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Counseling on Contraceptive 
Use for Patients With Coexisting 
Medical Conditions
Focus on latest evidence to help patients make the most effective 
choices

For women with coexisting medical 
conditions, decisions regarding 
contraception are critical. Chronic 

medical conditions can cause maternal 
and fetal health complications during 
pregnancy, which can make pregnancies 
that are unintended or mistimed especially 
problematic.1 A 2016 study indicated that 
among females ages 14-25 who received 
prescriptions for teratogenic medications, 
fewer than 30% also had contraceptive 
use documented.2 In an analysis of a 
nationwide healthcare claims database 
of reproductive-age women who were 
enrolled in private insurance in 2004-
2011, researchers found that, despite the 
potential for serious pregnancy-associated 
maternal and fetal risks, contraceptive use 
among women with medical conditions 
was not optimal.3

The American College of Obstetricians 
and Gynecologists (ACOG) recently has 

released a practice bulletin to help providers 
use scientific evidence in guiding affected 
patients to make the most effective choic-
es.4 The publication aims to help clinicians 
use the rating system offered in the U.S. 
Medical Eligibility Criteria for Contraceptive 
Use (US MEC), published by the Centers 
for Disease Control and Prevention.5 The 
2016 US MEC contains more than 1,800 
recommendations for more than 60 condi-
tions in clinical practice.

The US MEC is the leading resource 
in determining contraceptive eligibil-
ity, notes Anita Nelson, MD, professor 
and chair, Obstetrics and Gynecology, 
Western University of Health Sciences in 
Pomona, CA. The new bulletin provides 
more background information for read-
ers, she explains.

“For example, the diagnostic criteria 
for migraine and migraine with aura head-
aches is useful,” says Nelson. “Having a 
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separate ACOG bulletin may popular-
ize these recommendations.”

The US MEC includes information 
about medical conditions and the use 
of contraceptive methods that are rated 
on a scale of 1 to 4 regarding safety. A 
category 1 designation indicates that 
there are no restrictions for using the 
contraceptive method, while a category 
4 rating indicates that the method 
could present an unacceptable health 
risk for the patient. (See the box for an 
explanation of the four categories.)

Work Through  

the Options

Use of hormonal contraception 
in women with a history of venous 
thromboembolism (VTE) or at 
risk of a thromboembolic event is 
addressed in the new publication. 
Women with the following condi-
tions associated with VTE should 
be counseled about nonhormonal or 
progestin-only contraceptives:

• Smoking and age 35 years or older;
• Less than 21 days after giving 

birth or 21-42 days after giving birth 
with other risk factors (such as age 35 
years or older, previous VTE, throm-
bophilia, immobility, transfusion at 
delivery, peripartum cardiomyopathy, 
body mass index of 30 or greater, 
postpartum hemorrhage, post-cesarean 
delivery, preeclampsia, or smoking);

• Major surgery with prolonged 
immobilization;

• History of deep vein thrombosis 
or pulmonary embolism;

• Hereditary thrombophilia (in-
cluding anti-phospholipid syndrome);

• Inflammatory bowel disease with 
active or extensive disease, surgery, 
immobilization, corticosteroid use, vi-
tamin deficiencies, or fluid depletion;

• Systemic lupus erythematosus 
with positive (or unknown) antiphos-
pholipid antibodies;

• Superficial venous thrombosis 
(acute or history).5 

The US MEC classifies the use 
of combined hormonal contracep-
tives in these women as category 3 
(indicating that theoretical or proven 
risks usually outweigh the advantages 
of using the method) or category 4 
(indicating that a condition represents 
an unacceptable health risk if the 
contraceptive method is used). Use of 
combined hormonal contraceptives 
is contraindicated in women with 
known familial thrombophilias, plac-
ing this condition in category 4.

How can clinicians counsel such 
patients in selecting appropriate con-
traceptive methods? Counseling for 
progestin-only or nonhormonal meth-
ods such as the copper intrauterine de-
vice (IUD) is similar to all contraceptive 
counseling, says Rebecca Allen, MD, 
MPH, associate professor of obstetrics 
and gynecology in the Warren Alpert 
Medical School of Brown University.

