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4C HCP Launch Journal Ad: A Size Update 

The only one 
for almost  
everyoneTM

Satisfy more patients with Paragard—the only highly effective, reversible birth control that 
is completely hormone free. Learn more at hcp.paragard.com or call 1-877-PARAGARD.

The Paragard Promise:

• Proven >99% efficacy

• 100% hormone free

• Pregnancy prevention for up to 10 years

• Immediately reversible whenever she decides

Over 6.5 million Paragard 
units distributed3

PREPARE YOURSELF TODAY. 
Watch a quick placement training video at 

paragardtraining.com

Only Paragard® (intrauterine 
copper contraceptive) IUS,  
with 1 hormone-free active 
ingredient (copper),  
delivers the strongest 
combination of benefits  
for the widest range  
of women1,2*

Indication

Paragard is a copper-containing IUS (intrauterine system) indicated for the prevention of pregnancy for up to 10 years.

Important Safety Information

•  Paragard must not be used by women who had a post-pregnancy or post-abortion uterine infection in the past 3 months; have cancer
of the uterus or cervix; acute pelvic inflammatory disease (PID); an infection of the cervix; an allergy to any component (including
copper); or Wilson’s disease.

• If a woman misses her period, she must be promptly evaluated for ectopic pregnancy.

•  Possible serious complications that have been associated with IUSs are PID,
embedment, perforation of the uterus, and expulsion.

•  Paragard must not be used by pregnant women as this can be life threatening and
may result in loss of pregnancy or infertility.

•  Menstrual cycles may become heavier and longer with intermenstrual spotting.
Bleeding may be heavier than usual at first.

• Paragard does not protect against HIV or STIs.

See next page for Brief Summary of Full Prescribing Information. 

PARAGARD is a registered trademark of CooperSurgical, Inc.   
© 2019 CooperSurgical, Inc. US-PAR-1900208  November 2019 

* According to the Centers for Disease Control and Prevention (CDC), Paragard is one of the least restrictive birth control options across all patient types compared to other IUSs. 

References: 1. Centers for Disease Control and Prevention. National Center for Chronic Disease Prevention and Health Promotion. Summary Chart of U.S. Medical Eligibility Criteria 
for Contraceptive Use; 2017. 2. Kaneshiro B, Aeby T. Long-term safety, efficacy, and patient acceptability of the intrauterine Copper T-380A contraceptive device. Int J Womens Health. 
2010;2:211-220. 3. Data on file. Cooper Surgical, Inc.
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BRIEF SUMMARY OF PRESCRIBING INFORMATION FOR 
Paragard® T 380A Intrauterine Copper Contraceptive 
See package insert for full prescribing information 
INDICATIONS AND USAGE 
Paragard is indicated for prevention of pregnancy in 
females of reproductive potential for up to 10 years. 
CONTRAINDICATIONS 
The use of Paragard is contraindicated when one or more 
of the following conditions exist: 
•  Pregnancy or suspicion of pregnancy 
• Abnormalities of the uterus resulting in distortion of the 

uterine cavity 
• Acute pelvic inflammatory disease (PID) 
• Postpartum endometritis or postabortal endometritis in 

the past 3 months 
• Known or suspected uterine or cervical malignancy 
• Uterine bleeding of unknown etiology 
• Untreated acute cervicitis or vaginitis or other lower

genital tract infection 
• Conditions associated with increased susceptibility to 

pelvic infections 
• Wilson’s disease 
• A previously placed IUD or IUS that has not been removed 
• Hypersensitivity to any component of Paragard including 

copper or any of the trace elements present in the copper 
component of Paragard 

WARNINGS AND PRECAUTIONS 
Ectopic Pregnancy 
Evaluate for possible ectopic pregnancy in any female who 
becomes pregnant while using Paragard because a preg-
nancy that occurs with Paragard in place is more likely to 
be ectopic than a pregnancy in the general population. 
However, because Paragard prevents most pregnancies, 
females who use Paragard have a lower risk of an ectopic 
pregnancy than sexually active females who do not use any 
contraception. 
The incidence of ectopic pregnancy in the clinical trials 
with Paragard (which excluded females with a previous 
history of ectopic pregnancy) was approximately 0.06%. 
Ectopic pregnancy may require surgery and may result in 
loss of fertility. 
Risks with Intrauterine Pregnancy 
If intrauterine pregnancy occurs with Paragard in place and 
the strings are visible or can be retrieved from the cervical 
canal, remove Paragard because leaving it in place may 
increase the risk of spontaneous abortion and preterm 
labor. Removal of Paragard may also result in spontaneous 
abortion. In the event of an intrauterine pregnancy with 
Paragard, consider the following: 
Septic Abortion 
In females becoming pregnant with an intrauterine system 
(IUS), including Paragard in place, septic abortion with 
septicemia, septic shock, and death may occur. Septic 
abortion typically requires hospitalization and treatment 
with intravenous antibiotics. Septic abortion may result in 
spontaneous abortion or a medical indication for preg-
nancy termination. A hysterectomy may be required if 
severe infection of the uterus occurs, which will result in 
permanent infertility. 
Continuation of Pregnancy 
If a female becomes pregnant with Paragard in place and if 
Paragard cannot be removed or the female chooses not to 
have it removed, warn her that failure to remove Paragard 
increases the risk of miscarriage, sepsis, premature labor, 
and premature delivery. Prenatal care should include coun-
seling about these risks and that she should report imme-
diately any flu-like symptoms, fever, chills, cramping, pain, 
bleeding, vaginal discharge or leakage of fluid, or any other 
symptom that suggests complications of the pregnancy. 
Sepsis 
Severe infection or sepsis, including Group A Streptococcal 
Sepsis (GAS), have been reported following insertion of 
IUSs, including Paragard. In some cases, severe pain 
occurred within hours of insertion followed by sepsis 
within days. Because death from GAS is more likely if 
treatment is delayed, it is important to be aware of these 
rare but serious infections. Aseptic technique during inser-
tion of Paragard is essential in order to minimize serious 
infections such as GAS. 
Pelvic Inflammatory Disease and Endometritis 
Insertion of Paragard is contraindicated in the presence of 
known or suspected Pelvic Inflammatory Disease (PID) or 
endometritis. IUSs, including Paragard, have been associ-
ated with an increased risk of PID, most likely due to 
organisms being introduced into the uterus during inser-
tion. In the clinical trials with Paragard, the incidence of 
PID that resulted in the removal of Paragard was approx-
imately 0.1%. 
Counsel women who receive Paragard to notify a health-
care provider if they have complaints of lower abdominal 

or pelvic pain, odorous discharge, unexplained bleeding, 
fever, or genital lesions or sores. In such circumstances, 
perform a pelvic examination promptly to evaluate for pos-
sible pelvic infection. Remove Paragard in cases of recur-
rent PID or endometritis, or if an acute pelvic infection is 
severe or does not respond to treatment. 
PID can have serious consequences, such as tubal damage 
(leading to ectopic pregnancy or infertility), hysterectomy, 
sepsis, and death. 
Females at Increased Risk for PID 
PID or endometritis are often associated with a sexually 
transmitted infection (STI) and Paragard does not protect 
against STIs. The risk of PID or endometritis is greater for 
females who have multiple sexual partners, and also for 
females whose sexual partner(s) have multiple sexual part-
ners. Females who have had PID or endometritis are at 
increased risk for a recurrence or re-infection. In particular, 
ascertain whether a female is at increased risk of infection 
(for example, leukemia, acquired immune deficiency syn-
drome (AIDS), intravenous drug abuse). 
Asymptomatic PID 
PID or endometritis may be asymptomatic but still result in 
tubal damage and its sequelae. 
Treatment of PID or Endometritis in Patients Using Paragard 
Remove Paragard in cases of recurrent endometritis or 
PID, or if an acute pelvic infection is severe or does not 
respond to treatment. Prophylactic antibiotics administered 
at the time of insertion do not appear to lower the incidence 
of PID. 
Promptly assess and treat any female who develops signs 
or symptoms of PID. Perform appropriate testing for sex-
ually transmitted infection and initiate antibiotic therapy 
promptly. Paragard does not need to be removed immedi-
ately. Reassess the patient in 48-72 hours. If no clinical 
improvement occurs, continue antibiotics and consider 
removal of Paragard. If the decision is to remove Paragard, 
start antibiotics prior to removal to avoid the potential risk 
for bacterial spread resulting from the removal procedure. 
Actinomycosis 
Actinomycosis has been associated with IUS use, including 
Paragard. Symptomatic women with known actinomycosis 
infection should have Paragard removed and receive anti-
biotics. Actinomycetes can be found in the genital tract cul-
tures in healthy women without IUSs. The significance of 
actinomyces-like organisms on a Papanicolaou (PAP) 
smear in an asymptomatic IUS user is unknown, and this 
finding alone does not always require IUS removal and 
treatment. When possible, confirm a PAP smear diagnosis 
with cultures. 
Embedment 
Partial penetration of embedment of Paragard in the myo-
metrium can make removal difficult. In some cases, surgi-
cal removal may be necessary. Breakage of an embedded 
Paragard during non-surgical removal has been reported. 
Perforation 
Partial or total perforation of the uterine wall or cervix may 
occur during insertions, although the perforation may not 
be detected until sometime later. Perforation may reduce 
contraceptive efficacy and result in pregnancy. The inci-
dence of perforation during or following Paragard insertion 
in clinical trials was 0.2% (13 out of 5344). 
Delayed detection or removal of Paragard in cases of per-
foration may result in migration outside the uterine cavity, 
adhesions, peritonitis, intestinal penetration, intestinal 
obstruction, abscesses and/or damage to adjacent organs. 
A postmarketing safety study conducted in Europe (EURAS 
IUS) with IUSs, including copper IUSs, demonstrated an 
increased risk of perforation in lactating women. The risk of 
perforation may be increased if an IUS, such as Paragard, 
is inserted when the uterus is fixed, retroverted or not 
completely involuted during the postpartum period. 
If perforation does occur, locate and remove Paragard 
promptly. Surgery may be required. Preoperative imaging 
followed by laparoscopy or laparotomy is often required to 
remove Paragard from the peritoneal cavity. 
Expulsion 
Partial or complete expulsion of Paragard has been reported, 
resulting in the loss of contraceptive protection. The inci-
dence of expulsion in the clinical trials with Paragard was 
approximately 2.3%. Consider further diagnostic imaging, 
such as x-ray, to confirm expulsion if the IUS is not found 
in the uterus. 
Paragard has been placed immediately after delivery, 
although the risk of expulsion may be increased when the 
uterus is not completely involuted at the time of insertion. 
Remove a partially expelled Paragard. 
Wilson’s Disease 
Paragard may exacerbate Wilson’s disease, a rare genetic 
disease affecting copper excretion; therefore, the use of 
Paragard is contraindicated in females of reproductive 
potential with Wilson’s disease. 
Bleeding Pattern Alterations 
Paragard can alter the bleeding pattern and result in heavier 
and longer menstrual cycles with intermenstrual spotting. 

In two clinical trials with Paragard, there were reports of 
oligomenorrhea and amenorrhea; however, a casual rela-
tionship between Paragard and these events could not be 
established. Menstrual changes were the most common 
medical reason for discontinuation of Paragard. Discontin-
uation rates for pain and bleeding combined were the high-
est in the first year of use and diminished thereafter. The 
percentage of females who discontinued Paragard because 
of bleeding problems or pain during these studies ranged 
from 12% in the first year to 2% in year 9. Females com-
plaining of heavy vaginal bleeding should be evaluated and 
treated, and may need to discontinue Paragard. 
Magnetic Resonance Imaging (MRI) Safety Information 
Non-clinical testing has demonstrated that Paragard is MR 
Conditional. A patient with Paragard can be safely scanned 
in an MR system meeting the following conditions. 

• Static magnetic field of 3.0 T or 1.5T 
• Maximum spatial gradient of 4,000 gauss/cm (40T/m) 
• Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2 W/kg (Normal
Operating Mode) 

Under the scan conditions defined above, Paragard is 
expected to produce a maximum temperature rise of less 
than 0.58° C after 15 minutes of continuous scanning. 
In non-clinical testing, the image artifact caused by the 
system extended less than 5mm from the implant when 
imaged with a gradient echo pulse sequence and a  
3.0 T MRI system. 
Medical Diathermy 
Medical equipment that contain high level of Radio-
frequency (RF) energy such as diathermy may cause health 
effects (by heating tissue) in females with a metal-containing 
IUS including Paragard. Avoid using high medical RF trans -
mitter devices in females with Paragard. 
ADVERSE REACTIONS 
The following serious adverse reactions are discussed in 
the Warnings and Precautions: 
• Ectopic pregnancy 
• Intrauterine pregnancy 
• Septic abortion 
• Group A Streptococcal Sepsis (GAS) 
• Pelvic Inflammatory Disease and Endometritis 
• Embedment 
• Perforation 
• Expulsion 
• Bleeding Pattern Alterations 
DRUG INTERACTIONS 
No drug-drug interaction or drug-herbal supplement inter-
action studies have been conducted with Paragard. 
USE IN SPECIFIC POPULATIONS 
Pregnancy 
Risk Summary 
Use of Paragard is contraindicated for use in pregnant 
females because there is no need for pregnancy prevention 
in a female who is already pregnant and Paragard may 
cause adverse pregnancy outcomes. If a female becomes 
pregnant with Paragard in place, there is an increased risk 
of miscarriage, sepsis, premature labor, and premature 
delivery. Advise the female of the potential risks if preg-
nancy occurs with Paragard in place. 
Published studies on pregnancy outcome exposed to 
copper IUSs report up to 27% miscarriage when the IUS 
was removed compared to 77% miscarriage when the 
IUSs remained in the uterus. Studies on Paragard and birth 
defects have not been conducted. 
Lactation 
Risk Summary 
No difference has been detected in concentration of copper 
in human milk before and after insertion of copper IUSs, 
including Paragard. There is no information on the effect of 
copper in a breastfed child or the effect on milk production. 
The developmental and health benefits of breastfeeding 
should be considered along with the mother’s clinical need 
for Paragard and any potential adverse effects on the 
breastfed child from Paragard. 
Pediatric Use 
The safety and effectiveness of Paragard have been estab-
lished in females of reproductive potential. Efficacy is 
expected to be the same for postmenarcheal females 
regardless of age. 
Paragard is not indicated in females before menarche. 
Geriatric Use 
Paragard has not been studied in women over 65 years of 
age and is not indicated in this population. 
This brief summary is based on the Paragard Full Prescribing 
Information dated September 2019. The FDA-approved Full 
Prescribing Information can be found on paragard.com, or 
call CooperSurgical, Inc. at 1-877-727-2427. 
Manufactured by: 
CooperSurgical, Inc. 
Trumbull, CT 06611 
US-PAR-1900210 
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The only one 
for almost  
everyoneTM

Satisfy more patients with Paragard—the only highly effective, reversible birth control that 
is completely hormone free. Learn more at hcp.paragard.com or call 1-877-PARAGARD.

The Paragard Promise:

• Proven >99% efficacy

• 100% hormone free

• Pregnancy prevention for up to 10 years

• Immediately reversible whenever she decides

Over 6.5 million Paragard 
units distributed3

PREPARE YOURSELF TODAY. 
Watch a quick placement training video at 

paragardtraining.com

Only Paragard® (intrauterine 
copper contraceptive) IUS,  
with 1 hormone-free active 
ingredient (copper),  
delivers the strongest 
combination of benefits  
for the widest range  
of women1,2*

Indication

Paragard is a copper-containing IUS (intrauterine system) indicated for the prevention of pregnancy for up to 10 years.

Important Safety Information

•  Paragard must not be used by women who had a post-pregnancy or post-abortion uterine infection in the past 3 months; have cancer
of the uterus or cervix; acute pelvic inflammatory disease (PID); an infection of the cervix; an allergy to any component (including
copper); or Wilson’s disease.

• If a woman misses her period, she must be promptly evaluated for ectopic pregnancy.

•  Possible serious complications that have been associated with IUSs are PID,
embedment, perforation of the uterus, and expulsion.

•  Paragard must not be used by pregnant women as this can be life threatening and
may result in loss of pregnancy or infertility.

•  Menstrual cycles may become heavier and longer with intermenstrual spotting.
Bleeding may be heavier than usual at first.

• Paragard does not protect against HIV or STIs.

See next page for Brief Summary of Full Prescribing Information. 

PARAGARD is a registered trademark of CooperSurgical, Inc.   
© 2019 CooperSurgical, Inc. US-PAR-1900208  November 2019 

* According to the Centers for Disease Control and Prevention (CDC), Paragard is one of the least restrictive birth control options across all patient types compared to other IUSs. 

References: 1. Centers for Disease Control and Prevention. National Center for Chronic Disease Prevention and Health Promotion. Summary Chart of U.S. Medical Eligibility Criteria 
for Contraceptive Use; 2017. 2. Kaneshiro B, Aeby T. Long-term safety, efficacy, and patient acceptability of the intrauterine Copper T-380A contraceptive device. Int J Womens Health. 
2010;2:211-220. 3. Data on file. Cooper Surgical, Inc.

S:6.75”

S:9.75”

T:7.75”

T:10.75”

B:8.25”

B:11.125”

BRIEF SUMMARY OF PRESCRIBING INFORMATION FOR 
Paragard® T 380A Intrauterine Copper Contraceptive 
See package insert for full prescribing information 
INDICATIONS AND USAGE 
Paragard is indicated for prevention of pregnancy in 
females of reproductive potential for up to 10 years. 
CONTRAINDICATIONS 
The use of Paragard is contraindicated when one or more 
of the following conditions exist: 
•  Pregnancy or suspicion of pregnancy 
• Abnormalities of the uterus resulting in distortion of the 

uterine cavity 
• Acute pelvic inflammatory disease (PID) 
• Postpartum endometritis or postabortal endometritis in 

the past 3 months 
• Known or suspected uterine or cervical malignancy 
• Uterine bleeding of unknown etiology 
• Untreated acute cervicitis or vaginitis or other lower

genital tract infection 
• Conditions associated with increased susceptibility to 

pelvic infections 
• Wilson’s disease 
• A previously placed IUD or IUS that has not been removed 
• Hypersensitivity to any component of Paragard including 

copper or any of the trace elements present in the copper 
component of Paragard 

WARNINGS AND PRECAUTIONS 
Ectopic Pregnancy 
Evaluate for possible ectopic pregnancy in any female who 
becomes pregnant while using Paragard because a preg-
nancy that occurs with Paragard in place is more likely to 
be ectopic than a pregnancy in the general population. 
However, because Paragard prevents most pregnancies, 
females who use Paragard have a lower risk of an ectopic 
pregnancy than sexually active females who do not use any 
contraception. 
The incidence of ectopic pregnancy in the clinical trials 
with Paragard (which excluded females with a previous 
history of ectopic pregnancy) was approximately 0.06%. 
Ectopic pregnancy may require surgery and may result in 
loss of fertility. 
Risks with Intrauterine Pregnancy 
If intrauterine pregnancy occurs with Paragard in place and 
the strings are visible or can be retrieved from the cervical 
canal, remove Paragard because leaving it in place may 
increase the risk of spontaneous abortion and preterm 
labor. Removal of Paragard may also result in spontaneous 
abortion. In the event of an intrauterine pregnancy with 
Paragard, consider the following: 
Septic Abortion 
In females becoming pregnant with an intrauterine system 
(IUS), including Paragard in place, septic abortion with 
septicemia, septic shock, and death may occur. Septic 
abortion typically requires hospitalization and treatment 
with intravenous antibiotics. Septic abortion may result in 
spontaneous abortion or a medical indication for preg-
nancy termination. A hysterectomy may be required if 
severe infection of the uterus occurs, which will result in 
permanent infertility. 
Continuation of Pregnancy 
If a female becomes pregnant with Paragard in place and if 
Paragard cannot be removed or the female chooses not to 
have it removed, warn her that failure to remove Paragard 
increases the risk of miscarriage, sepsis, premature labor, 
and premature delivery. Prenatal care should include coun-
seling about these risks and that she should report imme-
diately any flu-like symptoms, fever, chills, cramping, pain, 
bleeding, vaginal discharge or leakage of fluid, or any other 
symptom that suggests complications of the pregnancy. 
Sepsis 
Severe infection or sepsis, including Group A Streptococcal 
Sepsis (GAS), have been reported following insertion of 
IUSs, including Paragard. In some cases, severe pain 
occurred within hours of insertion followed by sepsis 
within days. Because death from GAS is more likely if 
treatment is delayed, it is important to be aware of these 
rare but serious infections. Aseptic technique during inser-
tion of Paragard is essential in order to minimize serious 
infections such as GAS. 
Pelvic Inflammatory Disease and Endometritis 
Insertion of Paragard is contraindicated in the presence of 
known or suspected Pelvic Inflammatory Disease (PID) or 
endometritis. IUSs, including Paragard, have been associ-
ated with an increased risk of PID, most likely due to 
organisms being introduced into the uterus during inser-
tion. In the clinical trials with Paragard, the incidence of 
PID that resulted in the removal of Paragard was approx-
imately 0.1%. 
Counsel women who receive Paragard to notify a health-
care provider if they have complaints of lower abdominal 

