somatic peripheral 
sensitization resulting in hyperalgesia. 
Central sensitization may lead to 
somatic dysfunction, especially of the 
pelvic � oor muscles.6 � e processing of 
sensory pain information by our brain 
is regulated by cognitive and affec-
tive interpretation. Emotional events 
such as trauma and sexual abuse may 
regulate our pain perception and lead 
to persistent pelvic pain.7 

Given this level of complexity, it is no 
wonder that patients and health care 
professionals alike become frustrated as 
they try their best to parse out etiologies 
of pain and potential successful treat-
ment. � is represents an opportunity 
for the development of optimal online 
content and tracking to assist with 
diagnosis and understanding for both 
patients and health care professionals. 

Management of 
chronic pelvic pain
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Optimization of care represents a priority and requires 
understanding of etiology to effectively diagnose and treat.
by LOUISE P. KING, MD, JD
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Patient evaluation
Evaluation begins with a thorough his-
tory and a detailed physical examina-
tion to tease apart contributing factors.8 

The International Pelvic Pain Society 
has developed a detailed questionnaire, 
available for free on their website, to 
help providers obtain a pertinent his-
tory and guide the exam.9

A baseline ultrasound is frequently 
ordered but may be of limited value. 
However, patients with alarming 
symptoms such as hematochezia, 
postmenopausal bleeding, hematuria, 
or unexplained weight loss should be 
evaluated specifically for those symp-
toms with targeted imaging and pos-
sibly gastrointestinal (GI) endoscopy. 

By contrast, specialized imaging pro-
tocols and experienced radiologists can 
reliably identify visceral sources of pain 
from ultrasound and magnetic reso-
nance imaging (MRI), such as adeno-
myosis, deep infiltrating endometriosis, 
pelvic congestion syndrome, and pelvic 
adhesions.10 In the case of endometrio-
sis, MRI or specialized ultrasound can 
identify endometriomas, obliterated 
posterior cul-de-sacs, deep infiltrating 
endometriosis, rectal endometriosis, 
and uterosacral ligament involvement.11 
That said, laparoscopy remains more 
accurate at detecting, diagnosing, and, 
hopefully concomitantly, treating endo-
metriosis.12 Musculoskeletal sources of 
pain may be evaluated by MRI or x-ray 
if suspected on examination.13

Treatment
The key to successful treatment of CPP 
for any patient is a holistic approach. 
Frequently, patients hope for a single 
cause and a single cure. However, this is 
highly unlikely. Helping patients accept 
that CPP is typically a multifactorial 
disease that can be difficult but not 

impossible to treat is essential. 
Initiating a medication regimen to 

treat CPP as an empirical first step is 
reasonable, assuming all potential 
contributing causes are addressed. If 
a patient fails initial medical therapy, 
a laparoscopy should be undertaken 
in an effort to confirm and potentially 
surgically treat disease ahead of more 
aggressive regimens (Table 1)14. 

Key points related to 
surgical intervention
A significant number of outpatient 
laparoscopic surgical procedures for 
women are performed to assess for 
pain but with little benefit.15 When the 
procedure is done without a specific 
plan to address pathology if found, the 
risks, albeit low, outweigh any benefit.

Specific to endometriosis, any sur-
geon who undertakes a laparoscopy 

should be prepared to proceed with 
excision of all visible lesions. Excision is 
likely superior to fulguration, especially 
in patients with deep infiltrating endo-
metriosis.16 If a surgeon does not feel 
they could adequately treat apparent 
endometriosis, they should refer the 
patient to a surgeon who specializes, 
even for a diagnostic laparoscopy, to 
avoid unnecessary repeat surgeries.  

Establishing normal anatomy is the 
ultimate goal of surgery when endome-
triosis, ovarian pathology, or adhesions 
are found. In the setting of advanced 
endometriosis or severe adhesions, this 
will typically involve fairly extensive 
lysis of adhesions including ureterolysis 
and enterolysis.  

Typically, in stage 4 endometriosis, 
the posterior cul-de-sac is obliterated 
by bilateral endometriomas that may 
be adhered to each other as well as to 

Medication Dose Trial period

NSAID Ibuprofen 800 mg every 8 hours 4-6 weeks

OCP As directed with or without break for  
menstrual flow

2-3 months

Progestins   Medroxyprogesterone 10 mg daily up to  
50 mg daily
  Norethindrone acetate 2.5 mg daily up to  

30 mg daily
  Depo-Provera
  Mirena IUD

3 months

GnRH agonist Lupron
with progesterone add back

3 months
(adverse effects  
significant)

Danazol 200-400 mg/day in 2 doses
May increase to 800 mg/day

2 months (not to 
exceed 9 months; 
adverse effects  
significant)

GnRH, gonadotropin-releasing hormone; IUD, intrauterine device; NSAID, nonsteroidal anti-inflammatory 
drug; OCP, oral contraceptive.

Table 1
Potential Medical Therapy Regimens Specific 
to Suspected Endometriosis14
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the pelvic sidewalls and bowel. A com-
bination of blunt and sharp dissection 
is helpful. Many surgeons also rely on 
either monopolar cautery, harmonic, 
or carbon dioxide laser to achieve 
dissection planes. A full knowledge of 
electrocautery and other energy sources 
is essential to achieve safe surgical 
dissection.

Endometriomas frequently rupture 
during this process. Copious irriga-
tion and clearance of endometrioma 
fluid is important. The ideal method 
of treatment for endometriomas is not 
yet known. Recurrence of ovarian endo-
metriomas is thought to be less frequent 
when ovarian cyst walls are removed, 
preserving normal parenchyma.17-19 

Yet, aggressive surgical resection of 
endometrioma cyst walls leads to a 
decrease in anti-Müllerian hormone 
(AMH). Decreased AMH is associated 
with decreased ovarian reserve and thus 
less success with potential stimulatory 
cycles during in vitro fertilization. Some 
authors have proposed instead that 
ovarian endometriomas should be 
drained and the posterior aspect of the 
wall cauterized.20-22 Surgeons should 
discuss this evidence with patients and 
should carefully tailor surgery in con-
sultation with patients to address their 
goals. For example, in a young patient 
with severe pain, the excision of endo-
metrioma walls to decrease recurrence 
would be ideal, whereas for patients 
seeking fertility treatments, drainage 
and cauterization may be more suited.