“It is important to elicit the 
patient’s values and desires regarding 
a contraceptive method in terms of 

What Are the Four US MEC Categories?

1 – A condition for which there is no restriction for the use of the contraceptive 
method
2 – A condition for which the advantages of using the method generally outweigh 
the theoretical or proven risks
3 – A condition for which the theoretical or proven risks usually outweigh the 
advantages of using the method
4 – A condition that represents an unacceptable health risk if the contraceptive 
method is used

Source: Curtis KM, Tepper NK, Jatlaoui TC, et al. U.S. Medical Eligibility Criteria for 
Contraceptive Use, 2016. MMWR Recomm Rep 2016;65:1-103.

http://www.AHCMedia.com
mailto:Groups%40AHCMedia.com?subject=
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what matters most to the patient, for 
example, efficacy, bleeding profile, or 
ease of use, as well as inquiring about 
past contraceptive history and obtain-
ing a full understanding of their current 
medical condition,” says Allen, a co-
author of the current bulletin. “Women 
who value having monthly withdrawal 
bleeds should be steered towards the 
copper IUD if all else is equal.”

For progestin-only methods, the 
52-mg dose levonorgestrel IUD can 
offer lighter or no withdrawal bleed-
ing and treatment of heavy menstrual 
bleeding, which may be an issue if 
the patient is using anticoagulants, 
states Allen. The etonogestrel implant 
can cause unpredictable bleeding and 
spotting, but this spotting typically is 
light for most women. The progestin-
only pill is effective with strict daily 
adherence, but also may cause irregu-
lar bleeding and spotting, she notes. 
Depot medroxyprogesterone acetate 
requires injections every three months, 
and ultimately can lead to high rates 
of amenorrhea with continued use. 
Barrier methods also are an option for 
motivated patients, states Allen.

Consider Options  

for Perimenopause

What are the contraceptive op-
tions for women of older reproductive 

age? There are no contraindications to 
the use of any hormonal contracep-
tives based on age alone, says Andrew 
Kaunitz, MD, associate chair of the 
Department of Obstetrics and Gy-
necology at the University of Florida 
College of Medicine-Jacksonville and 
medical director of the UF Health 
Women’s Specialists – Emerson. That 
acknowledged, age is an important risk 
factor for many medical conditions, he 
notes.

For instance, among women of 
older reproductive age (above age 35), 
those who smoke, have hyperten-
sion, are significantly obese, or have 
migraine headaches with aura should 
avoid combination estrogen-progestin 
contraceptives (which the US MEC 
categorizes as 3-4 for these conditions), 
states Kaunitz. In contrast, healthy, 
nonsmoking women without specific 
risk factors for cardiovascular disease 
can safely continue combination hor-
monal contraceptives until ages 50-55.

“In my practice, women without 
contraindications to combination 
contraceptives and who continue 
to need contraception often choose 
to continue their method until age 
55, when the likelihood of fecund-
ability becomes very low,” observes 
Kaunitz. “Although often performed, 
checking FSH levels is not useful in 
this clinical setting. Upon achieving 
age 55, some women in my prac-

tice choose to seamlessly transition 
from combination contraceptives 
to estrogen-progestin menopausal 
hormone therapy.”

Perimenopausal women who are 
appropriate candidates can benefit 
not only from effective contraception 
provided by combination methods, 
but also from the positive effect on 
bone mineral density, prevention/
treatment of abnormal uterine bleed-
ing, suppressed vasomotor symp-
toms, and the reduced future risk 
of ovarian and endometrial cancer 
associated with using combined 
hormonal contraceptives, Kaunitz 
comments. The 52-mg levonorgestrel 
IUD, which can be used regardless 
of the presence of contraindications 
to combination hormonal contra-
ceptives, is effective in managing 
abnormal uterine bleeding, which 
is common among women of older 
reproductive age, he states.  
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EXECUTIVE SUMMARY

The American College of Obstetricians and Gynecologists has released a 

practice bulletin to help providers use scientific evidence to guide women with 

coexisting medical conditions in making the most effective choices.