or pelvic pain, odorous discharge, unexplained bleeding, 
fever, or genital lesions or sores. In such circumstances, 
perform a pelvic examination promptly to evaluate for pos-
sible pelvic infection. Remove Paragard in cases of recur-
rent PID or endometritis, or if an acute pelvic infection is 
severe or does not respond to treatment. 
PID can have serious consequences, such as tubal damage 
(leading to ectopic pregnancy or infertility), hysterectomy, 
sepsis, and death. 
Females at Increased Risk for PID 
PID or endometritis are often associated with a sexually 
transmitted infection (STI) and Paragard does not protect 
against STIs. The risk of PID or endometritis is greater for 
females who have multiple sexual partners, and also for 
females whose sexual partner(s) have multiple sexual part-
ners. Females who have had PID or endometritis are at 
increased risk for a recurrence or re-infection. In particular, 
ascertain whether a female is at increased risk of infection 
(for example, leukemia, acquired immune deficiency syn-
drome (AIDS), intravenous drug abuse). 
Asymptomatic PID 
PID or endometritis may be asymptomatic but still result in 
tubal damage and its sequelae. 
Treatment of PID or Endometritis in Patients Using Paragard 
Remove Paragard in cases of recurrent endometritis or 
PID, or if an acute pelvic infection is severe or does not 
respond to treatment. Prophylactic antibiotics administered 
at the time of insertion do not appear to lower the incidence 
of PID. 
Promptly assess and treat any female who develops signs 
or symptoms of PID. Perform appropriate testing for sex-
ually transmitted infection and initiate antibiotic therapy 
promptly. Paragard does not need to be removed immedi-
ately. Reassess the patient in 48-72 hours. If no clinical 
improvement occurs, continue antibiotics and consider 
removal of Paragard. If the decision is to remove Paragard, 
start antibiotics prior to removal to avoid the potential risk 
for bacterial spread resulting from the removal procedure. 
Actinomycosis 
Actinomycosis has been associated with IUS use, including 
Paragard. Symptomatic women with known actinomycosis 
infection should have Paragard removed and receive anti-
biotics. Actinomycetes can be found in the genital tract cul-
tures in healthy women without IUSs. The significance of 
actinomyces-like organisms on a Papanicolaou (PAP) 
smear in an asymptomatic IUS user is unknown, and this 
finding alone does not always require IUS removal and 
treatment. When possible, confirm a PAP smear diagnosis 
with cultures. 
Embedment 
Partial penetration of embedment of Paragard in the myo-
metrium can make removal difficult. In some cases, surgi-
cal removal may be necessary. Breakage of an embedded 
Paragard during non-surgical removal has been reported. 
Perforation 
Partial or total perforation of the uterine wall or cervix may 
occur during insertions, although the perforation may not 
be detected until sometime later. Perforation may reduce 
contraceptive efficacy and result in pregnancy. The inci-
dence of perforation during or following Paragard insertion 
in clinical trials was 0.2% (13 out of 5344). 
Delayed detection or removal of Paragard in cases of per-
foration may result in migration outside the uterine cavity, 
adhesions, peritonitis, intestinal penetration, intestinal 
obstruction, abscesses and/or damage to adjacent organs. 
A postmarketing safety study conducted in Europe (EURAS 
IUS) with IUSs, including copper IUSs, demonstrated an 
increased risk of perforation in lactating women. The risk of 
perforation may be increased if an IUS, such as Paragard, 
is inserted when the uterus is fixed, retroverted or not 
completely involuted during the postpartum period. 
If perforation does occur, locate and remove Paragard 
promptly. Surgery may be required. Preoperative imaging 
followed by laparoscopy or laparotomy is often required to 
remove Paragard from the peritoneal cavity. 
Expulsion 
Partial or complete expulsion of Paragard has been reported, 
resulting in the loss of contraceptive protection. The inci-
dence of expulsion in the clinical trials with Paragard was 
approximately 2.3%. Consider further diagnostic imaging, 
such as x-ray, to confirm expulsion if the IUS is not found 
in the uterus. 
Paragard has been placed immediately after delivery, 
although the risk of expulsion may be increased when the 
uterus is not completely involuted at the time of insertion. 
Remove a partially expelled Paragard. 
Wilson’s Disease 
Paragard may exacerbate Wilson’s disease, a rare genetic 
disease affecting copper excretion; therefore, the use of 
Paragard is contraindicated in females of reproductive 
potential with Wilson’s disease. 
Bleeding Pattern Alterations 
Paragard can alter the bleeding pattern and result in heavier 
and longer menstrual cycles with intermenstrual spotting. 

In two clinical trials with Paragard, there were reports of 
oligomenorrhea and amenorrhea; however, a casual rela-
tionship between Paragard and these events could not be 
established. Menstrual changes were the most common 
medical reason for discontinuation of Paragard. Discontin-
uation rates for pain and bleeding combined were the high-
est in the first year of use and diminished thereafter. The 
percentage of females who discontinued Paragard because 
of bleeding problems or pain during these studies ranged 
from 12% in the first year to 2% in year 9. Females com-
plaining of heavy vaginal bleeding should be evaluated and 
treated, and may need to discontinue Paragard. 
Magnetic Resonance Imaging (MRI) Safety Information 
Non-clinical testing has demonstrated that Paragard is MR 
Conditional. A patient with Paragard can be safely scanned 
in an MR system meeting the following conditions. 

• Static magnetic field of 3.0 T or 1.5T 
• Maximum spatial gradient of 4,000 gauss/cm (40T/m) 
• Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2 W/kg (Normal
Operating Mode) 

Under the scan conditions defined above, Paragard is 
expected to produce a maximum temperature rise of less 
than 0.58° C after 15 minutes of continuous scanning. 
In non-clinical testing, the image artifact caused by the 
system extended less than 5mm from the implant when 
imaged with a gradient echo pulse sequence and a  
3.0 T MRI system. 
Medical Diathermy 
Medical equipment that contain high level of Radio-
frequency (RF) energy such as diathermy may cause health 
effects (by heating tissue) in females with a metal-containing 
IUS including Paragard. Avoid using high medical RF trans -
mitter devices in females with Paragard. 
ADVERSE REACTIONS 
The following serious adverse reactions are discussed in 
the Warnings and Precautions: 
• Ectopic pregnancy 
• Intrauterine pregnancy 
• Septic abortion 
• Group A Streptococcal Sepsis (GAS) 
• Pelvic Inflammatory Disease and Endometritis 
• Embedment 
• Perforation 
• Expulsion 
• Bleeding Pattern Alterations 
DRUG INTERACTIONS 
No drug-drug interaction or drug-herbal supplement inter-
action studies have been conducted with Paragard. 
USE IN SPECIFIC POPULATIONS 
Pregnancy 
Risk Summary 
Use of Paragard is contraindicated for use in pregnant 
females because there is no need for pregnancy prevention 
in a female who is already pregnant and Paragard may 
cause adverse pregnancy outcomes. If a female becomes 
pregnant with Paragard in place, there is an increased risk 
of miscarriage, sepsis, premature labor, and premature 
delivery. Advise the female of the potential risks if preg-
nancy occurs with Paragard in place. 
Published studies on pregnancy outcome exposed to 
copper IUSs report up to 27% miscarriage when the IUS 
was removed compared to 77% miscarriage when the 
IUSs remained in the uterus. Studies on Paragard and birth 
defects have not been conducted. 
Lactation 
Risk Summary 
No difference has been detected in concentration of copper 
in human milk before and after insertion of copper IUSs, 
including Paragard. There is no information on the effect of 
copper in a breastfed child or the effect on milk production. 
The developmental and health benefits of breastfeeding 
should be considered along with the mother’s clinical need 
for Paragard and any potential adverse effects on the 
breastfed child from Paragard. 
Pediatric Use 
The safety and effectiveness of Paragard have been estab-
lished in females of reproductive potential. Efficacy is 
expected to be the same for postmenarcheal females 
regardless of age. 
Paragard is not indicated in females before menarche. 
Geriatric Use 
Paragard has not been studied in women over 65 years of 
age and is not indicated in this population. 
This brief summary is based on the Paragard Full Prescribing 
Information dated September 2019. The FDA-approved Full 
Prescribing Information can be found on paragard.com, or 
call CooperSurgical, Inc. at 1-877-727-2427. 
Manufactured by: 
CooperSurgical, Inc. 
Trumbull, CT 06611 
US-PAR-1900210 

S:6.75”
S:9.75”

T:7.75”
T:10.75”

B:8.25”
B:11.125”
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CHAIRMAN’S LETTER

Improving lives 

M
any of the articles from of our Febru-
ary issue were focused on shielding 
patients from the harm of misinfor-
mation. � is month, the focus shifts 

from protecting patients to making their lives easier. 
In the March cover story, Drs. Nicholas F. Rock-

efeller and Cara S. Ninivaggio provide a guide to 
treating incontinence and prolapse with pessaries. 
� e devices o� er patients an e� ective, non-surgical 
treatment option, but providers need to be aware of 
the associated indications and contraindications.

Endometriosis can be frustrating for patients due 
to how di�  cult it can be to diagnose. Mathew Leon-
ardi, MD, and George Condous, MBBS, explain how 
ultrasound can be used to diagnose endometriosis 
noninvasively. � e authors have included images 
and videos, which are available at contemporaryob-
gyn.net/endometriosisUS. 

Drs. Susan D. Ernst and Christine M. Pennesi 
highlight several issues that ob/gyns may run into 
when counseling disabled patients on contracep-
tion. Also included this month is a supplemental 
article, “Eight tips to improve outpatient visits for 
spinal cord injury patients” based on observations 
from a patient and suggestions from Sharon T. 
Phelan, MD, which can be viewed in its entirety at 
contemporaryobgyn.net/SpinalInjuryTips. 

As always, if you have any comments on any of 
the topics discussed, please be sure to contact us at 
COGEditorial@mmhgroup.com. We hope you en-
joy this month’s issue. For even more content, visit 
us online at Contemporaryobgyn.net.■

Mike Hennessy, Sr. 
Chairman and Founder, MJH Life Sciences
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LOS, length of stay; MED, morphine equivalent dose; TAP, transversus abdominis plane. 
*The clinical benefit of the decrease in opioid consumption was not demonstrated in the pivotal trials. 
†A prospective, 13-site, multicenter, randomized clinical trial of 186 patients who underwent a C-section with a multimodal pain management protocol, including a TAP block using either 20 mL 
EXPAREL 266 mg, 20 mL 0.25% bupivacaine HCl, and 20 mL normal saline (30 mL volume on each side) for a total volume of 60 mL; or 20 mL 0.25% bupivacaine HCl and 40 mL normal saline 
(30 mL volume on each side) for a total volume of 60 mL.2,3

‡Single-center retrospective trial of 201 patients who underwent C-section with either a multimodal pain management protocol including a TAP block with 20 mL EXPAREL 266 mg, 30 mL 
0.25% bupivacaine HCI, and 30 mL normal saline; or a multimodal pain management protocol alone. Mean hospital LOS was 2.9 days with EXPAREL (n=97) vs 3.9 days without EXPAREL 
(n=89). Time to ambulation was 18.7 hours with EXPAREL (n=67) and 30.7 hours without EXPAREL (n=60).1

Indication
EXPAREL is indicated for single-dose infiltration in adults to produce postsurgical local analgesia and as an interscalene 
brachial plexus nerve block to produce postsurgical regional analgesia. Safety and efficacy have not been established in 
other nerve blocks.

Important Safety Information
EXPAREL is contraindicated in obstetrical paracervical block anesthesia. Adverse reactions reported with an incidence 
greater than or equal to 10% following EXPAREL administration via infiltration were nausea, constipation, and vomiting; 
adverse reactions reported with an incidence greater than or equal to 10% following EXPAREL administration via 
interscalene brachial plexus nerve block were nausea, pyrexia, and constipation. If EXPAREL and other non-bupivacaine 
local anesthetics, including lidocaine, are administered at the same site, there may be an immediate release of 
bupivacaine from EXPAREL. Therefore, EXPAREL may be administered to the same site 20 minutes after injecting 
lidocaine. EXPAREL is not recommended to be used in the following patient population: patients <18 years old and/or 
pregnant patients. Because amide-type local anesthetics, such as bupivacaine, are metabolized by the liver, EXPAREL 
should be used cautiously in patients with hepatic disease.
Warnings and Precautions Specific to EXPAREL: Avoid additional use of local anesthetics within 96 hours following 
administration of EXPAREL. EXPAREL is not recommended for the following types or routes of administration: epidural, 
intrathecal, regional nerve blocks other than interscalene brachial plexus nerve block, or intravascular or intra-articular 
use. The potential sensory and/or motor loss with EXPAREL is temporary and varies in degree and duration depending 
on the site of injection and dosage administered and may last for up to 5 days, as seen in clinical trials.
Warnings and Precautions for Bupivacaine-Containing Products 
Central Nervous System (CNS) Reactions: There have been reports of adverse neurologic reactions with the use of 
local anesthetics. These include persistent anesthesia and paresthesia. CNS reactions are characterized by excitation 
and/or depression. Cardiovascular System Reactions: Toxic blood concentrations depress cardiac conductivity and 
excitability which may lead to dysrhythmias, sometimes leading to death. Allergic Reactions: Allergic-type reactions 
(eg, anaphylaxis and angioedema) are rare and may occur as a result of hypersensitivity to the local anesthetic or 
to other formulation ingredients. Chondrolysis: There have been reports of chondrolysis (mostly in the shoulder 
joint) following intra-articular infusion of local anesthetics, which is an unapproved use. Methemoglobinemia: Cases of 
methemoglobinemia have been reported with local anesthetic use.

©2019 Pacira BioSciences, Inc.

Parsippany, NJ 07054   PP-EX-US-4978    07/19

Please refer to brief summary of full Prescribing Information on adjacent page.
Full Prescribing Information is available at www.EXPAREL.com.
For more information, please visit www.EXPAREL.com or call 1-855-RX-EXPAREL (793-9727).

References: 1. Baker BW, Villadiego LG, Lake YN, et al. Transversus abdominis plane block with liposomal bupivacaine for pain control after cesarean 
delivery: a retrospective chart review. J Pain Res. 2018;11:3109-3116. 2. Habib AS, Nedeljkovic SS, Kett A, et al. Liposomal bupivacaine transversus 
abdominis plane block for pain after cesarean delivery: results from a multicenter, randomized, double-blind, controlled trial. Presented at: SOAP 
51st Annual Meeting; May 4, 2019; Phoenix, AZ. 3. ClinicalTrials.gov website. Evaluate the safety and efficacy of EXPAREL when administered via 
infiltration into the TAP vs bupivacaine alone in subjects undergoing elective c-sections (c-section). https://clinicaltrials.gov/ct2/show/NCT03176459. 
Updated April 22, 2019. Accessed May 31, 2019.

Multimodal pain management with EXPAREL provided significantly better pain control 

after C-section vs multimodal protocols alone1,2 and…

Improve Recovery After 
C-Section With Long-Lasting, 
Non-Opioid Pain Control

Improve clinical and economic outcomes. Learn more at www.EXPAREL.com/OBGyn

12
hours

REDUCED time

to ambulation vs 

multimodal protocol 

without EXPAREL 

(P<0.001)1‡

52%
REDUCED
postsurgical

opioid use* (MED) over 

72 hours vs standard bupivacaine 

TAP block (P=0.0117)2†

REDUCED
hospital LOS by 1 day 

(P<0.001); 2.9 days (n=97) 

vs 3.9 days (n=89)1‡
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Brief Summary
(For full prescribing information refer to package insert)

INDICATIONS AND USAGE
EXPAREL is indicated for single-dose infiltration in adults to produce postsurgical 
local analgesia and as an interscalene brachial plexus nerve block to produce 
postsurgical regional analgesia.

Limitation of Use: Safety and efficacy has not been established in other nerve blocks.

CONTRAINDICATIONS
EXPAREL is contraindicated in obstetrical paracervical block anesthesia. While 
EXPAREL has not been tested with this technique, the use of bupivacaine HCl 
with this technique has resulted in fetal bradycardia and death.

WARNINGS AND PRECAUTIONS

Warnings and Precautions Specific for EXPAREL
As there is a potential risk of severe life-threatening adverse effects  
associated with the administration of bupivacaine, EXPAREL should be  
administered in a setting where trained personnel and equipment are available 
to promptly treat patients who show evidence of neurological or cardiac toxicity.

Caution should be taken to avoid accidental intravascular injection of EXPAREL. 
Convulsions and cardiac arrest have occurred following accidental intravascular 
injection of bupivacaine and other amide-containing products.

Avoid additional use of local anesthetics within 96 hours following administration 
of EXPAREL.

EXPAREL has not been evaluated for the following uses and, therefore, is not 
recommended for these types of analgesia or routes of administration.

• epidural
• intrathecal
• regional nerve blocks other than interscalene brachial plexus nerve block
• intravascular or intra-articular use

EXPAREL has not been evaluated for use in the following patient population and, 
therefore, it is not recommended for administration to these groups.

• patients younger than 18 years old
• pregnant patients

The potential sensory and/or motor loss with EXPAREL is temporary and  
varies in degree and duration depending on the site of injection and dosage 
administered and may last for up to 5 days as seen in clinical trials. 

ADVERSE REACTIONS

Clinical Trial Experience

Adverse Reactions Reported in Local Infiltration Clinical Studies
The safety of EXPAREL was evaluated in 10 randomized, double-blind, local  
administration into the surgical site clinical studies involving 823 patients  
undergoing various surgical procedures. Patients were administered a dose 
ranging from 66 to 532 mg of EXPAREL. In these studies, the most common 
adverse reactions (incidence greater than or equal to 10%) following EXPAREL 
administration were nausea, constipation, and vomiting. The common adverse 
reactions (incidence greater than or equal to 2% to less than 10%) following 
EXPAREL administration were pyrexia, dizziness, edema peripheral, anemia,  
hypotension, pruritus, tachycardia, headache, insomnia, anemia postoperative,  
muscle spasms, hemorrhagic anemia, back pain, somnolence, and procedural pain.

Adverse Reactions Reported in Nerve Block Clinical Studies
The safety of EXPAREL was evaluated in four randomized, double-blind, placebo- 
controlled nerve block clinical studies involving 469 patients undergoing various 
surgical procedures. Patients were administered a dose of either 133 or 266 mg 
of EXPAREL. In these studies, the most common adverse reactions (incidence 
greater than or equal to 10%) following EXPAREL administration were nausea, 
pyrexia, and constipation.  

The common adverse reactions (incidence greater than or equal to 2% to less 
than 10%) following EXPAREL administration as a nerve block were muscle 
twitching, dysgeusia, urinary retention, fatigue, headache, confusional state, 
hypotension, hypertension, hypoesthesia oral, pruritus generalized, hyperhid-
rosis, tachycardia, sinus tachycardia, anxiety, fall, body temperature increased, 
edema peripheral, sensory loss, hepatic enzyme increased, hiccups, hypoxia, 
post-procedural hematoma. 

Postmarketing Experience
These adverse reactions are consistent with those observed in clinical studies 
and most commonly involve the following system organ classes (SOCs): Injury,  
Poisoning, and Procedural Complications (e.g., drug-drug interaction,  
procedural pain), Nervous System Disorders (e.g., palsy, seizure), General  
Disorders And Administration Site Conditions (e.g., lack of efficacy, pain),  
Skin and Subcutaneous Tissue Disorders (e.g., erythema, rash), and Cardiac  
Disorders (e.g., bradycardia, cardiac arrest).

DRUG INTERACTIONS
The toxic effects of local anesthetics are additive and their co-administration 
should be used with caution including monitoring for neurologic and cardio-
vascular effects related to local anesthetic systemic toxicity. Avoid additional 
use of local anesthetics within 96 hours following administration of EXPAREL.    

Patients who are administered local anesthetics may be at increased risk of 
developing methemoglobinemia when concurrently exposed to the following 
drugs, which could include other local anesthetics:

Examples of Drugs Associated with Methemoglobinemia:

Class Examples

Nitrates/Nitrites nitric oxide, nitroglycerin, nitroprusside, nitrous oxide

Local anesthetics articaine, benzocaine, bupivacaine, lidocaine,  
mepivacaine, prilocaine, procaine, ropivacaine, tetracaine

Antineoplastic 
agents

cyclophosphamide, flutamide, hydroxyurea, ifosfamide, 
rasburicase

Antibiotics dapsone, nitrofurantoin, para-aminosalicylic acid, 
sulfonamides

Antimalarials chloroquine, primaquine

Anticonvulsants Phenobarbital, phenytoin, sodium valproate

Other drugs acetaminophen, metoclopramide, quinine, sulfasalazine

Bupivacaine
Bupivacaine HCl administered together with EXPAREL may impact the phar-
macokinetic and/or physicochemical properties of EXPAREL, and this effect 
is concentration dependent. Therefore, bupivacaine HCl and EXPAREL may be 
administered simultaneously in the same syringe, and bupivacaine HCl may be 
injected immediately before EXPAREL as long as the ratio of the milligram dose 
of bupivacaine HCl solution to EXPAREL does not exceed 1:2.

Non-bupivacaine Local Anesthetics
EXPAREL should not be admixed with local anesthetics other than bupivacaine. 
Nonbupivacaine based local anesthetics, including lidocaine, may cause an  
immediate release of bupivacaine from EXPAREL if administered together  
locally. The administration of EXPAREL may follow the administration of  
lidocaine after a delay of 20 minutes or more. There are no data to support 
administration of other local anesthetics prior to administration of EXPAREL.  

Other than bupivacaine as noted above, EXPAREL should not be admixed with 
other drugs prior to administration.

Water and Hypotonic Agents
Do not dilute EXPAREL with water or other hypotonic agents, as it will result in 
disruption of the liposomal particles

USE IN SPECIFIC POPULATIONS

Pregnancy

Risk Summary
There are no studies conducted with EXPAREL in pregnant women. In animal 
reproduction studies, embryo-fetal deaths were observed with subcutaneous 
administration of bupivacaine to rabbits during organogenesis at a dose  
equivalent to 1.6 times the maximum recommended human dose (MRHD)  
of 266 mg. Subcutaneous administration of bupivacaine to rats from implanta-
tion through weaning produced decreased pup survival at a dose equivalent to 
1.5 times the MRHD [see Data]. Based on animal data, advise pregnant women 
of the potential risks to a fetus.

The background risk of major birth defects and miscarriage for the indicated 
population is unknown. However, the background risk in the U.S. general  
population of major birth defects is 2-4% and of miscarriage is 15-20% of  
clinically recognized pregnancies.

Clinical Considerations

Labor or Delivery
Bupivacaine is contraindicated for obstetrical paracervical block anesthesia.  
While EXPAREL has not been studied with this technique, the use of bupivacaine 
for obstetrical paracervical block anesthesia has resulted in fetal bradycardia 
and death.