Prevention of postoperative adhe-
sions is a priority in patients with 
chronic pelvic pain. Surgical technique, 
hemostasis, and copious irrigation 
are likely helpful in decreasing the 
potential for adhesions. The evidence 
is not robust enough to date to support 
the use of various barrier methods to 
prevent adhesions in surgery for pain or 
subfertility.23,24 Monopolar or preferably 
bipolar cautery can be used judiciously 
to address isolated areas of bleeding. 
If the bleeding is more diffuse in cys-
tectomy, suturing remaining ovarian 
parenchyma in a purse string to achieve 
hemostasis through compression is 
likely preferred.25

All efforts must be made to identify 
and address any potential area of injury 
at the time of surgery. Cystoscopy and 
sigmoidoscopy are valuable tools to 
assess for small areas of potential injury 
in instances when extensive adhesions 
to the bowel or lesions overlying the 

Table 2         Potential Therapies

Disorder Potential therapies

Endometriosis   Empiric pharmacological treatment
  Laparoscopy
  Diagnostic and operative

Bladder pain   Pelvic floor therapy
  Bladder instillations
  Laparoscopy for endometriosis, if present

Irritable bowel syndrome   Elimination diets/FODMAP
  Pharmacological treatment
  Referral to GI department

Hypertonic pelvic floor disorders   Pelvic floor therapy
  Trigger point injections

Peripheral nerve disorders   Nerve blocks
  Neuromodulatory pharma
  Neurectomy/surgical decompression

Adhesions   Address GI contributions
  Supportive care
  Laparoscopy for site-specific adhesions

Chronic pelvic inflammatory 
disease

  Antibiotics, only if subclinical infection persists
  Supportive care

Pelvic congestion syndrome   Progesterone therapy
  GnRH
  Hysterectomy
  Sclerotherapy
  Surgical ligation

Fibroids   Myomectomy/hysterectomy
  UAE

Ovarian remnant   Oophorectomy

FODMAP, fermentable oligosaccharides, disaccharides, monosaccharides, and polyols;  
GI, gastrointestinal; GnRH, gonadotropin-releasing hormone; UAE, uterine artery embolization.

CONTINUED ON PAGE 22
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by BOB KRONEMYER

O ne year after the close of the 
Increasing Access to Con-
traception (IAC) Learning 
Community, participants had 

sustained their e� orts in support of at 
least 1 goal: to improve women’s access 
to the full range of contraceptive options. 
� e study � ndings were published in the 
Journal of Women’s Health.

� e learning community, which took 
place from October 2016 to May 2018, 
was implemented by the Association 
of State and Territorial Health O�  cials 
(ASTHO) in partnership with the Cen-
ters for Disease Control and Prevention 
(CDC); the Department of Health & 
Human Services O�  ce of Population 
A� airs; and the Center for Medicaid and 
Children’s Health Insurance Program 
Services of the Centers for Medicare & 
Medicaid Services.

The learning community 
comprised 27 state and territo-
rial jurisdictions, with teams 
from each jurisdiction consist-
ing of state health department 
leaders, program staff, and 
provider champions.

“� e original contraception-
focused learning community 
began in 2014 as a way to share 
strategies and best practices in state-
led immediate postpartum long-acting 
reversible contraception (LARC) proto-
col development and implementation,” 
said lead author Carla DeSisto, PhD, 

MPH, an epidemiologist in the CDC’s 
Division of Reproductive Health in 
Atlanta, Georgia. “� at learning com-
munity, called the Immediate Post-
partum LARC Learning Community, 
expanded from 6 states in 2014 to 13 
states in 2015.”

Despite the progress, the CDC and 
ASTHO started hearing from par-
ticipating and nonparticipating states 
that there was a need to go beyond 
immediate postpartum LARC alone 
and embrace policies and programs 
that increased access to the full range 
of contraceptive options. 

� us, in 2016, the learning commu-
nity broadened to 27 jurisdictions with 
a scope of improving access to the full 
range of contraception.

The University of Illinois Chicago 
evaluation team contacted jurisdictions 
during May and June 2019 to complete 
a postassessment of goal achievement 

and sustainment through semi-
structured interviews over the 
telephone or via email. 

� e 26 responding jurisdic-
tions (96% participation rate) 
had created a total of 79 goals. 
At the � nal learning community 
meeting, 35 goals (44%) had 
been achieved. � ree jurisdic-
tions achieved all their goals by 

the close of the learning community. 
At 1-year follow-up, jurisdictions were 

sustaining efforts for 69 (87%) of the 
total goals. In every jurisdiction, work 
on at least 1 goal that originated in the 

learning community was continuing. 
Many of the goals achieved by the 

jurisdictions addressed logistical bar-
riers, provider awareness and training, 
consumer awareness, and reimburse-

ment and � nancial sustainability. An 
example of a goal to address logistical 
barriers was reducing the number of 
clinics that require 2 visits for the place-
ment of an intrauterine device (IUD).

“� ese � ndings underscore [the fact] 
that jurisdictions worked extremely 
hard to reach their goals,” DeSisto told 
Contemporary OB/GYN®. “They cre-
ated…detailed action plans to achieve 
them. � ey were also able to leverage 
the multidisciplinary nature of their 
teams to accomplish their work, often 
across di� erent agencies within their 
jurisdiction. It was really awe-inspiring 
to witness.”

Nevertheless, during the interviews, 
the jurisdictions mentioned a number 
of barriers to achieving goals: lack of 
resources such as staff and funding, 
sta�  turnover, political concerns about 
contraception, and disagreement about 
priorities and interdependent goals. 

“Some of the key facilitators to 
achieving goals are funding, leadership 
engagement and support, champions, 
stakeholder partnerships, and the 

Increasing access to
contraception in the United States

Interested in 
more content 

like this? 

����������
������

At 1-year follow-up, 
jurisdictions sustained efforts 
for 87% of the total goals. 
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bladder have been addressed. Neither 
procedure can be completely relied 
upon to identify injuries that result from 
electrical or thermal injury, however, as 
delayed necrosis may not be identified. 

Hysterectomy for CPP
Hysterectomy is the most common 
surgery performed for CPP, yet there 
are no randomized controlled trials that 
specifically address its efficacy. Pro-
spective and retrospective trials have 
shown that hysterectomy significantly 
relieves pain in women.26,27

A laparoscopic approach for hyster-
ectomy is preferred and can be accom-
plished even with very large uteri. If a 
particular surgeon is not well versed in 
laparoscopic hysterectomy, they should 
refer the patient to a specialist who can 
ensure access to all surgical options. 