• The publication aims to help clinicians use the rating system offered in the 

U.S. Medical Eligibility Criteria for Contraceptive Use (US MEC). The 2016 US 

MEC contains more than 1,800 recommendations for more than 60 conditions 

in clinical practice.

• The guidance addresses topics such as use of hormonal contraception in 

women with a history of venous thromboembolism and contraceptive options 

for women of older reproductive age.
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Providers Can Improve Teen HPV Vaccination 
Rates

According to a new study, only  
 about 16% of U.S. adolescents 

have received the complete vaccination 
against human papillomavirus (HPV) 
by the time they turn 13 years of age, 
despite national recommendations for 
vaccination at ages 11-12.1 

Although HPV vaccination cover-
age has improved, providers still 
are falling behind when it comes to 
providing immunization at younger 
ages, says Robert Bednarczyk, PhD, 
assistant professor in the Hubert 
Department of Global Health and 
Department of Epidemiology at 
Emory University’s Rollins School of 
Public Health. Clinicians need to im-
prove their efforts in recommending 
the HPV vaccine during routine visits 
and adolescent and well-child visits, 
particularly focusing on children 11 
to 12 years of age, notes Bednarc-
zyk, who served as lead author of the 
study.

To perform the analysis, investiga-
tors looked at 2016 data from the 
National Immunization Survey-Teen 
(NIS-Teen), which monitors vaccina-
tion coverage among adolescents 13-
17 years of age. Survey participants are 

the parents or guardians of teens in the 
selected age set, who provide informa-
tion about their children’s sociodemo-
graphic characteristics and vaccination 
providers.

According to the analysis, al-
though 43.4% of teens ages 13-17 
were completely vaccinated against 
HPV, just 15.8% of adolescents had 
received all of the recommended doses 
of the vaccine by their 13th birthday. 
About 34.8% of teens had received full 
vaccination by their 15th birthday.1 
Adolescent females were more likely 
than adolescent males to be up to date 
on the vaccine by the specified cutoff 
ages (20.1% vs. 11.6%, respectively, 
for vaccine completion before 13 years 
of age; 41.6% vs. 28.3%, respectively, 
for vaccine completion before 15 years 
of age).1

In a 2017 study conducted by 
the Centers for Disease Control 
and Prevention (CDC), which also 
looked at 2016 NIS-Teen data, re-
searchers found that 43.4% of teens 
ages 13-17 were up to date with the 
recommended HPV vaccination 
series (49.5% for females; 37.5% for 
males).2

Early Vaccination Is Key

Why is it important that HPV 
vaccination begin so early? Public 
health officials say receiving the vac-
cine on time protects preteens long 
before they are ever exposed to the 
virus.

By not receiving the vaccine on 
time, more young Americans are 
at risk for cancers associated with 
HPV infection. The current national 
Healthy People 2020 goal for HPV 
vaccination in the United States is 
80%. Data indicate that failure to 
reach that goal could result in more 
than 50,000 future cervical cancer 
cases for the current population of girls 
12 years of age and younger.3 

Much hinges on clinicians’ recom-
mendation practices when it comes to 
HPV vaccination.4 Research indi-
cates that most teens who receive a 
provider’s recommendation for HPV 
vaccination receive the immunization.5 
However, not all providers are deliver-
ing the message. Reports from parents 
indicate that about half of eligible 
teens receive such vaccine recommen-
dations.5 About one-third of physi-
cians recommend HPV vaccination for 
most of their patients who are 11-12 
years of age.6

According to the CDC, 33,700 
women and men are diagnosed every 
year in the United States with a cancer 
caused by HPV infection. The CDC 
estimates that HPV vaccination could 
prevent more than 90% of these can-
cer cases (31,200) from ever develop-
ing. In general, HPV is thought to be 
responsible for more than 90% of anal 
and cervical cancers, about 70% of 
vaginal and vulvar cancers, and more 
than 60% of penile cancers. Tradition-

EXECUTIVE SUMMARY

According to a new study, only about 16% of U.S. adolescents have received 

the complete vaccination against human papillomavirus (HPV) by the time 

they turn 13 years of age, despite national recommendations for vaccination at 

ages 11-12.