Bupivacaine can rapidly cross the placenta, and when used for epidural, caudal,  
or pudendal block anesthesia, can cause varying degrees of maternal, fetal,  
and neonatal toxicity. The incidence and degree of toxicity depend upon the 
procedure performed, the type, and amount of drug used, and the technique 
of drug administration. Adverse reactions in the parturient, fetus, and neonate 
involve alterations of the central nervous system, peripheral vascular tone, and 
cardiac function.

Data

Animal Data
Bupivacaine hydrochloride was administered subcutaneously to rats and rabbits 
during the period of organogenesis (implantation to closure of the hard plate). 
Rat doses were 4.4, 13.3, and 40 mg/kg/day (equivalent to 0.2, 0.5 and 1.5 times 
the MRHD, respectively, based on the BSA comparisons and a 60 kg human 
weight) and rabbit doses were 1.3, 5.8, and 22.2 mg/kg/day (equivalent to 0.1, 
0.4 and 1.6 times the MRHD, respectively, based on the BSA comparisons and 
a 60 kg human weight). No embryo-fetal effects were observed in rats at the 
doses tested with the high dose causing increased maternal lethality. An increase 
in embryo-fetal deaths was observed in rabbits at the high dose in the absence 
of maternal toxicity.

Decreased pup survival was noted at 1.5 times the MRHD in a rat pre- and 
post-natal development study when pregnant animals were administered  
subcutaneous doses of 4.4, 13.3, and 40 mg/kg/day buprenorphine hydrochloride 
(equivalent to 0.2, 0.5 and 1.5 times the MRHD, respectively, based on the BSA 
comparisons and a 60 kg human weight) from implantation through weaning 
(during pregnancy and lactation).

Lactation

Risk Summary
Limited published literature reports that bupivacaine and its metabolite,  
pipecoloxylidide, are present in human milk at low levels. There is no available 
information on effects of the drug in the breastfed infant or effects of the drug  
on milk production. The developmental and health benefits of breastfeeding 
should be considered along with the mother’s clinical need for EXPAREL and 
any potential adverse effects on the breastfed infant from EXPAREL or from the 
underlying maternal condition.

Pediatric Use
Safety and effectiveness in pediatric patients have not been established.

Geriatric Use
Of the total number of patients in the EXPAREL local  infiltration clinical studies  
(N=823), 171 patients were greater than or equal to 65 years of age and  
47 patients were greater than or equal to 75 years of age. Of the total number 
of patients in the EXPAREL nerve block clinical studies (N=531), 241 patients 
were greater than or equal to 65 years of age and 60 patients were greater than 
or equal to 75 years of age. No overall differences in safety or effectiveness 
were observed between these patients and younger patients. Clinical experience 
with EXPAREL has not identified differences in efficacy or safety between elderly 
and younger patients, but greater sensitivity of some older individuals cannot 
be ruled out.

Hepatic Impairment
Amide-type local anesthetics, such as bupivacaine, are metabolized by the liver. 
Patients with severe hepatic disease, because of their inability to metabolize  
local anesthetics normally, are at a greater risk of developing toxic plasma  
concentrations, and potentially local anesthetic systemic toxicity. Therefore,  
consider increased monitoring for local anesthetic systemic toxicity in subjects 
with moderate to severe hepatic disease.

Renal Impairment
Bupivacaine is known to be substantially excreted by the kidney, and the risk  
of toxic reactions to this drug may be greater in patients with impaired renal 
function. This should be considered when performing dose selection of EXPAREL.

OVERDOSAGE

Clinical Presentation
Acute emergencies from local anesthetics are generally related to high plasma 
concentrations encountered during therapeutic use of local anesthetics or to 
unintended intravascular injection of local anesthetic solution. 

Signs and symptoms of overdose include CNS symptoms (perioral paresthesia, 
dizziness, dysarthria, confusion, mental obtundation, sensory and visual  
disturbances and eventually convulsions) and cardiovascular effects (that range 
from hypertension and tachycardia to myocardial depression, hypotension, 
bradycardia and asystole).  

Plasma levels of bupivacaine associated with toxicity can vary. Although  
concentrations of 2,500 to 4,000 ng/mL have been reported to elicit early  
subjective CNS symptoms of bupivacaine toxicity, symptoms of toxicity have 
been reported at levels as low as 800 ng/mL. 

Management of Local Anesthetic Overdose
At the first sign of change, oxygen should be administered. 

The first step in the management of convulsions, as well as underventilation or 
apnea, consists of immediate attention to the maintenance of a patent airway 
and assisted or controlled ventilation with oxygen and a delivery system  
capable of permitting immediate positive airway pressure by mask. Immediately 
after the institution of these ventilatory measures, the adequacy of the circula-
tion should be evaluated, keeping in mind that drugs used to treat convulsions 
sometimes depress the circulation when administered intravenously. Should 
convulsions persist despite adequate respiratory support, and if the status of 
the circulation permits, small increments of an ultra-short acting barbiturate 
(such as thiopental or thiamylal) or a benzodiazepine (such as diazepam) may 
be administered intravenously. The clinician should be familiar, prior to the 
use of anesthetics, with these anticonvulsant drugs. Supportive treatment of  

circulatory depression may require administration of intravenous fluids and, 
when appropriate, a vasopressor dictated by the clinical situation (such as 
ephedrine to enhance myocardial contractile force). 

If not treated immediately, both convulsions and cardiovascular depression 
can result in hypoxia, acidosis, bradycardia, arrhythmias and cardiac arrest. If 
cardiac arrest should occur, standard cardiopulmonary resuscitative measures 
should be instituted.

Endotracheal intubation, employing drugs and techniques familiar to the  
clinician, maybe indicated, after initial administration of oxygen by mask, if 
difficulty is encountered in the maintenance of a patent airway or if prolonged 
ventilatory support (assisted or controlled) is indicated.   

DOSAGE AND ADMINISTRATION

Important Dosage and Administration Information
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OBSTETRICS
UPDATES

by BEN SCHWARTZ

C
hanges in obstetric practice 
over the past 20 years may 
have led to declining birth 
weights, according to new

research from Demography. Mean 
birth weight in the United States has 
declined since the 1990s, and while 
it stabilized in the 2010s, it has not 
increased. 

� e study used r estricted Nation-
al Vital Statistics System data which 
linked birth/infant death data for 1990 
to 2013. � e authors analyzed trends 
in obstetric practices, gestational 
age distributions, and birth weights 
among � rst-birth singletons born to 
US non-Hispanic white, non-His-
panic black, and Latina women. � e 
data sample included 1,001,976 births 
in 1990, 1,130,812 births in 2013 and 
23,027,689 births in all years between 
1990 and 2013. � e authors also coded 
obstetric intervention status into four 
groups: induced labor with cesarean 
delivery, induced labor with vaginal 
delivery, labor not induced with ce-
sarean delivery, and labor not induced 
with vaginal delivery. To predict yearly 
average birth weight among US � rst-
birth singletons, an OLS regression 
model was applied. 

� e authors found that the average 
birth weight for US � rst-birth single-
tons in this sample was 3,314.5 g in 
1990. By 2013, it had declined by more 

than 67 g to 3,247.2 g. Also observed 
were di� erences in maternal, behav-
ioral, and birth characteristics between 
1990 and 2013. Maternal age has in-
creased considerably in the United 
States; 30 to 34-year-old mothers rep-
resented 13.1% of births in 1990 and 
that number jumped to 18.9% by 2013. 
An increasing proportion of � rst-birth 
singletons have been to higher-educated, 
unmarried, and Latina women. 

Compared to mothers in 1990, 
mothers in 2013 were more likely to 
have gained excessively low or exces-
sively high gestational weight, were 
less likely to have smoked during 
pregnancy, and were more likely to 

have had diabetes or hypertension. 
Compared to births in 1990, labor on-
set in 2013 was much more likely to 
have been induced and delivery was 
more likely to have been cesarean. 

Gestational ages of � rst-birth single-
tons in 2013 were much less likely to 
have been more than 40 weeks and 
much more likely to have been 37 to 
39 weeks than in 1990. 

� rough their OLS model, the au-
thors identi� ed three notable patterns 
in the gestational age distributions 
of 1990 and 2013. First there were no 
substantive di� erences between the 
1990 and 2013 rates of preterm birth 
(PTB), likely attributed to the sample 
size including first-birth singleton 
pregnancies which are generally not 
high-risk pregnancies.  Second, com-
pared with 1990, a much larger pro-
portion of births in 2013 were during 
gestational weeks 37 to 39. In 1990 and 
2013, about 37.9% and 48.5% of births, 
respectively were during those gesta-
tional weeks. Lastly, the proportion-
ate increase in � rst-birth singletons 
between gestational weeks 37 and 
39 was o� set by sizable decreases in 
births beyond gestational week 40. In 
1990, nearly 29% were born beyond 
gestational week 40 but only 18% were 
born at these older gestations in 2013. 

In regard to obstetric practices, the 
authors found that the likelihood of a 
non-induced vaginal delivery declined 
slightly among PTBs and dramatically 
declined among births at gestational ages 
≥ 39 weeks. � e modal gestational age of 
non-induced vaginal births shifted 
down from week 40 in 1990 to week 
39 in 2013. For non-induced cesarean 

Declining birth weight 
and changing practices

1990 AVERAGE 
US BIRTH WEIGHT

3,314.5 G
2013 AVERAGE 

US BIRTH WEIGHT

3247.2 G
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delivery, the authors observed very 
little substantive difference between 
1990 and 2013. However, there was a 
shift in gestational age distribution. 
Compared to 1990, the likelihood for 
a non-induced cesarean delivery in 
2013 was higher for all gestation ages 
< 40 weeks and substantially lower for 
all gestational ages ≥ 40 weeks. 

Taken together, the authors believe 
that these findings suggest that obstet-
ric interventions were the underlying 
cause for the changes in the gestation-
al age distributions. Furthermore, they 
suggest that the recent trends in US 
birth weight may be correlated to the 

shifts in gestational age resulting from 
changes in obstetric interventions, 
and that if the rates of obstetric prac-
tices had not changed during this pe-
riod, then the average US birth weight 
would have increased over time.

The authors note several limita-
tions to this study, including no way 
to measure changes in obstetric de-
cision-making processes, an inability 
to measure the possible reasons for 
the increased likely interventions, and 
limited information on maternal be-
haviors, characteristics, and risk fac-
tors for obstetric interventions. How-
ever, they believe that despite these 

limitations, their findings indicate 
that the puzzling declines in US birth 
weight may actually have a simple an-
swer. Future research should explore 
the institutional and social mecha-
nisms that lead to the high rates of la-
bor induction and cesarean deliveries 
among US births. 

Ben Schwartz  is the associate editor of 

Contemporary OB/GYN.

SOURCE 
Tilstra AM, Masters RK. Worth the weight? 
Recent trends in obstetric practices, ges-
tational age, and birth weight in the United 
States. Demography. 2020. doi:10.1007/
s13524-019-00843-w
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Introduction
Pessaries have been used for thou-
sands of years in various forms to treat 
pelvic organ prolapse (POP). � ere is 
evidence that points to vaginal pes-
sary use as early as 1550 BC with linen 
or wool soaked in various solutions.1 
Over time, cork and brass were used 
to construct more modern-day pes-
saries, and as technology advanced, 
these materials were replaced by rub-
ber.2 Today, pessaries often are made 
of medical-grade non-reactive sili-
cone, rubber, latex, or a combination 
thereof, and are shaped in various 
con� gurations and sizes to suit indi-
vidual anatomy. � ey can be a perma-
nent solution for women who do not 
desire surgery or who are not surgical 
candidates for other medical reasons. 

� ey can also be used as a temporiz-
ing step for women who wish to com-
plete childbearing or to delay surgical 
treatment.

Indications and 
contraindications
A pessary fitting can be attempted 
for the majority of women with POP, 
stress urinary incontinence (SUI), or 
both. While there are few true con-
traindications, relative contraindica-
tions do exist. For example, a pessary 
should not be placed in a patient with 
evidence of active pelvic or vaginal in-
fection, severe ulceration, or allergies 
to silicone, latex, or rubber. Caution is 
also advised to avoid placing pessaries 
in patients who are noncompliant or 
unlikely to follow up, as this may lead 

to long-term retained pessary compli-
cations such as infection, severe ulcer-
ation, or even � stula.3 

Pessary fi tting
It is helpful to have a � tting kit (sepa-
rate from pessaries dispensed to pa-
tients), which consists of a variety of 
pessaries, each with a range of sizes. 
� ese � tting pessaries are made of 
silicone and can be sterilized with an 
autoclave between � ttings for di� erent 
patients. � ere are two main types of 
pessaries: support and space-� lling. 
Support pessaries use leverage against 
� rm or bony structures. � ey include 
rings, rings with support, dishes, and 
Shaatz pessaries. Ring and dish pes-
saries are commonly available with 
incontinence knobs. In our practice, 

Treating POP and 
SUI with pessaries
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support pessaries typically are used 
more commonly for patients with 
stages 2 and 3 prolapse. In our experi-
ence, they are more comfortable and 
easier to place and remove than other 
types of pessaries (Figure 1).

Space-� lling pessaries occupy the 
vaginal vault and include Gellhorn, 
cube, and donut type devices (Figure 2). 
In our practice, typically these pessa-
ries are used more commonly for pa-
tients with stages 3 and 4 prolapse, or 
when support-type pessaries fail. In 
our experience, space-� lling pessaries 
are more challenging and uncomfort-
able for patients to place and remove. 

To � t a pessary, the provider inserts 
a � nger into the vaginal posterior for-
nix posterior to the cervix, and the dis-
tance between the posterior fornix and 
the pubic notch is measured using the 
� nger length. With that rough guide, 
the diameter of the pessary should 
match, but generally, not exceed the 
vaginal measurement. The leading, 

apical edge of the pessary is then 
placed (bending along the � exible axis 
to accommodate the vaginal introitus 
if a ring pessary, for example) poste-
rior to the cervix and the following 
(last to be inserted) edge is placed be-
hind the pubic notch. � e largest size 
that � ts comfortably should be used. 
Pressure points are identi� ed digitally 
after the pessary is in place. As a rule 
of thumb, the provider’s � nger should 
be able to be placed between the pes-
sary and the vagina circumferentially 
around the pessary. If a pressure point 
is identi� ed, a smaller size or di� erent 
type of pessary should be used.4 

To further assess if the pessary is the 
correct size and shape, the patient is 
instructed to Valsalva with it in place, 
then ambulate, jump, and sit to sim-
ulate normal activities. In addition, 
she should be able to void spontane-
ously with the pessary in place, or else 
be able to remove the pessary herself 
to void. In our practice, the provider 

would then examine the patient again 
to ensure that the pessary has not slid 
out of place or shifted. If the � tting 
pessary is comfortable, a personal pes-
sary can then be dispensed to the pa-
tient new from the package or ordered 
from the manufacturer. 

Self-care versus 
follow-up care
Typical follow-up after pessary � tting 
involves a return visit to the outpatient 
o�  ce to evaluate the patient’s satisfac-
tion with pessary management and 
determine whether the patient wants 
to self-direct her care, including re-
moving, replacing, and cleaning the 
pessary or follow up with her provider 
in the outpatient o�  ce.  Whichever the 
patient chooses, the pessary should be 
removed and cleaned regularly with 
soap and water.4 If the patient elects 
for self-care, the pessary may be re-
moved as frequently as daily. In our 
practice, we recommend doing so at 
least every 3 months, but there are lim-
ited data on which to base this recom-
mendation. In a study about the vagi-
nal microenvironment and its relation 
to frequency of pessary removal, of 137 
women, 25% removed their pessary 
daily, 39% at least weekly, and 36% less 
often than weekly.5 Women who were 
older and using more vaginal hor-
monal therapy tended to remove the 
pessary less often than once weekly.5 
Patients should be counseled that the 
longer the interval between cleaning 
the more likely they will experience 
an odor and/or vaginal discharge. If 
the patient elects outpatient follow-up 
care, after removal, the vaginal epithe-
lium should be thoroughly examined 
for erosions or signs of infection. Some 
pessaries may be di�  cult to remove, 
so if this is the case, the patient will 

A. Ring
B. Ring with support
C. Ring with incontinence knob
D.  Ring with support with incontinence knob

FIGURE 1  Support pessaries

E. Incontinence dish
F. Incontinence dish with support
G. Shaatz
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likely proceed with in-office care and 
management. For example, grasping 
the stem of a Gellhorn pessary with 
a ring forceps to aid in traction, then 
breaking the suction of the disc por-
tion of the pessary using a finger in 
the vagina may be helpful.4 A reason-
able interval for in-office follow up is 
3 to 6 months, and if the patient elects 
self-care, intervals between visits can 
be increased to up to 1 year.4

Complications and  
discontinuation
Although most women can be suc-
cessfully fitted for a pessary, discon-
tinuation is common secondary to 
side effects including vaginal dis-
charge, infections, and ulcerations.6 
Some side effects of pessary use are 
difficult to avoid. For instance, bacte-
rial vaginosis (BV) is three times more 
common in pessary users compared 
to the general population.7 However, 
commonly used TrimoSan gel was 
shown not to decrease incidence of 
BV in pessary users in a randomized 
clinical trial.8 Other predicting factors 
for discontinuation include age < 65, 
stage 3 or greater prolapse, posterior 
wall prolapse, and initial desire for 
surgery.9 Vaginal estrogen can help 
with some of these complications, and 
women who used it exhibited a signif-
icantly higher rate of continuation of 
pessary use (70.4% vs 41.5%, P < 0.001) 
and a lower rate of bothersome vaginal 
discharge (hazard ratio 0.31).10 Severe 
complications are rare, but include 
incarceration of the pessary as well as 
vesicovaginal and rectovaginal fistula 
formation; 91% of these complications 
stemmed from neglected pessaries.4,11 
If erosion occurs, the pessary should 
be removed and discontinued, and 
vaginal estrogen should be prescribed. 

If the ulcer is non-healing or is suspi-
cious for malignancy, a biopsy should 
be considered.12 

Pessary and POP
The International Continence Society 
(ICS) definition for female POP is “the 
descent of the anterior and/or posterior 
vaginal wall or vaginal apex (uterus or 
vaginal apex) in women after a hyster-
ectomy.”13  The true prevalence of POP is 
uncertain, given factors such as barriers 
to care-seeking and patient embarrass-
ment, but studies have found that pelvic 
floor disorders affect 23.7% of US wom-
en, and prolapse affects 2.9% of women 
aged 20 and older.14 One aspect of this 
recent epidemiologic study found that 
lifetime risk for surgical intervention for 
POP by age 80 was 12.6%.14

EFFECTIVENESS FOR PROLAPSE 
SYMPTOMS AND QOL
Pelvic floor symptom and quality of 
life improvements are particularly im-
portant with regard to POP therapy 
because prolapse, while not typically 
a life-threatening issue, can be a per-
sistent and debilitating condition that 
significantly impacts patients’ quality 
of life. The Pelvic Floor Distress Inven-
tory (PFDI-20) and the Pelvic Floor 
Impact Questionnaire (PFIQ) are two 
commonly used validated question-
naires to assess pelvic floor symptoms. 

Several studies using these question-
naires have demonstrated that pessa-
ries are able to achieve a statistically 
significant improvement in patient-
reported pelvic floor symptoms as well 
as general quality of life.6,15-17 In addition, 
patients fit with a pessary had a nearly 
50% improvement in body image 
scores using validated questionnaires 
as well.15 Patients who are successfully 
fit with pessaries can be expected to be 
satisfied with their use. In fact, Clem-
ons and colleagues reported that over-
all, 92% of women are satisfied with a 
pessary if fitted successfully.18 How-
ever, the rate of discontinuation over 
time is high. In Cundiff’s examination 
of Ring and Gellhorn pessaries in a 
crossover comparison, the combined 
continuation rate was 60% for the first 
3-month trial and 57% for the second 
3-month trial.17

COMMON TYPES OF 
PESSARIES FOR PROLAPSE
The most commonly used pessary 
models are the ring, which is for sup-
port, and the Gellhorn, which is a 
space-filling device.6,17 Abdool, et al. 
studied 359 patients who opted for 
pessary care for POP and of them,  
83% were fitted with a ring pessary 
and 14% with a Gellhorn pessary with 
very few fitted with a cube or donut 
(0.03% and 0.02%, respectively).1 The 
ring is widely used because of ease of 
insertion and vaginal comfort, and it 
allows for sexual activity without re-
moval.19 It is also associated with the 
fewest complications compared to 
other pessaries.15,17 In the same cross-
over trial of ring pessary and Gellhorn 
pessary, Cundiff et al. showed that 
the Gellhorn was associated with bet-
ter effectiveness, but also with more 
complications such as erosion and 

ESTIMATED SURGICAL RATES  
FOR SUI OR POP ARE 

PREDICTED TO RISE BY 

42.7%
BY 2050
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vaginal discharge.17 � e cube pessary 
is used much less often, likely second-
ary to its adherence to the vaginal mu-
cosa and subsequent development of 
ulceration.20 

SEXUAL FUNCTION
Data are limited on the topic of sexual 
function in pessary patients overall. 
From the data available, it appears 
that sexual activity is not associated 
with pessary discontinuation.9 How-
ever, most women appear to remove 
their pessary before sexual inter-
course. In a study of both sexually ac-
tive and inactive women using pessa-
ries for pelvic � oor disorders, 70% of 
women removed their pessary for sex, 

citing “partner can feel during sex” 
(31%) and “pessary is uncomfortable 
during sex” (20%).21 While women 
who use pessaries maintain sexual 
activity, data on sexual function are 
mixed. One study used the validated 
Female Sexual Function Index (FSFI), 
while another used the Pelvic Organ 
Prolapse/Urinary Incontinence Sexu-
al Questionnaire (PISQ-12), and both 
found that pessary use improved sex-
ual function on their respective indi-
ces.16,20 In a study comparing a pessary 

and surgery, after 1 year, there was 
no improvement in sexual function 
symptoms after use of a pessary, while 
surgery did show a significant im-
provement in sexual function. � ese 
results are likely skewed given that 
women who used a Gellhorn pessary 
in this study were not sexually active 
at baseline.22  While it appears that pes-
sary use does not a� ect sexual activ-
ity and may improve sexual function, 
more high-quality studies are needed 
to better characterize these outcomes.