Integrative care
Adjunctive therapies can be highly 
beneficial for patients with CPP. A 
multidisciplinary approach is ideal. If 
there is no center for pelvic pain in the 
area, creating cooperative plans of care 
with other specialists will be of greatest 
benefit to patients and will achieve the 
best outcomes. 

Psychological counseling can be 
helpful to address poor coping mecha-
nisms and the potential development of 
situational or chronic depression.

Pelvic floor therapists can address 
specific muscular dysfunction but can 
also work with biofeedback as well as 
behavioral and relaxation feedback 
modalities. Pelvic pain clinics can 
address opiate dependence if this has 
become an issue over time. These clinics 
can also help with scheduled trigger 
point injections that might coincide 

with physical or pelvic floor therapy.
Patients will need to be counseled 

that they will require multiple visits over 
what is typically a long period of time. 
They also will have to make permanent 
behavioral changes to fully address their 
chronic pain.

Conclusions
CPP is a complex, potentially debilitat-
ing, and costly disorder that is poorly 
understood. Patients with this condition 
require extensive work-up, careful treat-
ment plans, and counseling (Table 2). 
Whenever possible, referral to special-
ists is encouraged.  
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actual learning community meetings 
and activities,” DeSisto said. “Forming 
a multidisciplinary team, creating an 
action plan, having regular meetings 
dedicated to the work, and learning 
from other jurisdictions and national 
experts helped teams achieve and 
sustain their goals.”

Future learning communities may 
find it beneficial to engage with jurisdic-
tions to develop robust, well-defined 
goals that are coupled with implementa-
tion strategies, according to DeSisto. “It 
may also be advantageous for jurisdic-
tions to consider how they will measure 

success in achieving their goals before 
the work even begins, and to think about 
how they will sustain their work beyond 
the learning community,” she said.  
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2021 ANNUAL MEETING

Expert KOLs sat down with Contemporary 
OB/GYN® at the North American Menopause 
Society (NAMS) 2021 Annual Meeting to share 
thoughts on their favorite sessions, discuss 

their latest research, and ponder the future of 
health care post pandemic with sexual health 

specialist Michael Krychman, MD. 

Management of chronic pelvic pain CONTINUED FROM PAGE 20
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DISEASE

by COLLEEN HALL

T he recently released, long-
awaited guidelines on screening 
for sexually transmitted infec-
tions (STIs) from the Centers for 

Disease Control and Prevention (CDC) 
introduce new ways of approaching 
some common questions you are prob-
ably used to asking your patients.

Michael S. Policar, MD, MPH, pro-
fessor emeritus of obstetrics, gynecol-
ogy, and reproductive sciences at the 
University of California, San Francisco, 
School of Medicine, addressed attend-
ees of the North American Menopause 
Society (NAMS) annual meeting held 
September 22 to 25 in Washington, DC. 
Some of the old questions about sexual 
partners, such as, “Do you have sex with 
men, women, or both?” have now been 
replaced with “Are you currently having 
sex of any kind, oral, vaginal, or anal, 
with anyone?”1 he said.Additionally, it is 
important to ask patients whether they 
are having sex with another person and, 
if so, what kinds of sexual contact they 
have, and how they met their partners.

Policar also addressed the impor-
tance of discussing the “4 P’s of sexual 
history,” including partners, protection, 
past history of STIs, and intention to 
become pregnant, and added what he 
called the � fth P: pleasure. “You want to 
ask, ‘Are you satis� ed with your sexual 
relationship with your partner?’” � is 
is particularly signi� cant for patients at 
midlife, as study � ndings have shown 
that up to 43% of women report sexual 
problems during this period of their lives.

Discussing sexual history during an 
examination is key, Policar said, espe-
cially as CDC data have demonstrated 
continual spikes in STIs year after year 
up until 2020, when rates went down. 
Policar believes that was likely due to 
fewer people being screened during 
the pandemic and having less access 
to testing for those infections.

Prior to 2020, however, CDC data 
showed a nearly 30% increase in chla-
mydia, gonorrhea, and syphilis rates 
between 2015 and 2019. In the most 
recent CDC update, health o�  cials pri-
oritized prevention and control, noting 
the importance of risk assessment and 
education; preexposure vaccination 
for vaccine-preventable STIs, such 
as human papillomavirus; screening 
for people with an STI; and effective 
diagnosis and treatment.

Policar said that when screening 
patients for gonorrhea and chla-
mydia, clinicians should focus on those 
patients with a previous or concurrent 
STI; patients with new or multiple sex 
partners or a sex partner with an STI; 

patients who demonstrate inconsistent 
condom use; those who are not in 
monogamous relationships; and those 
who report exchanging sex for money, 
housing, or other needs.

He noted that treatment recom-
mendations also were updated in the 
new guidelines. For example, treatment 
for chlamydia has been changed from 
a single dose of doxycycline to 100 mg 
orally twice daily for 7 days.

A new, alternative gonorrhea treat-
ment of cefixime 800 mg orally once 
daily was also o� ered in the guidelines 
for people with uncomplicated infec-
tions of the cervix or rectum if ceftriax-
one is not available.

Policar completed his discussion 
by reviewing the “checklist” of chla-
mydia and gonorrhea management. 
� is includes ensuring that timely and 
appropriate treatment is administered 
within 14 days of specimen collection, 
testing for other STIs, counseling and 
educating patients, reporting the case 
to the local health department, sched-
uling a follow-up test in 3 months, 
and ensuring that all sex partners                    
are treated. 
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CDC updates “old questions” on STIs 

“You want to ask, 

‘Are you satisfi ed 
with your sexual 
relationship with 
your partner?’”

said Michael S. Policar, 
MD, MPH.

OBGYN1121_023_Vulvo.indd   23OBGYN1121_023_Vulvo.indd   23 10/28/21   4:06 PM10/28/21   4:06 PM



NOVEMBER 202124    CONTEMPORARYOBGYN.NET     

TRANSITIONS
UPDATES

LIFE

A bout a third of 1500 women 
surveyed from Alberta, 
Canada, reported using 
cannabis to alleviate some 

of the commonly reported symp-
toms associated with menopause, 
according to a study presented in 
a poster at the annual meeting of 
the North American Menopause 
Society, held September 22 to 25, 
2021, in Washington, DC.1

Katherine Babyn, a master of sci-
ence student from the University of 
Alberta, and colleagues conducted 
a quantitative phase 1 and qualita-
tive phase 2 study, which included 
one-on-one interviews of 1500 women 
between October and December 2020, 
recruiting women 35 years and older 
from popular social media platforms. 
Eighteen percent of the women 
were in premenopause, 33% were in 
perimenopause, and about 35% were 
in postmenopause. 