• The analysis indicates that while about 43.4% of teens ages 13-17 received 

complete vaccination against HPV, just 15.8% of adolescents had received all 

recommended doses of the vaccine by their 13th birthday. Data show that 

about 34.8% of teens had received full vaccination by their 15th birthday.

• About 33,700 women and men are diagnosed every year in the United States 

with a cancer caused by HPV infection. Vaccination against HPV could prevent 

more than 90% of these cancer cases from ever developing, data indicate.
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ally, oropharyngeal cancers have been 
caused by tobacco and alcohol use, but 
recent studies indicate that about 70% 
of oropharynx cancers may be linked 
to HPV.

Information from the CDC 
indicates that cancers of the back of 
the throat (oropharyngeal cancer) 
have surpassed cervical cancer as the 
most common type of cancer caused 
by HPV. Unlike cervical cancer in 
women, there are no recommended 
screening tests for the other types of 
cancers caused by HPV, so they may 
not be found until they cause health 
problems.7 

Video May Aid in Effort

Just-published research indicates 
that patient-centered education strate-
gies delivered in the provider’s office 
could lead to more people choosing 
HPV vaccination.8 The research was 
conducted by scientists from Regen-
strief Institute, Indiana University 
School of Medicine and Indiana Uni-
versity Richard M. Fairbanks School of 
Public Health at Indiana University-
Purdue University Indianapolis.

To conduct the study, the research 
team developed a video detailing the 
risks and benefits of the HPV vac-
cine. Parents of children who had 
not received the HPV vaccine or had 
not completed the vaccine series were 
shown the video while they waited 
in the examination room of a pediat-
ric clinic during a routine visit. The 
researchers used electronic health 
records, as well as the state’s immu-
nization registry system, to identify 
patients eligible for the study. A total 
of 1,596 eligible adolescents ages 11-
17 were included in the trial; one-third 
visited a clinic where the video was 
available. The analysis indicates that 
the proportion of adolescents in whom 
a change in vaccine status was observed 

was greater among those who attended 
an intervention clinic (64.8%) com-
pared to those who visited the control 
clinic (50.1%; odds ratio, 1.82; 95% 
confidence interval [CI], 1.47-2.25; P 
< 0.001). Among adolescents whose 
parents watched the video, there was a 
three times greater odds of receiving a 
dose of the HPV vaccine (78.0%; odds 
ratio, 3.07; 95% CI, 1.47-6.42; P = 
0.003).8

“These results are very promis-
ing for those concerned with public 
health,” notes primary author Brian 

Dixon, PhD, director of public health 
informatics at Regenstrief and associ-
ate professor at Indiana University. 
“If we can educate patients/caregivers 
at the doctor’s office, where they can 
take immediate action for their health, 
we can ensure more eligible patients 
receive the HPV vaccine, potentially 
saving lives as well as healthcare dollars 
spent on treating disease.”  
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Researchers Investigate Microneedle Skin Patch 
Technology for Contraception Delivery

Researchers are studying 
microneedle skin patch 

technology for providing a long-
acting contraceptive that can be self-
administered by women. Scientists 
are working with researchers at the 
Georgia Institute of Technology and 
the University of Michigan to develop 
patches with microneedles that 
deliver a hormonal contraceptive. The 
patches under study use technology 
originally developed to administer 
vaccines.

In animal testing, researchers found 
that an experimental contraceptive 
patch using microneedles provided a 
contraceptive hormone at a therapeu-
tic level for more than a month after 
one application to the skin.1 

There is great interest in provid-
ing more long-acting contraceptive 
options, notes Mark Prausnitz, PhD, 
Regents Professor in the School of 
Chemical and Biomolecular Engi-
neering at the Georgia Institute of 
Technology.