PESSARIES VERSUS SURGERY
Multiple trials have shown that, overall, 
younger women prefer surgical treat-
ment, and older women prefer to use 

a pessary.1,17,20 In Lone’s 2015 prospec-
tive cohort study of all patients referred 
to a urogynecology practice for POP 
undergoing primary treatment for an 
18-month period, 46% of patients opted 
for a pessary with an average age of 
67±14.1 years, while patients who 
elected for surgery were on average 
59±11.9 years.22 In this same cohort 
of patients, both surgery and pessary 
use improved vaginal bulge and bowel 
symptoms, with no signi� cant di� er-
ence between the two.22 In contrast, a 

recent prospective cohort study per-
formed in Scandinavia revealed that 
in patients with stage 2 prolapse or 
greater, prolapse symptoms were sig-
ni� cantly less severe in postsurgical 
patients than in those who opted for 
a pessary.23 

Pessaries and SUI
Incontinence pessaries, like those for 
POP are made of silicone or rubber and 
are placed vaginally. Pessaries for SUI, 
like those for POP, represent a conser-
vative option as opposed to surgery. In 
contrast to pessaries for POP, these de-
vices are designed to support the ure-
thra and provide partial compression of 
it against the pubic bone. � e goal is to 
reduce leakage with activity.24,25 In US 
women, prevalence of urinary incon-
tinence is estimated to be 17.1% and 
43.1% in women over 40 years of age.14 
� is same epidemiological study found 
that lifetime risk of surgery for SUI by 80 
years of age was 13.6%.14

TYPES OF PESSARIES FOR SUI
� ere are a few factors that in� uence 
the type of pessary most suitable for a 
patient with SUI including severity of 
incontinence, presence of prolapse, 
and baseline sexual activity. In ad-
dition, if a patient has POP, a device 
that addresses both pathologies is 
optimal. Pessaries speci� c for SUI in-
clude the incontinence ring, incon-
tinence ring with support, and the 
incontinence dish. Often pessaries 
for SUI have a small knob built into 
their structure that rests behind the 
urethra to aid in stabilization and in-
creased urethral resistance to urine 
� ow. � e incontinence ring is best 
for patients who desire sexual activ-
ity with the pessary in place, while 
the incontinence dish or incontinence 

FIGURE 2  Space-fi lling pessaries

A. Donut B. Gellhorn C. Cube

A B C
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ring with support may be better for 
those patients with concomitant POP 
or who are not sexually active.6

EFFECTIVENESS FOR SUI 
SYMPTOMS AND QOL
Data to support the effective-
ness of pessaries for SUI are 
mixed. Some studies report im-
provement of SUI symptoms, 
with one trial demonstrating 
58% of patients experiencing 
improved SUI symptoms with a 
pessary.26 Others showed mixed 
performance of continence pes-
saries with over half (58%) of 
patients who were successfully fit 
eventually discontinuing use of the 
devices secondary to persistence of 
incontinence.27 However, one mul-
ticenter randomized controlled trial 
compared pessary use to behavioral 
therapy and showed no significant 
difference in pelvic symptom bother 
and quality of life questionnaires af-
ter 3 months of treatment; specifically 
the aspects of the questionnaires de-
signed to test SUI symptoms showed 
a non-significant 8.9% difference in 
scores.28 

Concomitant treatment for POP 
and SUI using a pessary can like-
wise be effective. A prospective study 
found that 2 months after a successful 
pessary fitting in those women with 
both prolapse and SUI, 92% of wom-
en were satisfied with therapy, how-
ever, their urinary symptoms had only  
decreased by 50%.18

Factors predicting success of a pes-
sary for SUI include milder sever-
ity of stress incontinence symptoms 
at baseline, < 14 weekly episodes of 
incontinence, at least college educa-
tion, and lack of previous anti-incon-
tinence surgery.29 

PESSARY VS SURGERY FOR SUI: 
PATIENT CHARACTERISTICS
Younger and sexually active women, 
as well as those with more severe in-
continence symptoms, tended to 
choose surgical management at the 

beginning of their treatment course, or 
eventually escalate to surgical therapy 
as opposed to continuing to use a pes-
sary.30 Women who desired surgery 
at the beginning of their treatment 
course were 59±11.7 versus 64.5±13.5 
years of age, and 67% of those who 
desired surgery were sexually active, 
while only 44% of those who desired 
conservative therapy were sexually 
active.30 

SEXUAL FUNCTION
As with pessary use for POP, data 
are variable on sexual function and 
incontinence pessaries. One study 
found more improvement in sexual 
function in women with SUI who 
were treated with behavioral therapy 
or combined behavioral therapy and 
a pessary as opposed to those who 
were treated with a pessary alone.31 
This improvement was measured us-
ing the PISQ-12 survey, and the de-
gree of difference, although statisti-
cally significant, may not be clinically 
significant.31 In addition, in a separate 
study examining only pessary thera-
py, there was a 17% reported increase 
in frequency of sexual encounters and 

11% reported improvement in sexual 
satisfaction.32 It appears that although 
adding treatment to pessary use may 
have a greater impact on sexual func-
tion, from these limited data, pessa-
ries tend to improve sexual function in 

women who have SUI.

Conclusions
The population of the United 
States is aging, and the preva-
lence of women with at least one 
pelvic floor disorder is increas-
ing, predicted to be 43.8 million 
by 2050.14 Estimated surgical 
rates for SUI or POP are likewise 

predicted to rise by 42.7% by 2050.14 
Surgery is not an ideal option for all 
patients, and is associated with risks 
as well as risk of recurrence with need 
for reoperation. Women with pel-
vic floor disorders may present with 
complicated medical histories and 
serious comorbidities, which may 
render surgical therapy unsafe. Pessa-
ries have few contraindications, and 
typically milder associated complica-
tions compared with those related to 
surgical intervention. Patient satisfac-
tion with pessary therapy for either 
prolapse or SUI is generally high, and 
use of the devices can improve quality 
of life, body image, and sexual func-
tion.1 Therefore, pessaries should be 
offered as an effective, safe, and non-
surgical option for treatment of pelvic 
floor disorders.
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Pessaries specific for SUI 
include the incontinence ring, 
incontinence ring with support, 

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

IMPORTANT SAFETY INFORMATION
WARNING: CARDIOVASCULAR DISORDERS, BREAST CANCER, 

ENDOMETRIAL CANCER, AND PROBABLE DEMENTIA
See full prescribing information for complete boxed warning.

Estrogen Plus Progestin Therapy
•  Estrogen plus progestin therapy should not be used for the 

prevention of cardiovascular disease or dementia
•  The Women’s Health Initiative (WHI) estrogen plus progestin 

substudy reported increased risks of stroke, deep vein 
thrombosis (DVT), pulmonary embolism (PE), and myocardial 
infarction (MI)

•  The WHI estrogen plus progestin substudy reported increased 
risks of invasive breast cancer

•  The WHI Memory Study (WHIMS) estrogen plus progestin 
ancillary study of WHI reported an increased risk of probable 
dementia in postmenopausal women 65 years of age or older

Estrogen-Alone Therapy
•  There is an increased risk of endometrial cancer in a woman 

with a uterus who uses unopposed estrogens
•  Estrogen-alone therapy should not be used for the prevention 

of cardiovascular disease or dementia
•  The WHI estrogen-alone substudy reported increased risks of 

stroke and DVT
•  The WHIMS estrogen-alone ancillary study of WHI reported an 

increased risk of probable dementia in postmenopausal women 
65 years of age or older

WARNINGS AND PRECAUTIONS
•  An increased risk of PE, DVT, stroke, and MI has been reported  

with estrogen plus progestin therapy. Should these occur or be 
suspected, therapy should be discontinued immediately. Risk factors 
for arterial vascular disease and/or venous thromboembolism (VTE) 
should be managed appropriately. 

•  The WHI substudy of daily estrogen plus progestin after a mean 
follow-up of 5.6 years reported an increased risk of invasive breast 
cancer. Observational studies have also reported an increased risk  
of breast cancer for estrogen plus progestin therapy after several 
years of use. The risk increased with duration of use and appeared 
to return to baseline over about 5 years after stopping treatment 
(only the observational studies have substantial data on risk after 
stopping). The use of estrogen plus progestin therapy has been 
reported to result in an increase in abnormal mammograms 
requiring further evaluation.

•  Endometrial hyperplasia (a possible precursor to endometrial 
cancer) has been reported to occur at a rate of approximately less 
than one percent with BIJUVA. Clinical surveillance of all women 
using estrogen plus progestin therapy is important. Adequate 
diagnostic measures should be undertaken to rule out malignancy  
in postmenopausal women with undiagnosed persistent or recurring 
abnormal genital bleeding. 

•  The WHI estrogen plus progestin substudy reported a statistically 
non-significant increased risk of ovarian cancer. A meta-analysis  
of 17 prospective and 35 retrospective epidemiology studies found 
that women who used hormonal therapy for menopausal symptoms 
had an increased risk for ovarian cancer. The exact duration of 
hormone therapy use associated with an increased risk of ovarian 
cancer, however, is unknown. 

•  In the WHIMS ancillary studies of postmenopausal women 65 to  
79 years of age, there was an increased risk of developing probable 
dementia in women receiving estrogen plus progestin when 
compared to placebo. It is unknown whether these findings apply  
to younger postmenopausal women. 

•  Estrogens increase the risk of gallbladder disease. 

•  Discontinue estrogen if severe hypercalcemia, loss of vision, severe 
hypertriglyceridemia, or cholestatic jaundice occurs. 

•  Monitor thyroid function in women on thyroid replacement  
hormone therapy. 

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

CONTRAINDICATIONS
•  BIJUVA is contraindicated in women with any of the following 

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

Please note that this information is not comprehensive. Please see Brief Summary of the Full Prescribing Information, 
including BOXED WARNING, on the following pages.
References: 1. BIJUVA [package insert]. Boca Raton, FL: TherapeuticsMD, Inc; 2019. 2. Lobo RA, Liu J, Stanczyk FZ, et al. Estradiol and  
progesterone bioavailability for moderate to severe vasomotor symptom treatment and endometrial protection with the continuous-combined 
regimen of TX-001HR (oral estradiol and progesterone capsules). Menopause. 2019;26(7):720-727. 3. Lobo RA, Archer DF, Kagan R, et al. A 
17ß-estradiol-progesterone oral capsule for vasomotor symptoms in postmenopausal women: a randomized controlled trial. Obstet Gynecol. 
2018;132(1):161-170.
BIJUVA is a registered trademark of TherapeuticsMD, Inc.     © 2020 TherapeuticsMD, Inc. All rights reserved.     BJVA-20235     01/2020
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precisely  
combined1

IN A SINGLE ONCE-DAILY ORAL CAPSULE1-3

BIJUVA IS THE FIRST AND ONLY FDA-APPROVED COMBINATION OF

BIO-IDENTICAL* ESTROGEN         MICRONIZED PROGESTERONE

FOR  TH E TR E ATM E N T OF  MODERATE TO SEVERE VASOMOTOR SYMPTOMS DUE TO MENOPAUSE in  women with a uterus

* Bio-identical hormones are structurally identical to the hormones produced within a woman’s body. The relevance of risks associated with the use  
of synthetic hormones compared to bio-identical hormones is not known but cannot be excluded.
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In the WHI estrogen-alone substudy, a statistically significant increased risk of stroke was reported in 
women 50 to 79 years of age receiving daily CE (0.625 mg)-alone compared to women in the same age 
group receiving placebo (45 versus 33 per 10,000 women-years). The increase in risk was demonstrated in 
year 1 and persisted [see Clinical Studies (14.4) in full prescribing information]. Should a stroke occur or be 
suspected, estrogen-alone therapy should be discontinued immediately. Subgroup analyses of women 50 to 
59 years of age suggest no increased risk of stroke for those women receiving CE (0.625 mg)-alone versus 
those receiving placebo (18 versus 21 per 10,000 women-years). 
Coronary Heart Disease
In the WHI estrogen plus progestin substudy, there was a statistically non-significant increased risk of 
coronary heart disease (CHD) events (defined as nonfatal MI, silent MI, or CHD death) reported in women 
receiving daily CE (0.625 mg) plus MPA (2.5 mg) compared to women receiving placebo (41 versus 34 
per 10,000 women-years). An increase in relative risk was demonstrated in year 1, and a trend toward 
decreasing relative risk was reported in years 2 through 5 [see Clinical Studies (14.4) in full prescribing 
information]. 
In the WHI estrogen-alone substudy, no overall effect on CHD events was reported in women receiving 
estrogen-alone compared to placebo [see Clinical Studies (14.4) in full prescribing information]. 
Subgroup analysis of women 50 to 59 years of age suggests a statistically non-significant reduction in CHD 
events (CE [0.625 mg]-alone compared to placebo) in women with less than 10 years since menopause        
(8 versus 16 per 10,000 women-years). 
In postmenopausal women with documented heart disease (n = 2,763), average 66.7 years of age, in a 
controlled clinical trial of secondary prevention of cardiovascular disease (Heart and Estrogen/Progestin 
Replacement Study [HERS]), treatment with daily CE (0.625 mg) plus MPA (2.5 mg) demonstrated no 
cardiovascular benefit. During an average follow-up of 4.1 years, treatment with CE plus MPA did not reduce 
the overall rate of CHD events in postmenopausal women with established coronary heart disease. There 
were more CHD events in the CE plus MPA-treated group than in the placebo group in year 1, but not during 
the subsequent years. Two thousand, three hundred and twenty-one (2,321) women from the original HERS 
trial agreed to participate in an open label extension of the original HERS, HERS II. Average follow-up in HERS 
II was an additional 2.7 years, for a total of 6.8 years overall. Rates of CHD events were comparable among 
women in the CE plus MPA group and the placebo group in HERS, HERS II, and overall.
Venous Thromboembolism
In the WHI estrogen plus progestin substudy, a statistically significant 2-fold greater rate of VTE (DVT and 
PE) was reported in women receiving daily CE (0.625 mg) plus MPA (2.5 mg) compared to women receiving 
placebo (35 versus 17 per 10,000 women-years). Statistically significant increases in risk for both DVT (26 
versus 13 per 10,000 women-years) and PE (18 versus 8 per 10,000 women-years) were also demonstrated. 
The increase in VTE risk was demonstrated during the first year and persisted [see Clinical Studies (14.4) 
in full prescribing information]. Should a VTE occur or be suspected, estrogen plus progestin therapy should 
be discontinued immediately. In the WHI estrogen-alone substudy, the risk of VTE was increased for women 
receiving daily CE (0.625 mg)-alone compared to placebo (30 versus 22 per 10,000 women-years), although 
only the increased risk of DVT reached statistical significance (23 versus 15 per 10,000 women-years). 
The increase in VTE risk was demonstrated during the first 2 years [see Clinical Studies (14.4) in full 
prescribing information]. Should a VTE occur or be suspected, estrogen-alone therapy should be discontinued 
immediately. 
If feasible, estrogens should be discontinued at least 4 to 6 weeks before surgery of the type associated with 
an increased risk of thromboembolism, or during periods of prolonged immobilization.
Malignant Neoplasms
Breast Cancer
The most important randomized clinical trial providing information about breast cancer in estrogen plus 
progestin users is the WHI substudy of daily CE (0.625 mg) plus MPA (2.5 mg). After a mean follow-up          
of 5.6 years, the estrogen plus progestin substudy reported an increased risk of invasive breast cancer in 
women who took daily CE plus MPA. In this substudy, prior use of estrogen-alone or estrogen plus progestin 
therapy was reported by 26% of the women. The relative risk of invasive breast cancer was 1.24, and the 
absolute risk was 41 versus 33 cases per 10,000 women-years, for CE plus MPA compared with placebo. 
Among women who reported prior use of hormone therapy, the relative risk of invasive breast cancer was 
1.86, and the absolute risk was 46 versus 25 cases per 10,000 women-years, for CE plus MPA compared 
with placebo. Among women who reported no prior use of hormone therapy, the relative risk of invasive 
breast cancer was 1.09, and the absolute risk was 40 versus 36 cases per 10,000 women-years for CE plus 
MPA compared with placebo. In the same substudy, invasive breast cancers were larger, were more likely 
to be node positive, and were diagnosed at a more advanced stage in the CE (0.625 mg) plus MPA (2.5 mg) 
group compared with the placebo group. Metastatic disease was rare, with no apparent difference between 
the two groups. Other prognostic factors, such as histologic subtype, grade and hormone receptor status did 
not differ between the groups [see Clinical Studies (14.4) in full prescribing information]. 
The most important randomized clinical trial providing information about breast cancer in estrogen-alone 
users is the WHI substudy of daily CE (0.625 mg)-alone. In the WHI estrogen-alone substudy, after an average 
follow-up of 7.1 years, daily CE-alone was not associated with an increased risk of invasive breast cancer 
[relative risk (RR) 0.80] [see Clinical Studies (14.4) in full prescribing information]. 
Consistent with the WHI clinical trial, observational studies have also reported an increased risk of breast 
cancer for estrogen plus progestin therapy,  and a smaller increased risk for estrogen-alone therapy, after 
several years of use. The risk increased with duration of use, and appeared to return to baseline over about 
5 years after stopping treatment (only the observational studies have substantial data on risk after stopping). 
Observational studies also suggest that the risk of breast cancer was greater, and became apparent earlier, 
with estrogen plus progestin therapy as compared to estrogen-alone therapy. However, these studies have 
not generally found significant variation in the risk of breast cancer among different estrogen plus progestin 
combinations, doses, or routes of administration.
The use of estrogen-alone and estrogen plus progestin therapy has been reported to result in an increase in 
abnormal mammograms requiring further evaluation. 
In a one-year trial, among 1,684 women who received a combination of estradiol plus progesterone (1 mg 
estradiol plus 100 mg progesterone or 0.5 mg estradiol plus 100 mg progesterone or 0.5 mg estradiol plus  
50 mg progesterone or 0.25 mg estradiol plus 50 mg progesterone) or placebo (n=151), six new cases of 
breast cancer were diagnosed, two of which occurred among the group of 415 women treated with BIJUVA 
(estradiol and progesterone) capsules, 1 mg/100 mg. No new cases of breast cancer were diagnosed in the 
group of 151 women treated with placebo. 
All women should receive yearly breast examinations by a healthcare provider and perform monthly breast 
self-examinations. In addition, mammography examinations should be scheduled based on patient age, risk 
factors, and prior mammogram results. 

BIJUVA® (estradiol and progesterone) capsules, for oral use 

BRIEF SUMMARY OF PRESCRIBING INFORMATION
This Brief Summary does not include all the information needed to use BIJUVA safely and 
effectively. Please visit BIJUVAHCP.com for Full Prescribing Information.

INDICATIONS AND USAGE
Treatment of Moderate to Severe Vasomotor Symptoms Due to Menopause
DOSAGE AND ADMINISTRATION
Use of estrogen, alone or in combination with a progestogen, should be limited to the lowest effective dose 
available and for the shortest duration consistent with treatment goals and risks for the individual woman. 
Postmenopausal women should be reevaluated periodically as clinically appropriate to determine if treatment 
is still necessary.
Take a single BIJUVA (estradiol and progesterone) capsule, 1 mg/100 mg, orally each evening with food.
CONTRAINDICATIONS
BIJUVA is contraindicated in women with any of the following conditions: 
• Undiagnosed abnormal genital bleeding
• Known, suspected, or history of breast cancer
• Known or suspected estrogen-dependent neoplasia
• Active DVT, PE, or history of these conditions
• Active arterial thromboembolic disease (for example, stroke, MI), or a history of these conditions 
• Known anaphylactic reaction, angioedema, or hypersensitivity to BIJUVA or any of its ingredients 
• Known liver impairment or disease 
• Known protein C, protein S, or antithrombin deficiency, or other known thrombophilic disorders

WARNINGS AND PRECAUTIONS
Cardiovascular Disorders
An increased risk of PE, DVT, stroke, and MI has been reported with estrogen plus progestin therapy. An 
increased risk of stroke and DVT has been reported with estrogen-alone therapy. Should these occur or 
be suspected, therapy should be discontinued immediately. Risk factors for arterial vascular disease (for 
example, hypertension, diabetes mellitus, tobacco use, hypercholesterolemia, and obesity) and/or venous 
thromboembolism (VTE) (for example, personal history or family history of VTE, obesity, and systemic lupus 
erythematosus) should be managed appropriately. 
Stroke 
In the Women’s Health Initiative estrogen plus progestin substudy, a statistically significant increased risk 
of stroke was reported in women 50 to 79 years of age receiving daily CE (0.625 mg) plus MPA (2.5 mg) 
compared to women in the same age group receiving placebo (33 versus 25 per 10,000 women-years) 
[see Clinical Studies (14.4) in full prescribing information]. The increase in risk was demonstrated after the 
first year and persisted. Should a stroke occur or be suspected, estrogen plus progestin therapy should be 
discontinued immediately. 

WARNING: CARDIOVASCULAR DISORDERS, BREAST CANCER, ENDOMETRIAL CANCER, 
and PROBABLE DEMENTIA

Estrogen Plus Progestin Therapy
Cardiovascular Disorders and Probable Dementia

Estrogen plus progestin therapy should not be used for the prevention of cardiovascular disease or dementia 
[see Warnings and Precautions (5.1, 5.3), and Clinical Studies (14.4, 14.5) in full prescribing information].
The Women’s Health Initiative (WHI) estrogen plus progestin substudy reported increased risks of deep 
vein thrombosis (DVT), pulmonary embolism (PE), stroke, and myocardial infarction (MI) in postmenopausal 
women (50 to 79 years of age) during 5.6 years of treatment with daily oral conjugated estrogens 
(CE) [0.625 mg] combined with medroxyprogesterone acetate (MPA) [2.5 mg], relative to placebo [see 
Warnings and Precautions (5.1), and Clinical Studies (14.4) in full prescribing information].
The WHI Memory Study (WHIMS) estrogen plus progestin ancillary study of WHI reported an increased 
risk of developing probable dementia in postmenopausal women 65 years of age or older during 4 years 
of treatment with daily CE (0.625 mg) combined with MPA (2.5 mg), relative to placebo. It is unknown 
whether this finding applies to younger postmenopausal women [see Warnings and Precautions (5.3), Use 
in Specific Populations (8.5), and Clinical Studies (14.5) in full prescribing information].  