One-third reported using cannabis 
within the past month, and slightly 
more than half of the women, about 
52%, reported having used cannabis for 
more than 3 years. Many of the women 
reported getting information about 
cannabis use through internet searches 
(about 46%) but said their most desired 

information about this use comes from 
their physician, with about half noting 
it as their preferred method to obtain 
health information.

Of 499 women who reported using 
cannabis, three-quarters said it was for 
medical use, citing anxiety, depression, 
irritability, muscle aches, and sleep 
issues as some of the symptoms that 
were alleviated because of its use.

Edibles and oils were the most used 
types of cannabis, at 52% and 47%, 
respectively. Forty-one percent of the 
women reported smoking cannabis, 
25% reported vaping, and 16% reported 
using capsules.

Women who said they used 
cannabis were less likely to report 
achiness, mood issues, painful 
intercourse, or sleeping trouble, 
which are commonly associated 
with menopausal transition, the 
researchers said.

“Our study con� rmed that a large 
percentage of midlife women are 
using cannabis for symptoms that 
overlap with menopause, especially 
those women who reported more 
symptoms,” Babyn said.

However, more data are needed 
in this area, according to the 
researchers who said the study 

sampling was limited by social media, 
and that the results do not assess can-
nabis e�  cacy for these symptoms.
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WELL WOMAN
UPDATES

by LINDSEY CARR

C ardiovascular disease (CVD) 
remains the leading cause of 
morbidity for women in the 
United States. Prior to the 

update in 2020, which was published 
in the Journal of the American College 
of Cardiology, the American College of 
Cardiology (ACC) and the American 
Heart Association had issued no formal 
guidelines speci� cally addressing CVD 
in women since 2011.

In her presentation at the North 
American Menopause Society 2021 
Annual Meeting, Margo B. Minissian, 
PhD, executive director at the Brawer-
man Nursing Institute, the Simms/
Mann Family Foundation Endowed 
Chair of Nurse Education, and assistant 
professor of cardiology at the Smidt 
Heart Institute and the Geri and Richard 
Brawerman Nursing Institute at Cedars-
Sinai Medical Center in Los Angeles, 
California, discussed critical 
topics related to risk factors 
and treatments that have led 
to controversies and confusion 
surrounding CVD in women.1

Of all  deaths in women 
worldwide, 35% are caused by 
heart disease. From 1990 to 
2019, the prevalence of CVD in 
women increased from roughly 
150 million to 275 million cases. So what 
can be done?

“Improving lifestyle is the way to go. We 
can personalize the way that we provide 

preventive medicine strategies,” Minis-
sian said. “� ere is so much we can do as 
nutritionists, physical therapists, nurses, 
and pharmacists. � ere are so many dif-
ferent allied health care professionals that 
are there to help you.”

Minissian also pointed out the 
importance of communication, urging 
clinicians to use their electronic health 
records. “We also text a lot. I � nd that I 
prefer to do that so when they’re having 
a symptom, I can help get them over 
to the cardiac clinic quickly. However 
you choose as a provider to commu-
nicate with your patients, having those 
open communication channels helps 
empower them and gives them con� -
dence with their care,” she said.

When Minissian and her colleagues 
were reviewing their guidelines for the 
primary prevention of CVD at the ACC,2

there were many discussions revolving 
around the prescription of aspirin for 
CVD prevention in women. � e group 

ultimately concluded that it is 
not appropriate for everyone 
but specific individuals will 
bene� t greatly. “Say you see a 
patient and they are taking a 
beta-blocker, ACE [angiotensin-
converting enzyme inhibitor], 
or an ARB [angiotensin receptor 
blocker], they’re on a statin. 
You probably need to look for 

aspirin and make sure that they take a 
baby aspirin.”

Minissian also outlined a “maybe” 
category, which referred to patients 

who smoke, have an elevated coronary 
artery calcium (CAC) score of 100 or 
greater or carotid plaque, and have a 
low risk for bleeding. She also prefers 
to prescribe patients antihyperten-
sion medications that have a longer 
half-life—diuretics, calcium channel 
blockers, or ACE inhibitors.

Minissian concluded with the basics 
of statin prescription: “Someone with 
familial hyperlipidemia, someone 
with an LDL [level] greater than 190, 
someone with diabetes,” she said. “� ey 
might have a very good cholesterol 
number. You just don’t have to choose 
a very high dose of a statin. � e hardest 
part are those intermediate-risk people. 
� ere are things we can do to help us 
with a tiebreaker.” 

� e tiebreakers would be patients 
aged 40 to 70 years who are at bor-
derline risk (5% to < 7.5%) with risk 
enhancers. Providers should consid-
er sex-specific risk enhancers such 
as premature menopause and preg-
nancy-associated conditions that in-
crease atherosclerotic CVD, according               
to Minissian. 

Carr is an associate editor for
Contemporary OB/GYN®.

FOR REFERENCES VISIT
contemporaryobgyn.net/CVD-prevention

Aspirin and statin prescription
for CVD prevention

����������
for practical 

tips and 
valuable 

resources

Of all deaths in women worldwide, 
35% are caused by heart disease. 
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Introduction

In the United States, the estimated 
prevalence of antenatal hepatitis C virus 
(HCV) infection is 1% to 4% in single-
center studies.1 A national multicenter 
prospective cohort study estimated 
an HCV antibody seroprevalence of 
0.24% among an obstetric population 
screened between 2012 and 2015.2 � e 
primary mode of HCV transmission is 
percutaneous exposure to blood from 
injection of illicit drugs. Other modes 
of transmission include sharing of 
contaminated devices for noninjection 
drug use, exposure to infected blood, 
and sexual intercourse.3,4 Vertical 
transmission is the leading cause of 
HCV infection in children.5

HCV can cause both acute and 
chronic hepatitis. The first 6 months 
after exposure to HCV constitute the 
acute stage of infection 6. For the 25% 
of cases that are symptopatic, symp-
toms include abdominal pain, nausea, 
anorexia, jaundice, and malaise.7 � ose 

who do not clear the virus and do not 
receive treatment will develop chronic 
HCV infection.8 As with the acute stage 
of infection, chronic HCV infection is 
usually asymptomatic. Chronic infec-
tion accounts for most HCV-associated 
morbidity and mortality. 