“Our goal is for women to be able 
to self-administer long-acting contra-
ceptives with the microneedle patch 
that would be applied to the skin for 
five seconds just once a month,” said 

Prausnitz, the study’s corresponding 
author, in a press statement.

The microneedle patch deliv-
ery platform represents an exciting 
advancement in women’s health, says 
Gregory Kopf, PhD director of R&D 
Contraceptive Technology Innovation 
at FHI 360.

“This self-administered long-acting 
contraceptive will afford women dis-
creet and convenient control over their 
fertility, leading to a positive impact 
on public health by reducing both un-
wanted and unintended pregnancies,” 
said Kopf in a press statement.

Technology Holds 

Promise

Delivery of the drug involves 
hundreds of microneedles attached 
to a patch that is roughly the size 
of a coin. Each needle is about one 
millimeter in length. The patch is 
applied briefly to the skin; shifting 
the patch to one side applies a force 
that breaks off the microneedles into 
the skin. The patch backing then 
can be discarded. The microscopic 
needles stay under the skin’s surface, 

where the medication releases slowly 
over time.

Georgia Tech researchers, led by 
postdoctoral research scholar Wei 
Li, developed a technique that al-
lows the microneedles to break off 
from the backing material. Tiny air 
bubbles molded into the tops of the 
microneedles create a weakness in the 
structure that allows the needles to 
release easily.

The microneedles are made from 
biodegradable polymers that are com-
monly used in resorbable sutures, 
notes Steven Schwendeman, PhD, 
Ara Paul Professor and chair of the 
Department of Pharmaceutical Sci-
ences at the University of Michigan. 
Schwendeman is a collaborator on the 
current project.

“We select polymer materials to 
meet specific design objectives such 
as microneedle strength, biocompat-
ibility, biodegradation and drug release 
time, and formulation stability,” said 
Schwendeman in a press statement. 
“Our team then processes the poly-
mer into microneedles by dissolving 
the polymer and drug in an organic 
solvent, molding the shape, and then 
drying off the solvent to create the 
microneedles.”

Time to Test in Human 
Studies

In developing the contraceptive 
patch, researchers looked at previ-
ous work that involved microneedle 
patches designed for vaccine admin-
istration. The findings from a Phase I 
clinical trial of influenza vaccine that 
used dissolving microneedles indicated 
that the microneedle patches could be 
used to administer the vaccine safely. 

EXECUTIVE SUMMARY

Researchers are studying microneedle skin patch technology for providing a 

long-acting contraceptive method that can be self-administered.

• Delivery of the drug involves hundreds of microneedles, each less than a 

millimeter in length, attached to a small patch about the size of a coin. The 

patch is applied briefly to the skin. Shifting the patch to one side causes 

the microneedles to break off into the skin; the patch backing then can be 

discarded. The microscopic needles stay under the skin’s surface, where the 

medication releases slowly over time.

• Researchers plan to study the use of levonorgestrel as the contraceptive 

agent in the patch.
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The microneedles are so small that 
they only enter the upper skin layers, 
and patients do not perceive them as 
painful, findings suggest.2

Scientists do not know yet how the 
contraceptive patches using microneedles 
will work in humans, Prausnitz notes. 
Since researchers plan to work with the 
contraceptive hormone levonorgestrel, 
they believe that the patch will offer ef-
fective contraception, says Prausnitz.

“We also expect that possible skin 
irritation at the site of patch applica-
tion will be minimal, but these expec-
tations need to be verified in clinical 
trials,” he states.

The contraceptive patches that were 
tested on animal models contained 
100 microneedles, but researchers 
believe larger patches will be needed 
to provide an adequate dose of levo-
norgestrel for humans. The researchers 
are interested in developing a patch 
for application once every six months. 
By creating a six-month patch, the 
number of healthcare interventions 
could be minimized, which is use-
ful in countries where people have 
limited healthcare access. However, the 
amount of drug that can be incor-
porated into a microneedle patch is 
limited, says Prausnitz.  
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FDA Approves New Test for Mycoplasma 
genitalium

The Food and Drug Administration 
(FDA) has approved the first 

test to help with the diagnosis of 
Mycoplasma genitalium, a sexually 
transmitted infection (STI). The 
infection is associated with non-
gonococcal urethritis in men, as well 
as cervicitis and pelvic inflammatory 
disease in women. In 2015, the 
Centers for Disease Control and 
Prevention (CDC) listed M. genitalium 
as a public health threat.