Breast Cancer
The WHI estrogen plus progestin substudy demonstrated an increased risk of invasive breast cancer[see 
Warnings and Precautions (5.2), and Clinical Studies (14.4) in full prescribing information]. 
In the absence of comparable data, these risks should be assumed to be similar for other doses of CE and 
MPA, and other combinations and dosage forms of estrogens and progestins.
Estrogens with or without progestins should be prescribed at the lowest effective doses and for the 
shortest duration consistent with treatment goals and risks for the individual woman.

Estrogen-Alone Therapy
Endometrial Cancer

There is an increased risk of endometrial cancer in a woman with a uterus who uses unopposed 
estrogens. Adding a progestin to estrogen therapy has been shown to reduce the risk of endometrial 
hyperplasia, which may be a precursor to endometrial cancer. Adequate diagnostic measures, including 
directed or random endometrial sampling when indicated, should be undertaken to rule out malignancy in 
postmenopausal women with undiagnosed persistent or recurring abnormal genital bleeding 
[see Warnings and Precautions (5.2) in full prescribing information]. 

Cardiovascular Disorders and Probable Dementia
Estrogen-alone therapy should not be used for the prevention of cardiovascular disease or dementia 
[see Warnings and Precautions (5.1, 5.3), and Clinical Studies (14.4, 14.5) in full prescribing information].
The WHI estrogen-alone substudy reported increased risks of stroke and DVT in postmenopausal women 
(50 to 79 years of age) during 7.1 years of treatment with daily oral CE (0.625 mg)-alone, relative to 
placebo [see Warnings and Precautions (5.1), and Clinical Studies (14.4) in full prescribing information]. 
The WHIMS estrogen-alone ancillary study of WHI reported an increased risk of developing probable 
dementia in postmenopausal women 65 years of age or older during 5.2 years of treatment with 
daily CE (0.625 mg)-alone, relative to placebo. It is unknown whether this finding applies to younger 
postmenopausal women [see Warnings and Precautions (5.3), Use in Specific Populations (8.5), and 
Clinical Studies (14.5) in full prescribing information].
In the absence of comparable data, these risks should be assumed to be similar for other doses of CE 
and other dosage forms of estrogens. Estrogens with or without progestins should be prescribed at the 
lowest effective doses and for the shortest duration consistent with treatment goals and risks for the 
individual woman.

(continued on next page)
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Endometrial Cancer 
Endometrial hyperplasia (a possible precursor of endometrial cancer) has been reported to occur at a rate of 
approximately 1 percent or less with BIJUVA (estradiol and progesterone) capsules, 1 mg/100 mg. 
An increased risk of endometrial cancer has been reported with the use of unopposed estrogen therapy in 
a woman with a uterus. The reported endometrial cancer risk among unopposed estrogen users is about 
2- to 12-fold greater than in non-users, and appears dependent on duration of treatment and on estrogen 
dose. Most studies show no significant increased risk associated with use of estrogens for less than 1 year. 
The greatest risk appears associated with prolonged use, with an increased risk of 15- to 24-fold for 5 to 
10 years or more, and this risk has been shown to persist for at least 8 to 15 years after estrogen therapy                    
is discontinued. 
Clinical surveillance of all women using estrogen-alone or estrogen plus progestogen therapy is important. 
Adequate diagnostic measures, including directed or random endometrial sampling when indicated, should 
be undertaken to rule out malignancy in postmenopausal women with undiagnosed persistent or recurring 
abnormal genital bleeding. 
There is no evidence that the use of natural estrogens results in a different endometrial risk profile 
than synthetic estrogens of equivalent estrogen dose. Adding a progestogen to estrogen therapy in 
postmenopausal women has been shown to reduce the risk of endometrial hyperplasia, which may be a 
precursor to endometrial cancer. 
Ovarian Cancer
The WHI estrogen plus progestin substudy reported a statistically non-significant increased risk of ovarian 
cancer. After an average follow-up of 5.6 years, the relative risk for ovarian cancer for CE plus MPA versus 
placebo was 1.58 (95% confidence interval [CI], 0.77 to 3.24). The absolute risk for CE plus MPA versus 
placebo was 4 versus 3 cases per 10,000 women-years. 
A meta-analysis of 17 prospective and 35 retrospective epidemiology studies found that women who 
used hormonal therapy for menopausal symptoms had an increased risk for ovarian cancer. The primary 
analysis, using case-control comparisons, included 12,110 cancer cases from the 17 prospective studies. 
The relative risks associated with current use of hormonal therapy was 1.41 (95% CI, 1.32 to 1.50); there 
was no difference in the risk estimates by duration of the exposure (less than 5 years [median of 3 years] vs. 
greater than 5 years [median of 10 years] of use before the cancer diagnosis). The relative risk associated 
with combined current and recent use (discontinued use within 5 years before cancer diagnosis) was 1.37      
(95% CI, 1.27 to 1.48), and the elevated risk was significant for both estrogen-alone and estrogen plus 
progestin products. The exact duration of hormone therapy use associated with an increased risk of ovarian 
cancer, however, is unknown.
Probable Dementia
In the WHIMS estrogen plus progestin ancillary study of WHI, a population of 4,532 postmenopausal women 
65 to 79 years of age was randomized to daily CE (0.625 mg) plus MPA (2.5 mg) or placebo. 
After an average follow-up of 4 years, 40 women in the CE plus MPA group and 21 women in the placebo 
group were diagnosed with probable dementia. The relative risk of probable dementia for CE plus MPA versus 
placebo was 2.05 (95% CI, 1.21 to 3.48). The absolute risk of probable dementia for CE plus MPA versus 
placebo was 45 versus 22 cases per 10,000 women-years [see Use in Specific Populations (8.5), and Clinical 
Studies (14.5) in full prescribing information]. 
In the WHIMS estrogen-alone ancillary study of WHI, a population of 2,947 hysterectomized women 65 to 
79 years of age was randomized to daily CE (0.625 mg)-alone or placebo. After an average follow-up of           
5.2 years, 28 women in the estrogen-alone group and 19 women in the placebo group were diagnosed with 
probable dementia. The relative risk of probable dementia for CE-alone versus placebo was 1.49 (95% CI, 
0.83 to 2.66). The absolute risk of probable dementia for CE-alone versus placebo was 37 versus 25 cases 
per 10,000 women-years [see Use in Specific Populations (8.5), and Clinical Studies (14.5) in full prescribing 
information]. 
When data from the two populations in the WHIMS estrogen-alone and estrogen plus progestin ancillary 
studies were pooled as planned in the WHIMS protocol, the reported overall relative risk for probable 
dementia was 1.76 (95% CI, 1.19 to 2.60). Since both ancillary studies were conducted in women 65 to      
79 years of age, it is unknown whether these findings apply to younger postmenopausal women [see Use in 
Specific Populations (8.5), and Clinical Studies (14.5) in full prescribing information].
Gallbladder Disease
A 2- to 4-fold increase in the risk of gallbladder disease requiring surgery in postmenopausal women 
receiving estrogens has been reported. 
Hypercalcemia
Estrogen administration may lead to severe hypercalcemia in women with breast cancer and bone 
metastases. If hypercalcemia occurs, use of the drug should be stopped and appropriate measures taken to 
reduce the serum calcium level. 
Visual Abnormalities
Retinal vascular thrombosis has been reported in women receiving estrogens. Discontinue medication 
pending examination if there is a sudden partial or complete loss of vision, or a sudden onset of proptosis, 
diplopia, or migraine. If examination reveals papilledema or retinal vascular lesions, estrogens should be 
permanently discontinued. 
Addition of a Progestogen When a Woman Has Not Had a Hysterectomy
Studies of the addition of a progestin for 10 or more days of a cycle of estrogen administration, or daily 
with estrogen in a continuous regimen, have reported a lowered incidence of endometrial hyperplasia than 
would be induced by estrogen treatment alone. Endometrial hyperplasia may be a precursor to endometrial 
cancer. There are, however, possible risks that may be associated with the use of progestogen with estrogens 
compared to estrogen-alone regimens. These include an increased risk of breast cancer. 
Elevated Blood Pressure
In a small number of case reports, substantial increases in blood pressure have been attributed to 
idiosyncratic reactions to estrogens. In a large, randomized, placebo-controlled clinical trial, a generalized 
effect of estrogens on blood pressure was not seen. 
Hypertriglyceridemia
In women with pre-existing hypertriglyceridemia, estrogen therapy may be associated with elevations of 
plasma triglycerides leading to pancreatitis. Consider discontinuation of treatment if pancreatitis occurs. 
Hepatic Impairment and/or Past History of Cholestatic Jaundice
Estrogens may be poorly metabolized in women with impaired liver function. For women with a history of 
cholestatic jaundice associated with past estrogen use or with pregnancy, caution should be exercised, and in 
the case of recurrence, medication should be discontinued. 

Hypothyroidism
Estrogen administration leads to increased thyroid-binding globulin (TBG) levels. Women with normal thyroid 
function can compensate for the increased TBG by making more thyroid hormone, thus maintaining free 
T4 and T3 serum concentrations in the normal range. Women dependent on thyroid hormone replacement 
therapy who are also receiving estrogens may require increased doses of their thyroid replacement therapy. 
These women should have their thyroid function monitored in order to maintain their free thyroid hormone 
levels in an acceptable range. 
Fluid Retention
Estrogens and progestins may cause some degree of fluid retention. Women with conditions that might be 
influenced by this factor, such as a cardiac or renal dysfunction, warrant careful observation when estrogens 
plus progestins are prescribed. 
Hypocalcemia
Estrogen therapy should be used with caution in women with hypoparathyroidism as estrogen-induced 
hypocalcemia may occur. 
Exacerbation of Endometriosis
A few cases of malignant transformation of residual endometrial implants have been reported in women 
treated post-hysterectomy with estrogen-alone therapy. For women known to have residual endometriosis 
post-hysterectomy, the addition of progestin should be considered. 
Hereditary Angioedema
Exogenous estrogens may exacerbate symptoms of angioedema in women with hereditary angioedema. 
Exacerbation of Other Conditions
Estrogen therapy may cause an exacerbation of asthma, diabetes mellitus, epilepsy, migraine, porphyria, 
systemic lupus erythematosus, and hepatic hemangiomas and should be used with caution in women with 
these conditions. 
Laboratory Tests
Serum follicle stimulating hormone (FSH) and estradiol levels have not been shown to be useful in the 
management of moderate to severe vasomotor symptoms. 
Drug Laboratory Test Interactions
Accelerated prothrombin time, partial thromboplastin time, and platelet aggregation time; increased platelet 
count; increased factors II, VII antigen, VIII antigen, VIII coagulant activity, IX, X, XII, VII-X complex, II-VII-X 
complex, and beta-thromboglobulin; decreased levels of antifactor Xa and antithrombin III, decreased 
antithrombin III activity; increased levels of fibrinogen and fibrinogen activity; increased plasminogen antigen 
and activity. Increased thyroid-binding globulin (TBG) levels leading to increased circulating total thyroid 
hormone as measured by protein-bound iodine (PBI), T4 levels (by column or by radioimmunoassay) or T3 

levels by radioimmunoassay. T3 resin uptake is decreased, reflecting the elevated TBG. Free T4 and free T3 
concentrations are unaltered. Women on thyroid replacement therapy may require higher doses of thyroid 
hormone. Other binding proteins may be elevated in serum, for example, corticosteroid binding globulin (CBG), 
sex hormone-binding globulin (SHBG), leading to increased total circulating corticosteroids and sex steroids, 
respectively. Free hormone concentrations, such as testosterone and estradiol, may be decreased. Other 
plasma proteins may be increased (angiotensinogen/renin substrate, alpha-1-antitrypsin, ceruloplasmin). 
Increased plasma high-density lipoprotein (HDL) and HDL2 cholesterol subfraction concentrations, reduced 
low-density lipoprotein (LDL) cholesterol concentrations, increased triglyceride levels. Impaired glucose 
tolerance.
ADVERSE REACTIONS
In a single, prospective, randomized, placebo-controlled, double-blind trial, the most common adverse 
reactions with BIJUVA (incidence ≥ 3% of women and greater than placebo) were breast tenderness (10.4%), 
headache (3.4%), vaginal bleeding (3.4%), vaginal discharge (3.4%) and pelvic pain (3.1%).
DRUG INTERACTIONS
Inducers and inhibitors of CYP3A4 may affect estrogen at drug metabolism and decrease or increase the 
estrogen plasma concentration.
USE IN SPECIFIC POPULATIONS
Pregnancy
BIJUVA is  not indicated for use in pregnancy. There are no data with the use of BIJUVA in pregnant women, 
however, epidemiologic studies and meta-analyses have not found an increased risk of genital or non-genital 
birth defects (including cardiac anomalies and limb-reduction defects) following exposure to combined 
hormonal contraceptives (estrogen and progestins) before conception or during early pregnancy.
Lactation
BIJUVA is not indicated for use in females of reproductive potential. Estrogens are present in human milk and 
can reduce milk production in breast-feeding females. This reduction can occur at any time but is less likely 
to occur once breast-feeding is well-established.
Pediatric Use
BIJUVA is not indicated in children. Clinical studies have not been conducted in the pediatric population.
Geriatric Use
There have not been sufficient numbers of geriatric women involved in clinical studies utilizing BIJUVA to 
determine whether those over 65 years of age differ from younger women in their response to BIJUVA. 
An increased risk of probable dementia in women over 65 years of age was reported in the Women’s Health 
Initiative Memory ancillary studies of the Women’s Health Initiative
OVERDOSAGE
Overdosage of estrogen plus progestogen may cause nausea, vomiting, breast tenderness, abdominal pain, 
drowsiness and fatigue, and withdrawal bleeding may occur in women. Treatment of overdose consists of 
discontinuation of BIJUVA therapy with institution of appropriate symptomatic care.
PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved patient labeling (Patient Information).
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E
ndometriosis is a chron-
ic in� ammatory condi-
tion estimated to a� ect 
up to 10% of 176 mil-
lion reproductive-aged 

women.1,2 The classic collection of 
signs and symptoms include cycli-
cal pain during menstruation (dys-
menorrhea), pain with deep penetra-
tive intercourse (dyspareunia), pain 
with bowel movements (dyschezia), 
non-cyclical pelvic pain (chronic pel-
vic pain (CPP) that lasts more than 
6 months), and infertility. 

� ere is no question that endome-
triosis remains enigmatic with respect 
to etiology1 and diagnosis.3 In fact, 
many organizations maintain that di-
agnostic laparoscopy and histological 
assessment is the gold standard ap-
proach to diagnosis.4,5 Rightfully so, 
this is being challenged. In 2020, is 
surgery necessary to achieve a diag-
nosis? In one camp, there are experts 

who advocate for issuing a presump-
tive diagnosis and offering empiric 
therapy to women who present with 
classic symptoms without a surgical 
or histologic diagnosis,6,7 with the idea 
of reserving surgery for those refracto-
ry to medical therapy. Another camp 
advocates for increased use of nonin-
vasive tools to diagnose endometrio-
sis,8-11 regardless of whether medica-
tions or surgery are planned. 

At this point, neither camp is wrong. 
Diagnosing all phenotypes of endo-
metriosis noninvasively has not been 
demonstrated in the literature, but 
certainly, two of the three phenotypes 
- ovarian endometrioma (OE) and 
deep endometriosis (DE) - can be ac-
curately and reliably diagnosed on ul-
trasound.12 Super� cial endometriosis 
(SE) remains the most elusive pheno-
type when it comes to noninvasive di-
agnosis, although we are making prog-
ress with it.

We believe that in an ideal world, 
contemporary ob/gyns can optimize 
use of technology – speci� cally ultra-
sound, our go-to � rst-line imaging tool 
in women’s health – to provide an-
swers for patients who may be su� er-
ing from endometriosis. To facilitate 
that, this article describes use of ultra-
sound for endometriosis and outlines 
an approach to noninvasive diagnosis, 
putting tools in the hands of clinicians 
to improve their local practices.

Utility of ultrasound
Ultrasound is the first-line imag-
ing modality for reproductive or ab-
dominopelvic complaints in women. 
The majority of patients who seek 
medical attention for possible endo-
metriosis-related symptomatology 
are referred for pelvic ultrasound, 
which is traditionally done transab-
dominally and/or transvaginally. � e 
American Institute of Ultrasound in 

Noninvasive U/S Dx 
of endometriosis 
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“mass”-like and the vast majority of so-
nographers/radiologists are not trained 
to identify and document it. In addition 
to performing the elements of a basic 
pelvic ultrasound, we advocate for an 
advanced evaluation in all patients 
with endometriosis-related symptom-
atology that is in line with the recom-
mendations of the International Deep  
Endometriosis Analysis (IDEA) group.14 
We have dubbed this advanced pelvic 
ultrasound and it includes direct visu-
alization of anatomic structures in the 
anterior and posterior compartments 
for DE and assessment of pelvic or-
gan mobility. Specifically, within the 
anterior compartment, the bladder 
and ureters should be evaluated. The 
posterior compartment consists of the 
bowel, uterosacral ligaments (USLs), 
torus uterinus, posterior vaginal for-
nix (PVF), rectovaginal septum (RVS), 
and rectouterine pouch. Assessment of 
pelvic organ mobility is necessary and 
highly clinically useful due to the strong 
likelihood of adhesion development in 
those with endometriosis. 

Most important is evaluation of 
the state of the rectouterine pouch, 
the area between the cervix/poste-
rior vagina and bowel in the anterior/ 
posterior plane and between the USLs 
in the lateral plane. This potential space 
may become “obliterated” (i.e. no lon-
ger a potential space), which can be 
appreciated by using the sliding sign 
technique.15 Ovarian mobility is also 
relevant and can be assessed along the 
pelvic sidewall laterally, USL inferiorly, 
or uterus medially.16 Often, the ovarian 
is adherent to an area of endometriosis 
and involves an OE.

The literature supports use of ultra-
sound for endometriosis.12,17,18 Several 
ob/gyn governing bodies that produce 
clinical guidelines are also beginning 

Four distinct unilocular cystic lesions of varying sizes are seen, containing ground 
glass echogenic content, a smooth internal wall, nil solid components, and nil-minimal 
vascularity on color Doppler. 

FIGURES 1 AND 2. OVARIAN ENDOMETRIOMA

Medicine (AIUM) recommends pel-
vic ultrasound that includes assess-
ment of the uterus, ovaries, and rec-
touterine pouch for “fluid or mass.”13 
This is what we classify as basic pelvic 
ultrasound.

Essentially, basic pelvic ultrasound 
has the potential to diagnose OE. Al-
though DE commonly exists in the 
rectouterine pouch, also known as 
the pouch of Douglas (POD) or cul-
de-sac, it is not typically described as 
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to acknowledge the use of the technol-
ogy for endometriosis.5,19 A Cochrane 
systematic review and meta-analysis on 
diagnostic accuracy studies completed 
in 2016 demonstrated that for OE, trans-
vaginal ultrasound (TVS) has sensitivity 
of 93% and specificity of 96%. For DE, 
TVS has a sensitivity of 79% and speci-
ficity of 94%. Reid et al. demonstrated 
that the sliding sign predicts obliteration 
of the rectouterine pouch with accuracy 
of 93%, sensitivity of 83%, and specific-
ity of 97%.15

In 2016, the IDEA group published 
a consensus opinion with the aim of 
increasing awareness, improving edu-
cation on endometriosis ultrasound 
mapping, and decreasing heteroge-
neity between published reports on 
diagnostic accuracy.14 Although the 
meta-analysis demonstrates a good 
diagnostic accuracy for ultrasound, it 

is likely limited due to multiple units 
using varying scanning methods and 
sometimes conflicting nomenclature. 
A classic example is use 
of the term rectovaginal 
endometriosis, which 
is not a true anatomic 
structure but a general 
area. The IDEA consen-
sus opinion publication 
and growing expertise 
in endometriosis ultra-
sound both broadly and 
locally should actually 
yield even greater di-
agnostic accuracy now 
than in the past.

Noninvasive  
endometriosis diagnosis
There is no one right way to perform 
ultrasound to diagnose endometrio-

sis,14,18,20,21 as long as the imaging is 
done thoroughly and systematically. 
We have published a step-by-step 

method that is Free Ac-
cess to all in the Aus-
tralasian Journal of Ul-
trasound in Medicine.20

Here, we describe 
the appearance of the 
three different endo-
metriosis phenotypes–
OEs, DE, and SE–and 
the best-known meth-
ods for detecting them. 
We routinely perform 
TVS, but may consider 
transrectal ultrasound 

in patients who cannot tolerate a TVS. 
All descriptions, figures, and videos 
below are relevant to TVS. OEs are 
the most common. As such, we will 
first describe scanning in the adnexa, 
then discuss the anterior and poste-
rior compartments for DE, and finally, 
touch upon advances in ultrasound 
for SE.

ADNEXA–OVARIES
All ovarian masses should be de-
scribed in accordance with the In-
ternational Ovarian Tumor Analysis 
(IOTA) consensus.22 An OE is an ovar-
ian cyst containing thick, old blood, 
which at surgery appears brown, 
hence the colloquial name “choco-
late cyst.” OEs may vary in size, but 
they generally have a typical appear-
ance on ultrasound: unilocular, the 
contents of the cystic lesion have ho-
mogenous low-level or “ground glass” 
echogenicity, and there is minimal 
blood flow in the cyst wall on color 
or power Doppler (Figures 1 and 2). 
For an elaborate discussion of atypi-
cal OEs, please refer to Van Holsbeke 
et al.23

All of the images  
can be viewed  at 

contemporaryobgyn.net/
EndometriosisUS 

All of the videos 
can be viewed  at 

contemporaryobgyn.net/
EndometriosisVideos

A dilated and snake-like (serpentine) right Fallopian tube is noted, containing fluid which 
appears anechoic-low level echogenicity. In comparison to the nearby ground glass-con-
taining cystic lesion, it is possible to appreciate the content of the dilated tubal structure 
is not ground glass, more suggestive of a hydrosalpinx than a hematosalpinx.