HCV infection is associated with 
higher rates of gestational diabetes, 
preterm birth, and low birth weight.9-13

However, these associations are often 
complicated by confounding factors 
such as maternal age, race, substance 
use, and prenatal care usage.14,15

Antenatal testing is not indicated in 
the setting of HCV diagnosis alone 
(grade 2C). 

Intrahepatic cholestasis of pregnancy 
(ICP) is more prevalent in patients with 

chronic HCV infection than in unin-
fected patients.16,17 We suggest screen-
ing for viral hepatitis in patients with a 
diagnosis of ICP at an early gestational 
age or with signi� cant elevations of 
bile acids (grade 2C). We empirically 
suggest that this screening be performed 
if the diagnosis of ICP is made at less 
than 24 weeks of gestation or if bile acids 
are greater than or equal to 100 µmol/L.

Screening
Screening recommendations are chang-
ing to be more inclusive because of an 
increase in the prevalence of HCV infec-
tion among women of reproductive age 
and emerging data suggesting that the 
majority of neonates are not identi� ed 
with the current risk-based screening 
strategies.18-20 A recent cost-analysis 
model demonstrated that universal pre-
natal HCV screening improved health 
outcomes of people with HCV infection 
and identification of neonates with 
infection and was cost-e� ective, even 

Society for Maternal-Fetal Medicine 
consult series #56: Hepatitis C in 
pregnancy: updated guidelines 

Created in partnership with the Society for Maternal-Fetal Medicine. SMFM was established in 1977 to “give 

Maternal-Fetal Medicine (MFM) physicians and scientists a place to share knowledge, research and clinical 

best practices in order to improve care for moms and babies.”

by SOCIETY FOR MATERNAL-FETAL MEDICINE (SMFM); SARAH K. DOTTERS-KATZ, MD, MMHPE; JEFFREY A. KULLER, MD; BRENNA L. HUGHES, MD, MSC

HCV can cause both acute 
and chronic hepatitis.
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in areas with very low prevalence.21 The 
Centers for Disease Control and Preven-
tion (CDC) now recommends universal 
screening for HCV during pregnancy.22 
The United States Preventive Services 
Task Force (USPSTF) also recommends 
screening in all individuals ages 18 to 
79 and specifically notes that pregnant 
women should be screened but does 
not recommend a frequency.23 Early 
identification of HCV-positive patients 
during pregnancy can potentially facili-
tate more efficient linkage to care and 
treatment in the postpartum period, 
because none of the antiviral therapies 
recommended for HCV infection are 
approved for use during pregnancy. We 
recommend that obstetric providers 
screen all pregnant patients for HCV 
by testing for anti-HCV antibodies in 
every pregnancy (grade 1B). Screening 
in the first trimester would theoretically 
identify the most patients at the earliest 
opportunity. 

Diagnosis of HCV infection depends 
on detection of anti-HCV antibodies and 
HCV RNA. Anti-HCV antibodies usually 
develop 2 to 6 months after exposure, 
during the acute phase of infection, and 
persist throughout life.24 HCV viremia 
or the presence of HCV RNA indicate 
active infection and can be detected 1 
to 3 weeks after exposure.25,26

Treatment and outcomes
The Box presents recommended labs 
for confirmed active HCV infection 
in pregnancy. Considering common 
risk factors, we suggest that obstetric 
care providers screen HCV-positive 
pregnant patients for other sexually 
transmitted infections (if not done 
previously), including HIV, syphilis, 
gonorrhea, chlamydia, and hepatitis 
B virus (HBV) (grade 2C). Pregnant 
patients with HCV should be screened 

for immunity to hepatitis A virus (HAV). 
We recommend vaccination against 
HAV and HBV (if not immune) for 
patients with HCV (grade 1B).

Among nonpregnant women, direct-
acting antiviral (DAA) regimens are 
first-line treatments.3 Currently, none 
of the antiviral therapies recommended 
for HCV infection are approved for use 
during pregnancy.27 Until more data 
exist, if a patient becomes pregnant 
while taking one of the DAA therapies, 
animal data do not suggest teratogenic 
risk but patients should be counseled 
that human data are lacking.28,29 In these 
scenarios, shared decision-making 
regarding risks and benefits of cessa-
tion versus continuation should occur. 
We recommend that DAA regimens 
should be initiated only in the setting 
of a clinical trial during pregnancy 
and that individuals who become 
pregnant while taking a DAA should 
be counseled in a shared decision-
making framework about the risks 
and benefits of continuation (grade 
1C). Referral to a hepatologist or 
infectious disease specialist during 
pregnancy for patients with HCV may 
be considered to expedite therapy fol-
lowing pregnancy. 

Methods to reduce vertical 
transmission
Amniocentesis does not appear to 
increase the risk of vertical transmis-
sion, although this conclusion is based 
on small sample sizes and limited data 
that have not addressed the potential 
impact of viral load.30 No studies have 
been published on the risk of verti-
cal transmission of HCV with other 
prenatal testing modalities, including 
chorionic villus sampling. We suggest 
that if prenatal diagnostic testing is 
requested, patients be counseled 

that data regarding the risk of verti-
cal transmission are reassuring but 
limited (grade 2C). When the need 
or desire for diagnostic testing arises 
in patients with HCV, shared decision-
making regarding the limited data 
should occur. 

Vaginal delivery has not been shown 
to be a risk factor for vertical transmis-
sion of HCV.31,32 Because all published 
studies on the mode of delivery and the 
risk of vertical transmission of HCV are 
observational, and most did not assess 
viral load at the time of delivery, these 
results should be interpreted cautious-
ly.33 We recommend against cesarean 
delivery solely for the indication of 
HCV (grade 1B).

Several factors in labor management 
may be associated with an increased 
risk of vertical transmission of HCV, 
namely prolonged rupture of mem-
branes, internal fetal monitoring, and 
episiotomy.34-37 We suggest that obstet-
ric care providers avoid internal fetal 
monitors and early artificial rupture 
of membranes when managing labor 
in patients with HCV, unless necessary 

ALT, alanine aminotransferase; AST, aspartate 
aminotransferase; HBV, hepatitis B virus; HCV, 
hepatitis C virus; STI, sexually transmitted infec-
tion.