FIGURE 5. HYDROSALPINX
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Ovarian mobility must be assessed, 
regardless of the presence of an OE. 
Ovarian immobility is more often seen 
in the context of OEs.16 Mobility should 
be assessed laterally against the pelvic 
sidewall and inferomedially against 
the uterus/USL. This is done by ap-
plying pressure to the ovary with the 
ultrasound probe and/or the opera-
tor’s non-scanning hand. The ovaries 
may also be adherent to each other, 
called “kissing ovaries,” and that is of-
ten seen in the setting of bilateral OEs. 
An OE should raise a red flag for DE 
elsewhere in the pelvis,24,25 often in the 
posterior compartment.

ADNEXA–FALLOPIAN TUBES
Anatomical distortion is common in 
patients with endometriosis and oc-
casionally results in tubal blockage. 
Inability of fluid to transit through 
the tubes may result in development 
of a hydrosalpinx or hematosalpinx. 
On ultrasound, these often appear as 
elongated and serpentine unilocular 
cystic (either anechoic or low-level 
echogenic) lesions with “incomplete 
septations” (Figure 3). When these 
abnormalities are identified, endo-
metriosis should be entertained. In 
the presence of endometriosis, abnor-
mal Fallopian tubes contribute to both 

the American Society of Reproductive 
Medicine (ASRM) revised endometri-
osis classification score, which deter-
mines staging,26 and the Endometrio-

sis Fertility Index (EFI).27 Therefore, 
any ultrasound-based information 
obtainable on the Fallopian tubes is 
clinically useful for both patient and 
healthcare provider.

DEEP ENDOMETRIOSIS
The posterior compartment is the 
most common site of DE.28 The ultra-
sound operator may use the opportu-
nity of the probe entering the vagina 
to visualize the retroperitoneal aspect 
of the rectum and RVS to the level of 
the rectouterine pouch. When there 
is fluid in the rectouterine pouch, the 
boundary of the retro- and intraperi-
toneal rectum and the most superior 
aspect of the RVS are easier to visual-
ize. At the maximum insertion depth, 
when the probe is positioned posterior 
to the cervix, the PVF can be appreci-
ated as the hypoechoic layer in direct 
contact with the probe. A sweep from 
one side to the other should be done 
to observe the entire posterior vagina. 

DE of the retroperitoneal rectum 
or RVS is rare, but when present, you 
should note whether the lesion lies 
within one specific anatomic area or 
extends between areas (e.g. lesions 
may extend from the vagina to the 
rectum through the RVS). DE of the 
PVF is characterized by significant 
and focal thickening of the vagina and 
sometimes can be distinguished from 
the surrounding normal vagina by its 
slight hypoechoic nature. Clinicians 
should always directly visualize the 
vagina on speculum examination. Ul-
trasound operators should assess the 
proximity of another normal or abnor-
mal anatomical structure to the PVF 
DE. The rectum is very close and may 
be tethered, even when not directly af-
fected by DE itself . If surgical excision 
is planned, it may be prudent to mea-
sure the distance between the PVF DE 
and the closest aspect of the rectum.

DE of the bowel generally occurs 
in the muscularis externa layer and 

Presence of two nodules (circumferentially with broken yellow line): first (lower 
anatomically, right in graphic) has a regular outline (absence of “spikes”) and second 
(higher anatomically, left in graphic) exhibits progressive narrowing, like a “tail,” also 
known as “comet” sign. On the superior and inferior aspects of both lesions, normal 
bowel muscularis externa (in characteristic and thickness) is noted as depicted by the 
yellow arrows.

FIGURE 4. MULTIFOCAL BOWEL DEEP ENDOMETRIOSIS

The anterior rectum…is 
the most common site  

of DE in the bowel.
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does not infiltrate through to the mu-
cosa (Figures 4 and 5). The anterior 
rectum, which begins after the bowel 
transitions from retroperitoneal to in-
traperitoneal, is the most common site 
of DE in the bowel.

It is possible, although more chal-
lenging, to visualize rectosigmoid 
junction or sigmoid colon DE because 
of the physical distance between the 
probe and the disease. The goal is to 
follow the bowel wall as long as pos-
sible. When DE is noted, the IDEA 
consensus suggests six unique char-
acteristics,14 which should be rou-
tinely considered. The distance from 
the lowest nodule to the anal verge 
should be measured to assist in surgi-
cal planning as the type and location 
of bowel surgery has implications on 
surgical risk.29

The USLs are one of the most com-
mon sites for DE.28 Recently, it has be-
come apparent that the normal USLs 
are quite easy to visualize on TVS. We 
have published an approach to visu-
alization, which is Free Access,30 and 
a proposed nomenclature system 
for DE that involves the USLs.31 One 
essential step is understanding the 
normal appearance and thickness of 
the rectouterine pouch peritoneum. 

DE involving the USLs may infiltrate 
the parametrium, the PVF, or the to-
rus uterinus, which is defined as the 
transverse thickening that binds the 
USLs along the posterior cervix. In 

most cases, USL DE is confined to 
the USLs (Figure 6), but there are of-
ten associated adhesions, resulting in 
ovarian fixation or rectouterine pouch 
obliteration.

Bladder DE is rare (Figure 7), but 
the bladder should always be assessed 
because it is so simple to do. Place the 
ultrasound probe in the anterior vagi-
nal fornix and swing side-to-side, vi-
sualizing the muscularis layer for focal 
thickening and hypoechoic changes. 
Similarly, intrinsic ureteral endome-
triosis is rare. DE of the USLs infiltrat-
ing the parametrium may extrinsically 
compress the ureter leading to hy-
droureter and hydronephrosis. Even 
when not extrinsically compressed, 
the ureters may be kinked due to ad-
jacent DE, and so, the ureters should 
be evaluated in all patients and it is 
easy to learn how to do so.32,33 It may 
be appropriate to evaluate the kidneys 
for hydronephrosis in all patients in 
whom endometriosis is a concern, al-
though we restrict this particular add-
on ultrasound to those with demon-
strable hydroureter and/or large USL/ 
parametrial DE nodules.

RECTOUTERINE POUCH 
OBLITERATION
The rectouterine pouch is a poten-
tial space at the most inferior aspect 
of the pelvis. Technically, a normal 
rectouterine pouch is present when 
the peritoneum between the USLs 
(laterally) and the cervix and rectum 
(anterior-posterior) is visible at time 
of surgery. This potential space can 
become obliterated in the context 
of severe adhesions due to endome-
triosis. There is a strong link between 
rectouterine pouch obliteration and 
bowel endometriosis.15,34

Presence of an obliterated recto-

uterine pouch has major surgical 
implications.3 As such, it must be 
evaluated for on ultrasound using 
the sliding sign technique described 
by Reid et al.15 and reinforced by the 

IDEA consensus.14 Ultrasound op-
erators will sometimes need to use 
both hands to perform this dynamic, 
real-time technique; in the case of an 
anteverted uterus, we recommend 
holding the ultrasound probe still in 
the anterior vaginal fornix with one 
hand and with the other, applying 
pressure to the patient’s lower abdo-
men to move the uterus up and down. 
Occasionally, this will not elicit the 
sliding sign sufficiently and applying 
pressure to the uterus (either with the 
probe in the anterior vaginal fornix 
or with the probe up against the ex-
ternal cervical os) will be necessary. 
The test is considered positive when 
the uterus and cervix move indepen-
dently (i.e. slide) along the PVF, an-
terior rectum and sigmoid (See video 
online). Conversely, if the uterus and 
cervix move in unison with the struc-
tures posteriorly, the test is nega-
tive and the pouch is thought to be 
obliterated.

In a retroverted uterus, only the 
hand holding the probe needs to move. 
The probe should be in the PVF and 
with pressure, the operator should be 

Presence of an 
obliterated rectouterine 
pouch has major 
surgical implications.

…the small bowel, cecum, 
appendix, and diaphragm are not 

yet assessable for DE on TVS
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able to push the uterine fundus ceph-
alad, allowing it to slide against the 
PVF and rectum. A small, often fluid-
filled, space should become apparent 
between the cervix/mid-uterine body 
and PVF. In an obliterated rectouter-
ine pouch, the fundus will not move 
independently from the PVF and/or 
the rectum. There is unlikely to be any 
fluid collection in the case of oblitera-
tion, though partial states of oblitera-
tion (e.g. the right side of the uterus 
does not slide against the structures 
posteriorly, but the left does) may ex-
ist. In the case of partial obliteration, 
the degree and location of obliteration 
should be described.
 
SUPERFICIAL ENDOMETRIOSIS
Thus far, SE has been an elusive tar-
get for noninvasive diagnosis. Studies 
that have attempted to demonstrate 
SE have done so with poor results.35-37 
Recently, by developing the novel 
ultrasound technique called saline-
infusion sonoPODography (SPG), 
we are one step closer to visualizing 
SE.38 Essentially, this procedure in-
volves introduction of normal saline 
into the rectouterine pouch through 
the uterus and Fallopian tubes (when 
patent) via an intrauterine catheter, 
at which point, the contours of the 
peritoneal surfaces in the lower pel-
vis are inspected. In brief, we de-
fine the appearance of SE (all rela-
tive to a peritoneal surface) on TVS 
as follows: 1) hyperechoic projec-
tions , 2) hypoechoic areas, 3) cys-
tic areas, 4) filmy adhesions and 5) 
peritoneal pockets as demonstrated 
by incomplete septations and “en-
trapped” fluid. We are currently per-
forming a prospective study to in-
vestigate the diagnostic accuracy 
of this technique more thoroughly. 

Unifocal rectal deep endometriosis nodule. There is associated rectouterine pouch 
obliteration. 

FIGURE 5. BOWEL DEEP ENDOMETRIOSIS NODULE

Deep endometriosis nodule confined to the uterosacral ligament; appears as the 
hypoechoic lesion within the hyperechoic uterosacral ligament. 

Deep endometriosis nodule within the muscularis layer of the bladder, located within the 
bladder base. 

FIGURE 6. UTEROSACRAL LIGAMENT DEEP ENDOMETRIOSIS NODULE

FIGURE 7. BLADDER DEEP ENDOMETRIOSIS NODULE
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LIMITATIONS
While ultrasound has clear bene� ts, 
its limitations should be acknowl-
edged. Most importantly, ultrasound 
is operator-dependent. � e operator 
must know how to perform the tech-
niques described and appropriately 
capture images and video clips. To-
day, no governing body yet requires 
that sonographers assess for direct 
visualization of DE or dynamic signs 
of pelvic adhesions. Similarly, radi-
ologists and sonologists are not yet 
consistently educated on how to in-
terpret and report on advanced pelvic 
ultrasound for endometriosis. Broad-
ly, this limits its accessibility outside 
specialized tertiary care centers. For 
both the operators and interpreters 
of ultrasonography, the didactic and 
practical curriculum needs updating.

In addition, TVS has a maximum 
penetration depth, limiting the abil-
ity to diagnose lesions above the pel-
vic brim. Anatomical areas including 
the small bowel, cecum, appendix, 
and diaphragm are not yet assessable 
for DE on TVS. Magnetic resonance 
imaging may play a role in evaluating 
these areas but is beyond the scope 
of this paper. 

Finally, the diagnostic performance 
of TVS is not perfect. Historically, TVS 
has been less accurate for anatomic 
areas such as the USLs and parame-
trium, when there may be ureteral in-
volvement. It is hoped that the IDEA 
consensus opinion will improve di-
agnostic performance by standard-
izing the approach to TVS and uni-
fying nomenclature. Research that is 
ongoing on how to re� ne techniques 
and advance ultrasound technology 
should continue to improve the abil-
ity of TVS to capture all phenotypes of 
endometriosis.

Conclusion 
� is instructional guide has outlined 
all aspects of ultrasound evaluation 
in patients with suspected endo-
metriosis. Our approach is guided 
by the IDEA group consensus state-
ment14 and our personal experience. 
We understand that ultrasound is not 
the only method for evaluating endo-
metriosis and under the umbrella of 
ultrasound evaluation, there may be 
di� erent techniques and procedures. 

Regardless of the approach, we 
recommend a systematic one that 
is performed and interpreted by ex-
perts. Patients with endometriosis 
have experienced use of inadequate 
diagnostic tools for far too long (and 
still do). It is important that if we are 
making conclusions based on imag-
ing tools, those tools are used properly 
with a clear understanding of bene� ts 
and limitations. In our unit, a nega-
tive ultrasound does not rule out SE 
(though it does rule out DE, OEs, and 
rectouterine pouch obliteration). � is 
means there may still be a role for lap-
aroscopy to diagnose patients with SE, 
but we only use it when patients prefer 
surgery or their condition requires it. 
Overall, we are getting closer and clos-
er to being able to o� er patients a way 
to visualize their disease noninvasive-
ly and to rule out the disease. Ongo-
ing research, we hope, will continue to 
improve what is already a highly useful 
clinical tool. 

FOR REFERENCES VISIT 
contemporaryobgyn.net/endometriosisUS
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contemporaryobgyn.net/ 
endometriosisvideos
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DISEASE

by BOB KRONEMYER

C
ompared to not using an 
intrauterine device (IUD), 
use of a copper-bearing in-
trauterine device enhanced 

the virulence of non-albicans Candida 
(NAC) but not C. albicans, both of which 
cause vulvovaginal candidiasis, accord-
ing to a study in � e European Journal of 
Contraception & Reproductive Health. 
� ese � ndings indicate a variation in 
virulence among Candida  species in 
reaction to IUD use. 

� e Egyptian study also found that C. 
albicans respond better to � uconazole, 
whereas NAC isolates are more sensi-
tive to nystatin. � e study assessed 
the in vitro ability of Candida species to 
produce proteinase and phospholipase 
enzymes, together with their antifungal 
susceptibility.

� e study population of 132 women 
from Alexandria, Egypt had culture-
con� rmed vulvovaginal candidiasis, of 
whom 65 used a copper-bearing IUD 
and 67 did not use an IUD . Vaginal 
swabs were cultured and Candida spe-
cies identi� ed. Candida  isolates were 
tested for their ability to produce pro-
teinase and phospholipase, as well as 
for their susceptibility to fluconazole 
and nystatin. 

Proteinase production was higher 
in NAC isolates of IUD users compared 
with non-users (P = 0.017). IUD use 
was also signi� cantly associated with 
antifungal resistance of NAC isolates 

to � uconazole (P = 0.013) and nystatin 
(P = 0.018). 

Conversely, IUD use appeared to 
signi� cantly reduce production of pro-
teinase by C. albicans (P = 0.041), with 
no e� ect on its antifungal susceptibility. 
Moreover, there was a signi� cant nega-
tive correlation between proteinase pro-
duction in both C. albicans and NAC, 
plus sensitivity to � uconazole (corre-
lation coe�  cient [r] = −0.383, P < 0.05 
and r = −0.497, P < 0.05, respectively).

There was also an overall positive 
connection between proteinase and 
phospholipase production among 
C. albicans. 

“� e incidence of infections caused 
by NAC species is increasing, proba-
bly owing to the overuse of antifungals 
among a growing susceptible popula-
tion,” the authors wrote.

C. albicans represented 62.4% of sin-
gle isolates, while the most common 
NAC species was C. glabrata at 17.6%, 
followed by C. tropicalis at 10.4% and 
C. krusei at 4.8%.

Among all Candida species, the 45.6% 
incidence of � uconazole resistance was 
observed to be higher than the 8.8% 
prevalence of nystatin resistance. The 
overall resistance of C. albicans to � uco-
nazole and nystatin was 43.6% and 6.4%, 
respectively. NAC isolates showed higher 
resistance than C. albicans to both an-
tifungals: 49% and 12.7%, respectively.

Previously, a longer duration of IUD 
use was found to be associated with a 
greater risk of chronic microbial infec-

tions. Several studies have also reported 
that copper release from an IUD de-
creases after the second year, “which 
may partly explain why vulvovaginal 
candidiasis occurs predominantly in 
women who have been using an IUD 
for a long period,” the authors wrote.

Based on the study’s observance of 
high antifungal resistance, the authors 
advocate species identi� cation prior to 
starting antifungal therapy. Resistance 
to antifungal drugs also warrants the 
future use of other antifungal agents, 

according to the authors, particularly 
in geographic locations of high resis-
tance patterns.

Other kinds of intrauterine contra-
ceptive devices (IUCDs) besides the 
copper-bearing IUD should be studied 
as well, to compare their e� ects on 
Candida enzymes. 

Bob Kronemyer is a freelance writer for

Contemporary OB/GYN.

SOURCE
Omran EA, Youssef NES, Abdelfattah AH, 
et al. Copper IUD increases virulence of 
non-albicans Candida species isolated from 
women with vulvovaginal candidiasis. Eur J 
Contracep Repr. 2020. doi:10.1080/1362518
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Copper IUD and virulence of 
non-albicans Candida species

IUD use signifi cantly 
reduced the production 
of proteinase by C. 
albicans (P = 0.041). 
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by BOB KRONEMYER

W 
hen long-acting re-
versible contraception 
(LARC) was o� ered to 
teenage mothers prior 

to hospital discharge, it drastically re-
duced the rate of rapid repeat pregnan-
cy (a subsequent pregnancy within 12 to 
18 months) compared to other methods, 
according to a study of adolescents in 
the state of Indiana.

Data from the study prompted an In-
diana state policy change in insurance 
reimbursement to improve statewide 
contraception access for all women.

Principal investigator Neena Qasba, 
an assistant professor of ob/gyn at the 
University of Massachusetts Medical 
School-Baystate in Spring� eld, noted 
that while she was an ob/gyn resident 
in training at Indiana University in In-
dianapolis in 2012, other states changed 
their state Medicaid policy to allow for 
intrauterine devices (IUDs) and im-
plants to be inserted after childbirth.

“We advocated for this policy change 
in Indiana; however, state officials 
strongly desired local data,” Dr. Qasba 
told Contemporary OB/GYN. “We were 
able to present our data to advocate for 
access to these services statewide for 
all women.”

The authors used a retrospective 
cohort of 227 adolescents, aged 12 to 
18, who gave birth in Indiana between 
2010 and 2012.

Rapid repeat pregnancy (RRP) rates 
within 12 months were 3.7% for women 
with etonogestrel (ENG) contraceptive 
implant, 22.6% for those with depot 
medroxyprogesterone acetate (DMPA) 
injection and 39.1% for those who se-
lected short-acting methods (P = 0.01).

Adolescents who declined to 
choose an ENG contraceptive implant 
were signi� cantly more likely to have 
an RRP compared to other contra-
ceptive methods: adjusted odds ratio 
(aOR) = 11.8; 95% con� dence interval 
(CI): 2.74 to 110.3.

“Knowing how e� ective LARC is, the 
results of the study were fairly consistent 
with other similar studies,” said senior 
author Tracey Wilkinson, MD, MPH, 
an assistant professor of pediatrics at 
Indiana University School of Medicine. 
“However, we found that having local 
data were imperative to change policy 
within the state of Indiana.”

� e insurance reimbursement policy 
change took e� ect in Indiana in 2015 
and has since been further expanded to 
some private insurers within the state. 

“At the time of the study, this model 
of o� ering LARC prior to hospital dis-
charge was not done, due to logistical 
payment issues on the part of insur-
ance and hospitals,” Dr. Wilkinson 
told Contemporary OB/GYN. “But 
now all women in Indiana should 
have access to all forms of contracep-
tion, including LARC, prior to hospi-
tal discharge” 

In fact, currently 40 states enable im-
mediate postpartum LARC placement 
by unbundling this service from the de-
livery costs, said Dr. Wilkinson. 

To increase usage of any LARC and 
lower the incidence of RRP, “we recom-
mend having discussions throughout 
pregnancy about plans for contracep-
tion after delivery and to ensure that 
whatever method is chosen is acces-
sible to women prior to discharge,” Dr. 
Wilkinson said.

It is essential that women have ac-
cess to all forms of contraception and 
evidence-based information on their 
e� ectiveness prior to making a decision, 
she said, as well as access to continued 
support if their decision changes.

However, currently in Indiana, Med-
icaid contraception coverage ends at 6 
weeks postpartum, “which limits the 
time that many mothers have access to 
this type of care and thus puts limits on 
their decision-making when they have 
no other access after Medicaid stops,” 
Dr. Wilkinson said.

Dr. Qasba and Dr. Wilkinson report no relevant 
fi nancial disclosures

Bob Kronemyer is a freelance writer for

Contemporary OB/GYN.
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by BOB KRONEMYER

W 
omen with pregesta-
tional diabetes melli-
tus (DM) who thought 
contraception and 

preconception care were beneficial 
were 50% more likely to use contra-
ception postpartum than women with 
pregestational DM who did not share 
those beliefs, according to a cross-
sectional, descriptive survey in the 
Journal of Obstetrics, Gynecologic & 
Neonatal Nursing.

“The United States has alarming 
rates of maternal/child morbidity and 
mortality,” said principal investigator 
Laura Britton, PhD, RN, a postdoctoral 
fellow at Columbia University School of 
Nursing in New York City. “As a nurse, I 
was interested in ways healthcare pro-
viders can better support women with 
pre-existing chronic medical condi-
tions to have healthy pregnancies.”

Dr. Britton, who focuses on pregesta-
tional diabetes, said high blood glucose 
levels increase the risk of pregnancy 
complications, “particularly in the early 
weeks of pregnancy before many women 
know they have conceived.”

Contraception can help women 
align pregnancies to periods of better 
glycemic control, Dr. Britton said. And 
in the postpartum period, “it is impor-
tant for women to think ahead about 
if and when they want to get pregnant 
again, and to use contraception ac-
cordingly,” she said.

� e goal of the survey was to learn 
more about the attitudes of women 
with diabetes toward planning and 
preparing for pregnancy in this unique 
time of life. Fifty-� ve women partici-
pated. � ey were ages 18 or older with 
pregestational Type 1 or Type 2 DM 
and were patients at three high-risk 
obstetric clinics in the Southeastern 
United States participated.

Investigator-developed items and 
psychometrically validated scales mea-
sured participants’ perceptions and be-
haviors about contraception and pre-
conception care during postpartum.

The authors dichotomized use of 
contraception in the postpartum peri-
od as procedure/prescription or non-
prescription/no method. They then 
tested the hypothesis that perceptions 
are linked to contraceptive use.

Within 6 to 8 weeks after birth, nearly 
half (49%, n  = 27) of the participants 
had resumed sexual activity; however, 
almost all (95%, n = 52) did not desire 
another pregnancy in the upcoming 
18 months.

In addition, 56% percent (n  = 31) 
of participants used highly e� ective 
procedural or prescription contracep-
tives, including sterilization proce-
dures, intrauterine devices (IUDs) and 
combined hormonal contraceptives. 
� is compared to 44%  (n  = 24) who 
used nonprescription/no method. 

� ose who believed there was value 
in planning and preparing for pregnan-
cies were signi� cantly more likely to 

use procedure/prescription contracep-
tion than those who did not: adjusted 
odds ratio (aOR) = 1.52; 95% con� dence 
interval (CI): 1.07 to 2.17.

“I was surprised, however, that only 
17% of women with pregestational 
diabetes identified preconception 
glycemic control as part of how they 
planned for pregnancy,” Dr. Britton 
told Contemporary OB/GYN. 

� e study did not address breast-
feeding goals, mental health or wom-
en’s preference for contraceptive 
features. Nonetheless, the results un-
derscore how healthcare providers 
“can support women with diabetes 
to  understand how family planning 
and preconception glycemic control 
can help them achieve their personal 
pregnancy goals,” said Dr. Britton, who 
believes it is vital “to center on the 
voices of those most a� ected.”

Currently, she is conducting a quali-
tative study of women with T2DM to 
understand how they want precon-
ception care integrated into diabetes 
management.

Dr. Britton reports no relevant fi nancial 
disclosures.

Bob Kronemyer is a freelance writer for

Contemporary OB/GYN.
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How do postpartum women 
with DM view contraception?
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This case study illustrates how to navigate the complex issues ob/gyns may 
encounter when counseling patients with a cognitive impairment.

I
n the United States, an estimated 12% of reproductive age women have one 
or more disabilities associated with di�  culty in self-care and independent 
living. Based on 2013 data from seven states, overall prevalence of sexual 
activity is similar for women with and without disabilities.1,2 Contracep-
tive counseling for adolescents and women with disabilities can be com-

plex given medical comorbidities in these patients, intellectual disabilities that may 
raise concerns regarding consent, and the involvement of families and caregivers 
who may seek to support the decision-making of the woman with disabilities. Un-
fortunately, current literature indicates the continued trend towards sterilization 
over other forms of contraception in women with disabilities. Our case presentation 
demonstrates some of these complexities in access to and decision-making about 
contraception for adolescents and women with disabilities. A discussion following 
the case outlines best practices for contraceptive counseling in this population, in-
cluding medical and ethical considerations.    

Case

A 17-year-old G0 with a rare genetic 
syndrome, mild cognitive impairment, 
chronic idiopathic thrombocytopenia 
(ITP), and migraine with aura was 
brought by her parents to a gynecology 
clinic for adolescents and women with 
disabilities for consultation regarding 
tubal ligation. At her initial visit, the 
patient was having regular cycles but 
with dysmenorrhea treated with ibu-

profen. � e patient had tried a pro-
gestin implant for 1 month but it was 
removed at the parents’ request due to 
unpredictable bleeding. 

� e patient lived with her parents, 
attended a public high school career 
center program, and hoped to work 
after graduation in culinary arts. � e 
patient and her parents were inter-
viewed together and then the parents 
were asked to leave the room so a con-
� dential interview could be conducted 

with the patient. 
Although the patient reported she 

had not been sexually active, she had a 
boyfriend in the recent past. Both par-
ents thought their daughter would be-
come sexually active in the future and 
voiced concern that she could not be 
“trusted” to be consistent with birth 
control. � e parents outlined their rea-
sons that their daughter should have a 
tubal ligation for permanent steriliza-
tion: concerns that she would experi-
ence medical complications during 
pregnancy; doubt that she would be 
able to care for a child; and not wanting 
to care for another child, particularly a 
child with the same genetic syndrome 
and medical problems as their daughter.

During the initial consultation, con-
traception options, including risks and 
bene� ts of each method, were thor-
oughly reviewed with the patient and 
her parents. � e parents were coun-
seled regarding the need for a court 
order prior to sterilization of a minor 
and educated about the ethical con-
text of this policy and the history of 

by SUSAN D. ERNST, MD, AND CHRISTINE M. PENNESI, MD

Contraceptive counseling 
for patients with disabilities 
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coercive sterilization of people with 
disabilities in the United States. Con-
sidering the patient’s history of ITP 
and dysmenorrhea, and the family’s 
concerns regarding e� ective contra-
ception, a levonorgestrel intrauterine 
device (IUD) was recommended. � e 
parents declined the IUD and reiter-
ated their preference for permanent 
sterilization. Because the patient was 
almost 18, the parents decided to wait 
until she could consent to steriliza-
tion herself. � e gynecologist agreed 
to meet with the patient over time to 
better understand the patient’s desire 
for future fertility, her understanding 
about sterilization as a permanent 
procedure, and her ability to partici-
pate in the consent process.   

Several con� dential interviews were 
conducted with the patient during 
follow-up visits.   Over this time, the 
patient voiced concerns about having 
children due to her medical problems, 
about possible complications in preg-
nancy, and also about the potential for 
genetic abnormalities. She acknowl-
edged a limited ability to care for chil-
dren, but did report to one provider that 
“perhaps she could foster children in 
the future if she wanted to be a parent.” 

Contraception options were re-
viewed again with the patient privately 
and the patient stated that she would 
prefer the levonorgestrel IUD because 
she would miss less school than she 
would if she underwent tubal ligation. 
On one occasion, the patient whis-

pered in con� dence that her parents 
told her to say that she wanted her 
tubes tied, but asked that we not dis-
close to her parents that she shared 
this information. When the mother 
rejoined the conversation, the patient 
again stated that she wanted a tubal 
ligation. � e mother commented in 
front of her daughter that the family 
didn’t want to have to care for another 
child with problems like her daughter.

� e gynecologist had multiple con-
cerns about the request for steriliza-
tion, including incongruent state-
ments made by the patient about 
parenting and choice of contraception, 
and her ability to separate her own de-
sires from her parents’ thoughts about 
pregnancy and sterilization. � e pro-
vider ultimately decided that she was 
uncomfortable proceeding with per-
manent sterilization. The gynecolo-
gist consulted with other members of 
the patient’s healthcare team, includ-
ing the geneticist and a member of 
the hospital ethics committee, who 
both agreed with her ethical concerns 
about sterilization. At a � nal conversa-
tion with the patient and her mother, 
the gynecologist expressed her ethi-
cal concerns about proceeding with 
permanent sterilization. � e recom-
mendation for IUD placement was de-
clined by the patient and her mother 
and they chose instead to use a proges-
terone-only pill until they could seek 
sterilization elsewhere.

Care for patients with 
intellectual disability
When intellectual disability is mild or 
moderate, counseling regarding con-
traceptive options and determination 
of capacity in medical decision-making 
become signi� cantly more challeng-
ing. Ob/gyns may be asked to counsel 

a patient with intellectual disability, 
carefully balancing the views of her 
family and the opinions and desires 
of the individual with disabilities. � is 
case illustrates challenges in contra-
ception management in the setting of 
mild to moderate intellectual disability.

Best practices for patients 
with intellectual disability
As with any adolescent or adult pa-
tient, contraceptive counseling for in-
dividuals with intellectual disabilities 
should include detailed information 
about each contraceptive method so 
that risks and bene� ts can be weighed 
before selecting the best contracep-
tive option. To aid with presentation of 
contraceptive options, visual aids with 
graphics outlining e�  cacy, pictures 
depicting how a method is packaged 
and used, and videos outlining steps 
to follow for each method may all be 
instrumental in simplifying this infor-
mation for patients with intellectual 
disability (Figures 1-3 and Video 1). 
� e level and content of explanation 
should be tailored to the patient’s cog-
nitive ability or developmental level. 
Additional time should be allowed for 
the patient or family members to ask 
clarifying questions, explore models 
and samples, or to express concerns.  

Con� dential interviews should oc-
cur with all patients, even those with 
intellectual disability, before includ-
ing support persons such as family or 
caregivers in the contraceptive discus-
sion. Shared decision-making is a com-
mon patient-centered approach used 
in contraceptive counseling that al-
lows and encourages a patient to play 
a role in the medical decisions that af-
fect her health. However, in patients 
with intellectual disability, supported 
decision-making is embraced to allow 

VIDEO 1 Birth control methods
https://www.youtube.com/playlist?list=
PLA46DFCD237A38D37

VIDEO 2 Examining patients with 
disabilities
https://youtu.be/0V6KzR5nBgs?t=672
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the individual with disabilities to in-
clude her family or support person to 
help them understand options, weigh 
risks and benefits, and communicate 
decisions with the healthcare provider.3 
The individual with disabilities chooses 
trusted support people who can help 
her make and communicate her deci-
sion, but the final outcome should be 
what is deemed best by the individual 
with disabilities. When concerns exist 
regarding the patient’s understanding 
of healthcare decisions and her ability 
to consent to a procedure and to make 
an unbiased autonomous decision, it 
is helpful to meet with the patient over 
several visits to ensure the final decision 
is in the patient’s best interest. Finally, 
when the patient’s ability to consent is 
in question, the healthcare decisions 
are complex or involve significant risk, 
and when decisions are permanent—
such as in the case of sterilization, the 
ob/gyn may call in other members of 
the healthcare team for further consul-
tation and opinion. Ethics consultants 
outline the ethical issues and principles 
and present ethically acceptable reso-
lutions for complex care decisions.

Patients with intellectual disabili-
ties may also have medical issues that 
make the selection of contraception 
more complex. The clinician may use 
a helpful resource created by the Cen-
ters for Disease Control and Prevention 
(CDC), the US Medical Eligibility Crite-
ria (US MEC), when assessing the ac-
ceptability of various contraceptive op-
tions.4 These guidelines outline various 
medical conditions and assign a score 
weighing risks and benefits for use of 
various contraceptive agents. Category 

1 or 2 indicates an acceptable contra-
ceptive option with benefits outweigh-
ing risks, a 3 suggests the risks outweigh 
the benefits, and Category 4 indicates 
the contraceptive agent should not be 
used with that medical condition due 
to an unacceptably high risk for com-
plications (Figures 3 and 4).4  

In addition, patients with disabilities 
may have functional limitations that 
might make one option preferable over 
another. A functional history should be 
included as part of the assessment to 
better understand how an individual 
with disabilities manages activities of 
daily living. For example, a patient with 
cerebral palsy or spinal cord injury may 
have limitations in fine motor control 
that could limit her ability to place a 
vaginal ring for contraception. Other 
patients may have sensory issues that 
would make a contraceptive patch too 
uncomfortable or may lead to non-
compliance, with the patient picking 
the patch off the skin. This assessment 
of functional capacity is often an impor-
tant consideration for decision-making 
on best contraceptive method (Video 2). 

Patient autonomy
Supported decision-making when it 
comes to care for children and young 
adults with disabilities helps to incor-
porate patient autonomy into a collab-
orative health care decision-making 
process.5 This case illustrates the impor-
tance of longitudinal evaluation or mul-
tiple visits with confidential interviews 
when considering a patient’s wishes 
and understanding of the concept of 
contraception and sterilization. Con-
fidential interview of the adolescent or 

woman with disabilities is essential 
when obtaining history and eliciting di-
rect responses from the individual with 
disability. Direct conversations with the 
patient should focus on a wide range of 
important considerations including her 
understanding of sex, the risks of preg-
nancy and sexually transmitted infec-

tions, her reproductive desires including 
parenting, understanding of contracep-
tion options including risks/benefits, 
and her ability to make reproductive 
healthcare decisions. In this case, the 
patient and family met, not only with 
a gynecology expert with over 20 years 
of experience caring for young women 
with disabilities, but also with a sexual 
health counselor and an advanced prac-
tice provider knowledgeable in repro-
ductive healthcare for women with dis-
abilities. After consultations with several 
providers, it was determined that the pa-
tient was not able to give consent for a 
permanent sterilization procedure.

Contraceptives vs  
sterilization
Tubal ligation is no longer considered 
standard contraceptive care for indi-
viduals with intellectual disabilities. 
However, among women with dis-
abilities, a growing body of research 
has identified that, compared to peers 
without disabilities, the odds of ster-
ilization compared to long-acting re-
versible contraception use is higher.6 
Given a history of government-sanc-
tioned sterilization programs that 
targeted people with disabilities, it is 
important that ob/gyns remain aware 
of possible unconscious biases that 

It is helpful to meet with the patient 
over several visits to ensure the final 
decision is in the patent’s best interest.

For related websites and additional birth control resources visit
https://www.plannedparenthood.org/learn/birth-control or https://www.bedsider.org/methods
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may lead to reproductive coercion.7-10

It is imperative that healthcare provid-
ers instead uphold the reproductive 
rights of patients with developmental 
disabilities, particularly in settings in 
which capacity is blurred and parental 
pressures may threaten these rights. 

Contraception and 
reproductive rights
Contraception selection is a highly 
personal and individualized choice for 
all women, and it may be dictated by 
patient preference, medical or family 
history, � nancial constraints and ac-
cess, among other factors. Reproduc-
tive rights are among the fundamental 
human rights, which include the right 
to autonomy and self-determination 
without discrimination or coercion, 
including decisions about contracep-
tion and child bearing.11 Women with 
disabilities are a vulnerable population 
at particular risk of coercion with re-
gard to their reproductive rights. � ey 
are not always deemed to have capacity 

of their medical decisions and can fall 
victim to coercion by medical provid-
ers, family, and caregivers. Healthcare 
providers need to be aware of their own 
biases towards women with disabili-
ties’ reproductive capacities. Provid-
ers should strive to provide counseling 
with a model of reproductive justice, 
which de� nes a women’s reproductive 
rights to equally include the right to an 
abortion, the right to contraception, 
and the right to pregnancy and parent-
hood.12 Healthcare providers must also 
be vigilant in assessing for coercion 
when the patient with disabilities or 
the family or caregiver request steriliza-
tion. Our role as healthcare providers 
is to counsel regarding contraceptive 
options, to assist with understanding 
risks, bene� ts, and procedures, and to 
respect and support patient autonomy.

Reproductive rights for 
individuals with differences 
in abilities
� is case illustrates the intricacies of con-

traception management and decision-
making when intellectual disability is 
mild or moderate, capacity for informed 
consent is uncertain, and parental/care-
giver wishes are discordant with patient 
desires and provider comfort.

The ongoing trend towards ster-
ilization of people with disabilities 
highlights the importance of aware-
ness among ob/gyn providers regard-
ing the potential for reproductive co-
ercion in this population.7,10 As time 
passes, and with an expanding arma-
mentarium of methods for enabling 
women—of all abilities—to choose if 
and when they desire to carry a preg-
nancy and how they wish to manage 
their own reproductive health, it is 
our job to ensure that our patients’ 
goals are met in a medically safe man-
ner that is in line with their reproduc-
tive rights, free of coercion.

FOR REFERENCES VISIT
contemporaryobgyn.net/
DisabilitiesContraception

CDC Effectiveness of Family Planning Methods

Bedsider “How Well Does Birth Control Work?” Chart

CDC U.S. Medical Eligibility Criteria for Contraceptive Use
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Introduction
More than a half million women in the United States are estimated to be dealing with 
spinal cord traumatic injury or disease. Individuals who survive the � rst year after 
such an event have an overall life expectancy that is almost normal (90%). Clearly, 
those women need ongoing reproductive health care that is comprehensive, consis-
tent with the recommendations of the American College of Obstetricians and Gyne-
cologists, and a�  rms their dignity. Having said that, there are a number of potential 
barriers and issues that can impair optimal care for this patient population.

� e following is a Top 8 list of ways to optimize an outpatient visit for reproduc-
tive health care for women with spinal cord injury or disease. � e recommenda-
tions are based on observations of a patient, Cody Unser, and suggestions from 
Contemporary OB/GYN Editorial Board Member Sharon T. Phelan, MD. Ms. Unser 
has been a paraplegic at a T4 level since age 12, when she experienced transverse 
myelitis.  She has been a strong advocate regarding women’s health care issues for 
wheelchair-dependent women. In this article, Ms. Unser discusses many of the 
challenges she has had when interfacing with medical o�  ces, especially ob/gyn of-
� ces. Dr. Phelan o� ers her suggestions for how best to accommodate such patients 
and address some common issues that may arise during their exams. 

1. Making an appointment 
with the ob/gyn provider
Ms. Unser: As a young woman living 
with paralysis, navigating the concrete 
world has its challenges. I have learned 
the hard way that no matter where I go, 
preparation is key in order for me to 
fully engage with life’s many activities. 
One of the biggest lessons I’ve learned 
is to never assume that just because you 
are going to a medical or health care of-
� ce, the clinic is wheel-chair accessible. 

Dr. Phelan: As more patients require 
accommodations at their visits, it  is 
increasingly important for the o�  ce 

sta�  to be more proactive by asking 
patients whether they need any ac-
commodations at their appointments. 
� is could mean a sign language in-
terpreter, availability of a particular 
exam room or wheelchair access.  For 
returning patients, it’s important to 
have a system that clearly notes that 
unique services are needed. 

This is particularly important if 
the accommodation requires special 
scheduling of a particular exam room 
(e.g. one with electric height adjusting 
table, wheelchair accessible) or sup-
port personnel.  If the handicapped 

parking area is not clearly evident, in-
structions as to where to park should 
be o� ered to patients. Otherwise, they 
may have to be rescheduled, which 
can be an inconvenience for all.  

2. Mobility and access 
through the offi ce
Ms. Unser: How a patient is treated from 
the very start of such a personal ap-
pointment impacts her impressions of 
the rest of the visit. I am proud of my 
independence and want do the things 
I can do by myself, but I will ask for 
help when I can’t do something. Be-
ing able to drive myself to my ob/gyn 
appointment and get around the clinic 
in my wheelchair is one of those things 
that empowers me to do more to take 
care of myself.

In my experience, reception desks 
are typically too high. A sense of being 
welcomed and treated with respect 
and dignity begins at the reception 
desk, where patients share informa-
tion about their personal lives, insur-
ance, and contact information. For 
women living with paralysis, shouting 
answers to the receptionist’s questions 
can be intrusive and may often leave 
them feeling like they don’t matter.

I particularly need bars next to the 
toilet because I can spasm on it when 
I transfer. Being able to grab onto the 
bars helps keep me from falling on the 

Eight tips to improve 
outpatient visits for spinal 
cord injury patients
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floor.  Also, exam rooms are usually too 
small to negotiate a wheelchair.

Dr. Phelan: Access throughout the build-
ing in which your practice is located 
may present barriers to a wheelchair-
dependent patient. Is it compliant with 
the Americans With Disabilities Act 
(ADA)? Does the entrance door have 
an automatic opener? Is a ramp or 
elevator available as an alternative to 
any stairs? If your office entrance is off 
a hallway, does the door to the hallway 
have an automatic opener? If not, in-
stalling a doorbell and posting a simple 
sign to ring for assistance can be help-
ful, both to patients with disabilities 
and those who are elderly. is helpful 

Ideally, the check-in location should 
be either at a desk or window low 
enough to allow eye-to-eye contact 
between a patient and the reception-
ist. If that’s not possible, the recep-
tionist should come out to a patient 
to check her in. Maintaining patient 
privacy per the Health Insurance Por-
tability and Privacy ACT (HIPAA) is 
critical but preserving a patient’s dig-
nity and demonstrating sensitivity to 
her needs is also important.   

Although ADA compliance may not 
be a problem in newer physical facili-
ties, it is something that needs to be 
checked. Can a person in a wheelchair 
access your hallways, doorways and 
bathrooms are there “assist” bars in 
the bathrooms? Are the openings wide 
enough for larger wheelchairs used by 
obese individuals? If your answer about 
accessibility is no, you may need to see 
if there is a way to make at least one 
exam room, consult room, and bath-
room wheelchair-accessible from the 
reception area.  Tax incentives are avail-
able to businesses that incur expenses 
to increase accessibility for individuals 
with disabilities. The “Tax Deduction to 

Remove Architectural and Transporta-
tion Barriers to People with Disabilities 
and Elderly Individuals” (Title 26, Inter-
nal Revenue Code, Section 190) allows 
a deduction for “qualified architectural 
barrier removal expenses not to exceed 
$15,000 for any taxable year.1

3. History taking 
Ms. Unser: When I discussing my medi-
cal history with the nurse and ob/gyn, 
I explain why I am paralyzed. I have 
learned to express my goals for an ap-
pointment and volunteer any question 
or concern I have about my sexual and 
reproductive health. However, many 
women are not as confident as I am, and 
may not advocate for their own health. 
I would prefer a candid discussion with 
my provider regarding my needs. Com-
munication is key between patient and 
doctor. As a woman living with paraly-
sis, I encourage all women who value 
wheels more so than shoes to express 
concerns about their bodies openly and 
freely with their ob/gyns. 

Dr. Phelan: Many people have a tenden-
cy to see individuals with disabilities 
as ”broken.” A provider who has that 
bias may assume that a patient in a 
wheelchair is not sexually active or at 
risk of having a sexually transmitted 
infection (STIs) or becoming preg-
nant, or that she wouldn’t have sexual 
complaints. Ob/gyns should be pro-
active about discussing reproductive 
health issues with all patients of repro-
ductive age. All women need to be giv-
en the same opportunity to share their 
issues and concerns regarding sexual 
activity as other patients their age. This 
includes all routine screening recom-
mended for women in their age range, 
such as for STIs. Don’t forget to screen 
for victimization and abuse. It is just 
as prevalent in women with disabili-

ties as in the non-disabled population. 