Box. Recommended Labs for 
Confirmed Active HCV Infection 
in Pregnancy

  Liver function tests (AST, ALT, bilirubin)

  Albumin

  Platelet count

  Prothrombin time

  Quantitative HCV RNA 

  HCV genotype (if not previously obtained)

  STI screening (HIV, syphilis, gonorrhea, 
chlamydia, and HBV)
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in the course of management (ie, when 
unable to trace the fetal heart rate with 
external monitors and the alternative 
is proceeding with cesarean delivery) 
(grade 2B). 

Expectant management of ruptured 
membranes should be avoided at term. 
Usual obstetric management for preterm 
premature rupture of the membranes 
should not be altered because of mater-
nal HCV infection. It is unclear whether a 
patient with a positive HCV antibody and 
a negative viral load should be managed 
in labor in the same fashion as one with 
a detectable viral load. We suggest that 
if the confirmatory HCV antibody test 
result were negative that the result be 
considered a false positive; thus, the 
additional precautions suggested above 
are likely unnecessary. However, if the 
confirmatory test result is positive or if 
the test was not performed, then until 
further data are available, it may be safest 
in labor to follow the same suggestions 
as in a patient with a positive viral load 
because of the theoretical possibility of 
intermittent viral shedding. 

Postnatal care related 
to HCV
Breastfeeding does not appear to affect 
the risk of vertical transmission of HCV.31 
We recommend that HCV status not 
alter standard breastfeeding counsel-
ing and recommendations unless 
nipples are cracked or bleeding (grade 
1A). In patients with cracked or bleeding 
nipples, breast milk should be expressed 
and discarded. 

FOR REFERENCES VISIT  
contemporaryobgyn.net/HCP-guidelines

Summary of Recommendations
Number Recommendations Grade

1 Antenatal testing is not indicated in the setting 
of HCV diagnosis alone.

2C
Weak recommendation, 
low-quality evidence

2 We suggest screening for viral hepatitis in 
patients with a diagnosis of ICP at an early 
gestational age or with significant elevation of 
bile acids.

2C
Weak recommendation, 
low-quality evidence

3 We recommend that obstetric providers screen 
all pregnant patients for HCV by testing for anti-
HCV antibodies in every pregnancy.

1B
Strong recommenda-
tion, moderate-quality 
evidence

4 We suggest that obstetric care providers 
screen HCV-positive pregnant patients for other 
sexually transmitted infections (if not done 
previously), including HIV, syphilis, gonorrhea, 
chlamydia, and HBV.

2C
Weak recommendation, 
low-quality evidence

5 We recommend vaccination against HAV and  
HBV (if not immune) for patients with HCV.

1B
Strong recommenda-
tion, moderate-quality 
evidence

6 We recommend that DAA regimens only be 
initiated in the setting of a clinical trial during 
pregnancy and that individuals who become 
pregnant while taking a DAA be counseled in a 
shared decision-making framework about the 
risks and benefits of continuation. 

1C
Strong recommendation, 
low-quality evidence

7 We suggest that if prenatal diagnostic testing 
is requested, patients are counseled that data 
regarding the risk of vertical transmission are 
reassuring but limited.

2C
Weak recommendation, 
low-quality evidence

8 We recommend against cesarean delivery 
solely for the indication of HCV.

1B
Strong recommenda-
tion, moderate-quality 
evidence

9 We suggest that obstetric care providers avoid 
internal fetal monitors and early artificial rupture 
of membranes when managing labor in patients 
with HCV, unless necessary in the course of 
management (ie, when unable to trace the fetal 
heart rate with external monitors and the alterna-
tive is proceeding with cesarean delivery).

2B
Weak recommenda-
tion, moderate-quality 
evidence

10 We recommend that HCV status not alter stan-
dard breastfeeding counseling and recommen-
dations unless nipples are cracked or bleeding.

1A
Strong recommendation, 
high-quality evidence

DAA, direct-acting antiviral; HBV, hepatitis B virus; HCV, hepatitis C virus; ICP, intrahepatic cholestasis 
of pregnancy.
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Be ready to face RVVC

Around 50% of women who have a simple 
yeast infection (VVC) will likely experience 
a recurrence, with 6-9% developing recurrent 
vulvovaginal candidiasis (RVVC).1,2

Chronic yeast infection, RVVC, is defi ned as

which makes it a distinctly different 
condition than VVC.3
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Help break the cycle of RVVC. 

Visit OverRVVC.com/HCP 

3 OR MORE

EPISODES
WITHIN A

PERIOD3

Your patients may not be telling you everything 
about living with RVVC. Women living with RVVC 
feel and experience RVVC not only physically, but also 
emotionally, with repeated symptoms of frustration, 
isolation, and depression.4-6 RVVC impacts patients’ 
satisfaction with life and relationships, so recognizing 
RVVC is the fi rst step toward helping your patients 
break the cycle.6,7

Recognize RVVC and face it together.

RVVC impacts women’s 
romantic relationships, 
self-esteem, and social 
and professional lives—
76% of women said 
RVVC is distressing and 
96% said RVVC impacts 
their lives socially, 
professionally, and 
psychologically.4-6
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Shwayder is an adjunct professor at the University of Florida at the Gainesville Medical Center. He is a graduate of the University of Colorado 
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minimally invasive surgery, he actively consults on legal matters in medicine, including liability in ultrasound and gynecologic surgery, as well as 

issues surrounding privileging and insurance fraud.

The Case
A 20-year-old G2P1001 presented 
to her obstetrician on December 
13, at 19 weeks and 6 days (19w6d), 
for her initial obstetrical visit. � e 
pregnancy was a short interval one, 
as the woman had delivered a baby               
10 months earlier. � e prior 
pregnancy was reasonably uncompli-
cated, with threatened preterm labor 
at 36 weeks of gestation; the patient 
subsequently delivered at 38w1d a 7 
lb 9 oz healthy female baby. During 
that pregnancy, all genetic screening 
and infection history were negative. 
� e patient had 4 ultrasounds during 
the pregnancy at 9w3d, 11w3d, 
19w5d, and 25w3d.

� e current pregnancy was 
complicated by obesity, and the 
patient had a body mass index of    
41.5 kg/m2. She su� ered from sleep 
apnea. Her surgical history included a 
laparoscopic cholecystectomy. Again, 
her genetic history and infection 
history were negative. 

Her initial examination at this 
� rst visit revealed a fundal height of          
22 cm. Results of her examination 
were reported as normal, except for 
bacterial vaginosis and group B strep-
tococcus in her urine. � e remainder 
of her antepartum screening was 
negative, including ureaplasma, her-
pes simplex virus (HSV), Chlamydia 
trachomatis, Neisseria gonorrhoeae, 
HIV, and thyrotropin; the screening 
was also negative for cystic � brosis. 
Her rubella status was negative, with 
a plan to immunize her post partum. 
Results of her 1-hour diabetes screen 
at 27w4d were normal. 

� e patient underwent an ultra-
sound on December 13, at 20w2d, 
which was consistent with her dates, 
with an estimated date of delivery 
of April 30. Because of the fetal 
position and body habitus a complete 
heart evaluation, facial pro� le, and 
assessment of the lips were not 
possible. � e report indicated that 
results of the “level 2” ultrasound 

were normal, noting the limitations. 
A repeat study was recommended in                                
2 to 3 weeks. A follow-up ultrasound 
study performed on January 10, at 
24w2d, was consistent with her dates, 
with an estimated gestational age 
(EGA) of 24w3d. � e heart, lips, and 
facial pro� le were normal. Interval 
growth was also normal. 

� e patient had antepartum visits 
at   25w2d, with a fundal height of     
25 cm; 28w2w, with a fundal height 
of 28 cm; and 31w2d, with a fundal 
height of 31 cm. Additional ultra-
sounds were not performed during 
this pregnancy. 

At 34w0d the patient presented in 
premature labor to a hospital where 
the primary obstetrician did not 
deliver. On presentation her cervix 
was 8 cm, 100% e� aced, and at a –1 
station. Fetal heart tones were not 
heard. A bedside ultrasound con-
� rmed no cardiac activity, consistent 
with an intrauterine fetal demise.

� e patient progressed in labor and 

Do you need to review the
images of an ultrasound study?
Patient sues obstetrician, claiming ultrasounds were misread following 
intrauterine fetal demise because of undetected cord and growth restriction. 
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delivered via a spontaneous vaginal 
delivery at 8:09 am a 1530 g (3 lb 6 oz) 
female baby, with an Apgar score of 0 
at 1 minute and 0 at 5 minutes. There 
were no gross abnormalities, noting 
a normal appearing placenta with 3 
vessels. A screen for toxoplasmosis, 
rubella, cytomegalovirus, and HSV 
was negative. 

An autopsy revealed a baby 
weighing 1498 g, with extensive skin 
sloughing. Further findings included 
bilateral pleural effusions, ascites, 
and multiorgan autolysis. There were 
no internal or external congenital 
malformations. The placenta revealed 
an umbilical cord with 2 vessels 
(2Vs) and degenerative changes. The 
fetal membranes had no significant 
pathologic changes. A fetal weight at 
34 weeks of 1498 g is below the fifth 
percentile, consistent with intrauter-
ine growth restriction (IUGR).  

The patient did not return to her 
original obstetrician for postpartum 
care. She experienced significant 
postpartum depression requiring 
counseling and medical therapy. 

The patient sued the original obste-
trician, claiming that the ultrasounds 
were misread. Had the 2V cord been 
recognized, repeat ultrasounds would 
have been performed. Further, when 
intrauterine growth restriction was 
observed, more aggressive testing 
and earlier delivery would have been 
pursued, saving the life of the baby. 

During discovery, the plaintiff’s 
maternal fetal medicine expert 

testified that both ultrasounds were 
misread. A 2V cord was obvious 
on both studies. This finding is 
associated with an increased risk of 
aneuploidy and various structural 
fetal anomalies. As such, the patient 
would have been referred to a 
maternal fetal medicine specialist for 
a detailed anatomic survey. Based on 
the autopsy findings, this likely would 
have been normal. However, the 
presence of a 2V cord also increases 
the risk of IUGR. As such, if the 
cord had been recognized, the 
patient would have undergone 
serial ultrasounds, which would 
have detected the lagging growth of 
the fetus. Doppler assessment and 
antepartum testing would have been 
performed, likely indicating the need 
for earlier delivery, which more likely 
than not would have resulted in a 
viable baby.

The defense experts opined that 
there was no indication for additional 
ultrasound studies, as the patient’s 
fundal height was appropriate for her 
EGA at all antepartum appointments. 
Further, they argued that there can 
be secondary atrophy or atresia of a 
previously developed vessel, which 
may account for the incidence of 
a 2V cord being 4 times higher in 
autopsy reports than on antepartum 
ultrasound. Even if the 2V cord were 
present, as an isolated finding with 
no aneuploidy or structural abnor-
malities, the pregnancy prognosis is 
relatively good. Further, the value of 
Doppler velocimetry in identifying 
babies at risk for intrauterine death is 
also controversial. 

During the obstetrician’s deposi-
tion, the plaintiff’s counsel gained an 
admission that the obstetrician relied 
on the sonographer’s preliminary 

findings and, in fact, did not inde-
pendently review the images in the 
2 studies. Of note, in the electronic 
record, the 2 antenatal ultrasounds 
were signed by the sonographer, who 
was registered diagnostic medical 
sonographer-certified, and by the 
physician. 

The plaintiff’s experts opined that 
the physician must review the study 
images, interpret the findings, and 
make appropriate recommenda-
tions. It is beyond the scope of a 
sonographer’s practice to interpret 
ultrasound studies. An independent 
review of the study images revealed 
a 2V umbilical cord on both antepar-
tum ultrasound studies.

The case proceeded to trial. After 
a 6-day trial, the jury found for the 
plaintiff in the amount of $1.2 million. 
Upon polling the jury, it was found 
that a key factor in their decision was 
the lack of the physician personally 
reviewing the ultrasound images in 
each study. 

Discussion
What is a level 2 scan? The 
standard second-trimester 

ultrasound versus a detailed anatomic 
survey
This physician indicated that a level 
2 scan was performed at 20w2d. 
The concept of a level 1 and level 
2 obstetrical ultrasound no longer 
applies. The current terminology 
is a Standard Obstetric Ultrasound 
Examination (current procedural 
terminology [CPT] 76805), and a 
Detailed Obstetric Ultrasound Exami-
nation (CPT 76811). 
     The level 2 scan referred to an 
anatomic evaluation of the fetus, 
beyond the assessment of a level 1 
scan, which included fetal position, 

The patient sued the original 
obstetrician, claiming the  

ultrasounds were misread.