4. Reproductive life plans
Ms. Unser: Women living with paraly-
sis and other disabling conditions can 
have loving sexual lives and successful 
pregnancies. When it comes to fam-
ily planning, having a comprehensive 
healthcare team is vital because we are 
often seen as at high risk. The mechan-
ics of my body are somewhat different in 
the bedroom and there are times when 
my bladder and bowels release involun-
tarily. I take medication that helps with 
bladder incontinence but it has side ef-
fects of dry mouth and decreased vaginal 
lubrication. I need to be able to discuss 
those and similar issues openly with my 
provider. Just like every other woman, I 
want intimacy and to be loved. I have yet 
to experience being pregnant and and I 
don’t know how my paralysis will impact 
my experience in creating a family, but I 
want to be able to discuss that with my 
provider when the time comes. 

Dr. Phelan: Misconceptions about sexu-
al interest and activity in women with 
physical disabilities are commonplace 
among both the public and health care 
professionals.  Women with disabili-
ties have a similar level of sexual desire 
as their non-disabled peers. There-
fore, they have the same concerns and 
questions regarding childbearing and 
contraception. Depending on their 
desires and limitations, these women 
need the same discussions as other pa-
tients their age. In fact, it may be more 
important because the medications 
they are using or the activities they en-

A sense of being welcomed and 
treated with respect and dignity  
begins at the receptionist’s desk.
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gage in may place them at greater risk 
of side effects or complications. 

Depending on the degree and 
source of a patient’s disability, a pro-
vider may face unique challenges and 
issues in identifying the best contra-
ceptive options for her. Women with 
limited mobility may be at increased 
risk of deep venous thrombosis or os-
teoporosis. Preconceptive counseling 
can be critical to the safety of mother 
and infant. Pregnancy in a woman 
who is wheelchair-dependent has 
unique risks and challenges that may 
best be addressed by a maternal-fetal 
medicine specialist. 

5. Issues with the physical 
exam 
Ms. Unser: Before my annual exam, I 
always outline what works best for me 
in order for the exam to go smoothly. 
The exam table is probably the biggest 
structural barrier in an ob/gyn clinic for 
women living with some form of paral-
ysis. Ironically, it is where the most vul-
nerable and personal part of the annual 
exam takes place and yet it is the one 
thing that strips women with paraly-
sis of their dignity and their indepen-
dence. If the exam table is too high for 
me to transfer onto by myself, I either 
have to bring someone with me or ask 
one of the medical staff members to 
pick me up and place me onto the table. 

Because I am paralyzed and my legs 
will spasm, I don’t need the stirrups. I 
hold my legs up myself, with a nurse or 
someone standing by my side in case I 
start to roll off the table.

Dr. Phelan: A woman with a disability 

should be interviewed before they get 
unrobed for an exam. Ask specifically if 
there are any particular issues she has 
during pelvic exams and listen to her 
recommendations as how best to over-
come those challenges.  By listening 
and not assuming that you know what 
is best, the examination will proceed 
much more smoothly.  Many women 
are well informed about their disability 
and the best way to approach transfer 
and exams. Scheduling patients with 
disabilities for an exam room that has 
an electric exam/procedure table can 
be a real help. By positioning the table 
very low (the patient can guide you on 
the level) many patients can make the 
transfer themselves or with minimal 
assistance. If that is not possible, let the 
patient give you guidance on the best 
way to accomplish the transfer safely. 

If a pelvic exam isn’t necessary—
which may be the case in an asymp-
tomatic patient who doesn’t require a 
Pap smear—consider doing a physical 
exam with her in her chair.  The one 
consideration may be to examine for 
decubitus ulcers in the pelvic region if 
the patient doesn’t have another pro-
vider who is doing so. 

6. Autonomic dysreflexia (AD)
In this exchange, Dr. Phelan first offers 
a concise explanation of AD, then Ms. 
Unser discusses how it impacts her. 

Dr. Phelan: Ob/gyns should be aware 
that autonomic dysreflexia can oc-
cur in patients whose spinal insult 
is at the T6 level or above. It is due 
to loss of hypothalamic control over 
sympathetic  spinal reflexes.  Auto-
nomic dysreflexia is an uninhibited 
or exaggerated sympathetic response 
to a noxious  stimuli  below the level 
of the injury, which leads to diffuse 
vasoconstriction and hypertension. 

A reflex parasympathetic response 
produces bradycardia and vasodilation 
above the level of the lesion.  Many 
things can trigger a dysreflexia event in 
these patients, including pressure on the 
pelvic structure, uterine contractions, 
sexual activity,  and infection. Even a 
transvaginal ultrasound (U/S), pelvic 
exam or labor can trigger an event. 
Physical signs include sweating, nausea, 
nasal congestion, hypertension or 
hypotension, bradycardia or tachycardia 
and blurred vision. The severity of the 
attacks can range from asymptomatic 
hypertension to hypertensive crisis 
complicated by bradycardia resulting 
in cardiac arrest or seizures.2 

Ms. Unser: Autonomic dysreflexia is 
my body’s way of signaling to me that 
something is happening and may be 
wrong below the level of my T4 paraly-
sis. Knowing my triggers and symptoms 
helps me to understand how to best 
manage autonomic dysreflexia. The 
key is knowing my baseline blood pres-
sure. So during my annual exam, I re-
quest that my blood pressure be taken 
before and after the speculum has been 
inserted. If there is a significant differ-
ence in the readings, then I consider 
my next steps so it doesn’t get worse 
and require further medical response. 
During the pelvic exam, I get flushed in 
the face, start to sweat, and get goose 
bumps on my arms. Most medical 
professionals are unfamiliar with au-
tonomic dysreflexia. Any temporary 
activity that involves the lower half of 
my body, like the pelvic exam or sex-
ual intercourse, can trigger autonomic 
dysreflexia symptoms, but for me, they 
typically subside after about 1 hour. 

7. Muscle spasms during 
the exam 
Ms. Unser: Although I don’t have any 

The exam table is probably the biggest 
structural barrier in the ob/gyn clinic  

for women living with paralysis.
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motor function in my legs nor do I 
have “normal” sensation, they do re-
spond involuntarily by spasming ev-
ery time I move my body or transfer to 
another surface. Some people with pa-
ralysis take medication to subdue their 
spasms, but other people like me use 
them and the tightness in the legs to 
help with transfers by stabilizing them. 

Dr. Phelan: Inadequate support of legs 
or marked flexion may elicit a muscle 
spasm. A quick passive movement of 
a limb can be a trigger. A spasm may 
be the result of disruption of descend-
ing inhibitory modulation of the alpha 
motor neurons, producing hyperexcit-
ability that is manifested as increased 
muscle tone and spasms. Ask a patient 
what activities provoke her spasms 

and how best to prevent them or sup-
port her when they occur. You may 
need another person standing at the 
side of the exam table to prevent the 
patient from rolling off during spasms. 

8. Incontinence during exam
Ms. Unser: Bladder and bowel dysfunc-
tion is a common secondary condition 
that those of us living with paralysis 
deal with on a daily basis. I always tell 
the nurse and doctor that before I get 
onto the exam table, I will need to cath-
eterize to completely empty my blad-
der. Despite this, I have had a bladder 
accident during the pelvic exam.

Dr. Phelan: Urinary and/or fecal incon-
tinence during the exam is likely in 
patients who are confined to a wheel-

chair.  Do not be startled if this hap-
pens. If a patient can empty her bow-
els and bladder prior to the exam, that 
may minimize an event. It is useful to 
have appropriate drapes placed.

Optimizing the ob/gyn office expe-
rience for a woman with spinal cord 
injury/lesion is a team effort. Each 
aspect of the patient’s encounter with 
the health care provider can either wel-
come and empower her or make her 
feel unimportant and worthless. The 
suggestions offered here are designed 
to help your clinic staff provide repro-
ductive health services to this special 
population of women who are com-
monly underserved or even ignored. 

FOR REFERENCES VISIT  
contemporaryobgyn.net/ParalyzedPatientCare

sistent with an intrauterine stress 
episode, with associated changes in 
the skin, adrenal glands, pulmonary 
congestion and hemorrhage, acute 
tubular necrosis of the kidneys, and 
a small subdural hematoma. The 
placenta was small, with utero-
placental vasculopathy and villus 
information. There was extensive de-
cidual necrosis, hemorrhage, and a 
marginal abruption. A suit was filed 
for negligence and wrongful death. 
 Chart review revealed no contem-
poraneous physician documentation 
after the initial assessment. Two late 
entries were documented at 10:00 
PM. One timed at 4:20 PM indicated 
that it was unclear if the pain was 
due to an abruption or labor. Thus, 
morphine was ordered. This was 
confirmed by a nurse’s later entry, 

which also included the statement 
that the physician was notified of fe-
tal tachycardia in the 160s, with de-
creased variability and spontaneous 
decelerations. A second late note by the 
physician documented that, upon the 
decision for cesarean delivery, it was 
felt that the situation was urgent but 
not emergent, thus there was time 
for a spinal block. 
 At deposition the nurse stated that 
the physician went home after evalu-
ating the patient. She testified that 
other physicians also manage their 
patients from a distance. She also 
stated that she was not worried by the 
rising baseline FHR, going from the 
120s to the 160s.  
 The physician’s deposition raised 
several important issues. He admit-
ted the hospital and that nothing 

prevented his return. He stated 
that a persistent non-reactive FHR 
raises concern for fetal oxygenation 
and uteroplacental insufficiency. 
While stating that a nurse cannot 
be expected to be as well trained 
in interpreting fetal heart tracings, 
the physician relied on the nurse’s 
interpretation. He testified to only 
receiving two calls throughout the 
day, despite nursing documentation 
to the contrary. He testified that the 
nurse failed to notify him of repeti-
tive decelerations, despite nursing 
documentation to the contrary. Had 
he known there was fetal tachycardia 
and a loss of variability, he said that 
would have given him concern for 
a worsening placental abruption. 
In review of the FHR, the physician 
admitted that it reveals a period of 

Lack of presence on L&D critical to outcome
CONTINUED FROM PAGE 41
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1. Preparation for testimony.
Physicians should meet with their 
attorneys to prepare for any testimony. 
It is critical to advise the attorney of 
potential management concerns 
and how to address those issues. In 
this case the physician’s deposition 
admissions regarding the worsening 
fetal heart tracing, delay in proceeding 
with a cesarean delivery, and the 
probable cause of the fetal demise 
rendered the case indefensible. 

2. Ultrasound diagnosis.
The sensitivity of ultrasound in 
detecting a placental abruption is 
approximately 50%. Thus, it cannot 
be relied upon to rule out such a 
diagnosis in patients presenting with 
the signs and symptoms suggesting 
a placental abruption. Further, 
vaginal ultrasound may be required 
to visualize an abruption at the lower 
margin of the placenta. Thus, one’s 
diagnosis of a suspected placental 
abruption should integrate clinical 
symptoms and objective findings, and 
not exclude the diagnosis based on a 
normal ultrasound. 

3. Documentation discrepancies.
There were discrepancies between 
the nurses’ documentation and 
the physician’s recollection and 
documentation. Particularly in 
cases with adverse outcomes, it is 
critical that physicians and nurses 
debrief prior to final documentation, 
particularly late entries. Discrepancies 
in documentation raise concerns for 
a lack of honesty and forthrightness. 

4. Lack of physician presence. 
The physician attempted to manage 
the patient from home. Increasingly, 
physician groups are assigning a 
physician to in-house Labor and 
Delivery coverage. Hospitals may 
pay a stipend to encourage in-house 
ob/gyn physician call coverage for 
the hospital. Alternatively, hospitals 
are establishing “laborist” programs. 
These allow on-site physician 
presence, with the ability to consult 
and even manage patients, in the 
absence of the patient’s primary 
physician. 

5. Physician and nurse  
relationships.
It is clear that competent nurses 
are critical to quality patient care, 
particularly on labor and delivery. 
However, a physician cannot transfer 

ultimate responsibility to nurses. This is 
particularly important when concerns 
arise for fetal or maternal status, 
such as with a suspected placental 
abruption. It is the physician’s 
responsibility to personally evaluate 
the FHR tracing in critical situations. 
Electronic systems allow remote 
access to such records in real-time. 
If not in the hospital, one must avail 
oneself of this capability and be in 
a location that offers such access. 
Alternatively, personal presence 
on Labor and Delivery is ideal. As 
discussed previously, a “laborist” 
program can provide physician 
presence for urgent or emergent 
situations. However, such a program 
is relatively expensive and may not be 
a realistic option for some hospitals. 

6. Lack of physician  
documentation during labor. 
The lack of physician presence on labor 
and delivery contributes to the lack of 
contemporaneous documentation. 
However, electronic health records 
allow documentation when accessed 
remotely. Thus, it is possible to 
document one’s assessment and 
treatment plans remotely. However, 
when critical issues arise a physician’s 
immediate presence on Labor and 
Delivery is recommended.

Learning 
Points

time with worsening decompensa-
tion stating, “It’s easy to see that 
now.” Subsequently, the physician 
testified that he was notified by the 
nurse of fetal tachycardia lasting for 
approximately 25 minutes, with no 
variability, which was unresponsive 
to oxygen. In addition, the nurse also 
stated that the patient was in a great 

deal of pain, with a maternal pulse 
of 110 bpm. Under oath, the physi-
cian then stated, “I’m not going to 
come in for that kind of phone call.” 
Later in his deposition he admitted 
that placental abruption was the 
proximate cause of the fetal demise. 
Further, had he been in the hospital 
evaluating the FHR strip prospective-

ly, he would have made the decision 
to do the cesarean delivery sooner. 
He admitted that the FHR was okay 
on admission and suspected that had 
he intervened sooner, the outcome 
would have been better. 
 Following these depositions, the 
suit was settled for an undisclosed 
amount.
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Olive View-UCLA Medical Center, a Los Angeles 
County facility and major teaching hospital for 
the David Geffen School of Medicine at UCLA, is 
recruiting a full-time BC/BE general obstetrician/
gynecologist.

We are seeking individuals who will contribute to an 
academic, energetic and creative multidisciplinary 
faculty. Responsibilities include direct patient care 
with strong emphasis on mentoring and training 
residents in the UCLA Ob/Gyn Residency Program, 
as well as the teaching of medical students. 
Opportunities in clinical and health services research 
are available and encouraged. Employment includes 
an academic appointment at the David Geffen 
School of Medicine at UCLA. Competitive salary 
and benefi ts provided. Applicants at the level of 
Assistant or Associate Professor will be considered. 
This is an excellent opportunity in sunny Southern 
California for interested academicians. Applicant 
must be eligible for licensure in California. EOE

Please submit letter of intent, CV, and three 
references to: Dr. Christine Holschneider, Chair, 
Department of Obstetrics and Gynecology, Olive 
View- UCLA Medical Center, 14445 Olive View 
Drive, 6D-116, Sylmar, CA, 91342. 
Email: cholschneider@dhs.lacounty.gov
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Dr. Shwayder is Professor of Obstetrics and Gynecology and former Chair at the University of Mississippi Medical Center. He is a graduate of 

the University of Denver College of Law and is a nationally and internationally recognized expert in gynecology ultrasound and 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.

LEGALLY SPEAKING
by JAMES M. SHWAYDER, MD, JD

A 17-year-old G1 presented to labor 
and delivery at 12:30 PM, at 35 weeks 
0 days of gestation, with complaints of 
a gush of blood, nausea, and vomit-
ing, with intermittent and constant 
abdominal pain. She reported good 
fetal movement. � e patient was clearly 
uncomfortable on the bed. Contrac-
tions were occurring every 2 minutes, 
lasting 30 to 40 seconds, and were 
moderate in intensity to palpation. 
Fetal heart tones (FHTs) were initially 
in the 120-130 beats per minute (bpm) 
range, with adequate variability with-
out accelerations. Two subtle decelera-
tions were noted at 12:50 PM and 12:53 
PM. � e obstetrician’s examination 
at 1:00 PM revealed a tender uterine 
fundus, cervix 1- to 2-cm dilated, 50% 
e� acement, and a vertex presentation 
at a -2 station. At 1:30 PM, the FHTs 
were in the 140s with decreased vari-
ability, and a possible deceleration to 
100 bpm. (� ere was di�  culty continu-
ously identifying the fetal heart rate 
[FHR] on the external monitor.) � ere 
was a moderate amount of blood in 
the vagina. It was elected to admit the 
patient with the diagnosis of early labor 

versus placental abruption. Vaginal 
cultures were obtained prior to starting 
Group B streptococcus prophylaxis. 
No tocolytics or steroids were ordered.
 Bedside ultrasound revealed a sin-
gle fetus in a vertex presentation, AFI = 
6, with no obvious placental abruption 
or previa. Following this evaluation, at 
2:15 PM, the physician left the hospital 
with instructions to notify him if the 
patient’s clinical status worsened. � e 
nurse’s notes documented that the 
patient remained very uncomfort-
able. At 2:30 PM an IV was started and 
the patient remained on continuous 
monitoring. A nurse’s cervical exam 
at 2:50 PM revealed that the cervix 
was 1- to 2-cm dilated, thick and high, 
with a moderate amount of blood 
again noted in the vagina. Although 
the patient’s contractions spaced out 
slightly, she remained very uncom-
fortable between contractions. At 4:00 
PM, antibiotics were ordered, without 
accompanying documentation. FHTs 
at this time were in the 150s with a 
spontaneous variable deceleration 
noted in the nursing notes. At 4:20 PM, 
morphine and promethazine were or-

dered to help reduce the patient’s pain. 
At 5:00 PM, the FHTs were in the 170- 
to 180-bpm range, with poor variability 
and no accelerations or decelerations. 
At 5:20 PM, the nurses documented 
that the physician was noti� ed of the 
fetal tachycardia, now with late decel-
erations. � e physician arrived at 5:50 
PM and ordered a cesarean delivery for 
non-reassuring fetal heart tracing. � e 
patient was transferred to the operating 
room shortly thereafter. A spinal block 
was inserted at 6:00 PM. � e FHTs were 
87 after the spinal. � e baby was deliv-
ered at 6:22 PM, with the � ndings of a 
Couvelaire uterus. Because there was 
di�  culty delivering the baby, vacuum 
assistance was required. Apgars were 0 
and 0, at 1 and 5 minutes, respectively 
� e baby could not be resuscitated. 

� ere was a 200 cc subchorionic clot 
identi� ed. Cord gases revealed an 
arterial pH of 7.06, with a base excess of 
-13.9. � e venous pH was 6.97, with a 
base excess of -17.1 
 Autopsy revealed changes con-

FOR MORE LEGALLY SPEAKING 
TURN TO PAGE 37

Lack of presence on L&D 
critical to outcome
Physicians should meet with their attorneys to prepare for any testimony, 
especially in cases with documentation discrepancies.
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~ 80% Patients
receive a negative result

―
~ 20% Patients
receive a positive result

+

High NPV:
NPV for delivery within:

7 days = 99.5%

14 days = 99.2%

Benefi ts of a Negative Result
A negative fFN result means the 
patient has a <1% chance of delivery 
in the next 14 days.

Useful PPV:
PPV for delivery within:

7 days = 12.7%

14 days = 16.7%

Benefi ts of a Positive Result
A positive result can help clinicians 
identify patients that may benefi t 
from interventions, such as steroids 
or maternal transfer.

fFN testing can help rule out 

~80% of patients
with symptoms of preterm labor.

Reference: 1. Rapid fFN for the TliIQ System [package insert]. AW-04196-001, Rev. 
004, Sunnyvale, CA: Hologic, Inc.; 2017

ADS-02480-001 Rev. 001 © 2020 Hologic, Inc. All rights reserved. Hologic, 
Rapid fFN, and associated logos are trademarks and/or registered trademarks 
of Hologic, Inc. and/or its subsidiaries in the United States and/or other countries.
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Register  by April  1  and save 3 5%* w ith code GynOncA

Overview:

What You Will Learn:

Critical breakthroughs in gynecologic treatment options are changing the quality of patient care every day, enabling 
you to maximize the integration of targeted therapies and immunotherapy into your oncology clinical practice. 

The 11th Annual International Symposium on Ovarian Cancer and Other Gynecologic Malignancies® is a 1-day, 
educational meeting that grows your knowledge of key clinical topics in the management of ovarian cancers, 
and endometrial, uterine, and cervical malignancies. Purposefully developed for medical, surgical, and radiation 
oncologists, as well as other healthcare professionals, this meeting will improve your implementation of surgery, 
chemotherapy, PARP inhibitors, antiangiogenesis agents, checkpoint blockade, and even combination and other 
therapeutic strategies that will improve your patient care. It provides you with a unique opportunity to join world-
renowned, leading experts in informative debates and more, discussing the latest diagnostic, therapeutic, and 
supportive care strategies to deliver quality patient outcomes. 

In just 1 day, this compact meeting will help you provide better, cutting-edge care for your patients with 
gynecological malignancies.

• Understand the design, efficacy, and safety data of clinical trials
investigating novel compounds and strategies

• Apply new findings and recently presented data in clinical context, and
understand their therapeutic implications

• Potentiate trial enrollment for eligible patients in order to evaluate new
agents or strategies
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*Discount only available for healthcare professionals. Offer expires April 1st, 2020. Other restrictions may apply.

**FELLOWS registration must be accompanied by a letter from your director/chair stating current fellowship for discount. Cannot be combined with other discounts/coupon codes.

***INDUSTRY is defined by Physicians’ Education Resource®, LLC, as any person employed by a for-profit organization, including biotech, financial, and pharmaceutical.

Accreditation/ Credit Designation
Physicians’ Education Resource®, LLC, is accredited by the Accreditation Council for Continuing Medical Education (ACCME) to provide continuing medical education for physicians.

Physicians’ Education Resource®, LLC, designates this activity for 6.5 AMA PRA Category 1 Credits™. Physicians should claim only the credit commensurate with the extent of their 
participation in the activity.

• Understand the design, efficacy, and safety data of clinical trials
investigating novel compounds and strategies

• Apply new findings and recently presented data in clinical context, and
understand their therapeutic implications

• Potentiate trial enrollment for eligible patients in order to evaluate new
agents or strategies
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Benefits of Attending:
•  Dissect findings from cutting-edge, key
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mitigate adverse events
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diagnostic tests
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