1
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placental location, amniotic fluid 
assessment. The evaluation also 
included the determination of the 
EGA using the biparietal diameter, 
head circumference, femur length, 
and fetal weight with inclusion of the 
abdominal circumference. The level 1 
scan of the past would now be classi-
fied as a limited study (CPT 76815), as 
it does not include all elements of the 
standard obstetric ultrasound. 

The standard second-trimester 
ultrasound study (CPT 76805) is, in 
fact, an anatomic survey, requiring 
an extensive evaluation of fetal 
anatomy, including the following1:

 �Head, face, and neck, including the 
lateral cerebral ventricles, choroid 
plexus, midline falx, cavum septa 
pellucida, cerebellum, cisterna 
magna, upper lip, and nuchal fold 
(16-10 weeks of gestation);

 �Chest and heart, including the 
4-chamber view, the outflow tracts, 
and the 3-vessel and 3-vessel 
trachea views (when feasible);

 �Abdomen, including stomach, 
kidneys, bladder, cord insertion, and 
number of umbilical cord vessels;

 �Spine, including the cervical, thoracic, 
lumbar, and sacral segments;

 �Extremities: legs, arms, feet, and 
hands — present or absent; 

 �External genitalia for multiple 
pregnancies or when medically 
indicated; and

 �Maternal anatomy, including the 
uterus, adnexal structures, and cervix.

The detailed obstetric ultrasound 
examination (CPT 76811) is an 
“indication driven” study, appropri-
ate only when specific indications 
are present, such as finding a fetal 
abnormality on the standard study or 
when a fetus is at risk for an inherit-

able abnormality.2 

A 76811 study requires additional 
training, usually obtained in appro-
priate fellowships in maternal fetal 
medicine (MFM) or radiology. 

Thus, the detailed fetal anatomic 
examination should rarely occur 
outside referral practices with special 
expertise in identifying and diagnos-
ing fetal anomalies.3 

In fact, some insurers will not pay 
for CPT 76811 unless it is interpreted 
by a MFM specialist (taxonomy code 
65) or a radiologist (taxonomy code 
47). One must check with individual 
payors to determine their reimburse-
ment guidelines.

Who is responsible for interpret-
ing ultrasound studies?

This seems like a simple question to 
which the answer would be the physi-
cian. However, many physicians rely 
on their sonographer to identify ab-
normalities and make recommenda-
tions for further evaluation. As such, 
the “interpreting” physician merely 
signs off on the preliminary report 
of the sonographer. It is beyond the 
scope of practice for sonographers to 
interpret studies. Their responsibility 
is to obtain appropriate images that 
allow the physician to interpret the 
study, document their impression, 
and make follow-up recommenda-
tions.4 Relying on the sonographer’s 
interpretation subjects physicians 
to an increased risk of liability for 
a missed diagnosis, such as in this 
case. In this litigation, the physician’s 

admission that study images were not 
personally reviewed was critical to 
the success of the plaintiff’s case and 
the subsequent judgment. 

Who is responsible for billing 
for ultrasound studies? 

Although not a part of this liability ac-
tion, the physician was subsequently 
accused of billing for procedures 
that were not performed. Billing for 
ultrasound procedures is ultimately 
the responsibility of the physician. 
Sonographers may suggest appropri-
ate codes and billing personnel 
submit the codes, but it is the physi-
cian who is ultimately responsible 
for appropriate and correct billing. 
Submitting a bill for reimbursement 
requires appropriate supervision of 
the sonographer, appropriate review 
of the study images, documentation 
of the findings and impressions, 
and follow-up recommendations. 
Submitted diagnosis codes should 
support the performance of the billed 
ultrasound study or studies. 
     In addition, image retention for 
the applicable statute of limitations is 
required for appropriate billing. Thus, 
signing a report without reviewing 
the images, the diagnoses, and the 
procedures billed, or not retaining 
the images, could result in a claim of 
fraud, subjecting physicians to civil 
and monetary penalties, some of 
which can be extensive. Sonologists, 
in other words the interpreting 
physicians, should familiarize 
themselves with the guidelines for 
training5 and  documentation  of                  
ultrasound examinations.6  

FOR REFERENCES VISIT  
contemporaryobgyn.net/legally-speaking

Check with individual 
payors to determine 

reimbursement guidelines.

2

3
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A positive fFN result indicates something is going on 
with her pregnancy, and she is at a higher risk of sPTB.

Reference: 1. Rapid fFN for the TLiIQ System [package insert]. AW-24196-001, Rev. 001, San Diego, CA 
Hologic, Inc.; 2020.

ADS-03311-001 Rev. 001 © 2021 Hologic, Inc. All rights reserved. Hologic, Rapid fFN, and associated 
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To receive FREE Specimen Collection Kits:
Website: www.fFNTest.com/HCP
Email: CustomerSupport@Hologic.com
Phone: 1-800-442-9892

High NPV:
NPV for delivery within:

Less than 37 weeks = 84.5%

14 days = 99.2%

7 days = 99.5%

Almost half of patients 
with a positive fFN 
result deliver preterm

Useful PPV:
PPV for delivery within:

Less than 37 weeks = 44.7%

14 days = 16.7%

7 days = 12.7%
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A positive fFN result indicates something is going on 
with her pregnancy, and she is at a higher risk of sPTB.

Reference: 1. Rapid fFN for the TLiIQ System [package insert]. AW-24196-001, Rev. 001, San Diego, CA 
Hologic, Inc.; 2020.
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States and/or other countries.

To receive
Website: www.fFNTest.com/HCP
Email: CustomerSupport@Hologic.com
Phone: 1-800-442-9892
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Myriad Genetics, RiskScore, MyRisk, and their logos are either trademarks or registered trademarks of 
Myriad Genetics, Inc. in the United States and other jurisdictions. ©2021, Myriad Genetic Laboratories, Inc. 

Every woman deserves to know her risk

Your patients’ cancer risk 
is no longer a nice to know, 
it’s a need to know

Myriad Genetics MyRisk™ Hereditary Cancer Test 
gives an answer on the highest risks, and with 
the unique addition of RiskScore®, all eligible 
patients receive a personalized 5-year and 
lifetime breast cancer risk calculation.

Discover how OB/GYNs play a vital role in 
helping women understand and manage 
their individual level of cancer risk. 

Learn more at 
myriad.com/myrisk

OBGYN1121_MyriadGenetics-covertip.indd   1OBGYN1121_MyriadGenetics-covertip.indd   1 10/28/21   3:47 PM10/28/21   3:47 PM



Know your patients.
Know their risk.

Health. Illuminated.
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