Research findings indicate that the 
ribosomal ribonucleic acid-based M. 
genitalium assay demonstrated greater 
sensitivity than lab-developed or CE-
marked DNA-based tests.1,2 The test 

can be performed using urine, ure-
thral, penile meatal, endocervical, or 
vaginal swab samples.

In the past, M. genitalium has been 
difficult to diagnose, says Scott Got-
tlieb, MD, FDA commissioner. With 
more reliable detection of the infec-
tion, providers may be able to tailor 
treatment better and use medications 
that are most likely to be effective, he 
notes.

“In cases where M. genitalium is de-
tected, doctors can consider forgoing 
use of antibiotics that are known to be 
ineffective against M. genitalium and 
choose a treatment more likely to be 
appropriate,” said Gottlieb in a press 

statement. “Having accurate and reli-
able tests to identify the specific bacte-
ria that’s causing an infection can assist 
doctors in choosing the right treat-
ment for the right infection, which 
can reduce overuse of antibiotics and 
help in the fight against antimicrobial 
resistance.” 

Understand the Infection

First identified in 1980, M. genita-
lium is a bacterium that can infect the 
reproductive tract and is transmitted 
through sexual contact. Unlike most 
other bacteria, it is difficult to grow 
in culture, taking about six months to 
develop. Researchers were hampered 
in studying the epidemiology of M. 
genitalium infections until polymerase 
chain reaction tests were developed in 
the early 1990s. The bacteria’s genetic 
makeup leads to the development of 
antibiotic resistance; resistance rates are 
high, making treatment a challenge.

“Although M. genitalium is typi-
cally more common than gonorrhea, 
there is very little public awareness of 

EXECUTIVE SUMMARY

The Food and Drug Administration has approved the first test to help with the 

diagnosis of Mycoplasma genitalium, a sexually transmitted infection.

• In 2015, the infection was listed as a public health threat by the Centers for 

Disease Control and Prevention.

• Mycoplasma genitalium causes urethritis in men and is associated with 

cervicitis, pelvic inflammatory disease, preterm birth, and spontaneous 

abortion in women.
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this rising sexually transmitted infec-
tion, which can cause serious and po-
tentially devastating health problems,” 
said Damon Getman, PhD, senior 
principal research scientist and direc-
tor of research at Hologic, in a press 
statement.

The STI causes urethritis in men 
and is associated with cervicitis, pelvic 
inflammatory disease, preterm birth, 
and spontaneous abortion in women. 
According to the CDC’s 2015 guide-
lines, M. genitalium is responsible for 
approximately 15-20% of nongono-
coccal urethritis cases, 20-25% of non-
chlamydial nongonococcal urethritis 
cases, and approximately 30% of cases 
of persistent or recurrent urethritis.3 In 
most settings, M. genitalium is more 
common than N. gonorrhoeae but less 
common than C. trachomatis.

Research indicates that a single 
1-gram dose of azithromycin is 
significantly more effective than 
doxycycline against M. genitalium.3 
However, resistance to azithromycin 
is increasing; the median cure rate 
for men and women is approximately 
85%, but it was only 40% in the 
most recent trial.4 Cure rates for 
moxifloxacin range from 70-100%. 
Fluoroquinolones other than moxi-
floxacin are not recommended for the 
treatment of M. genitalium, accord-
ing to the CDC. Recent research 
indicates treatment failure rates after 

treatment with azithromycin have 
increased because of the emergence 
of worldwide macrolide antimicrobial 
resistance in M. genitalium.5 

Symptoms May Not Be 

Present

Detecting the presence of infection 
can be a challenge; about 40-75% of 
women and 70% of men are asymp-
tomatic.6 Women may present with 
increased or altered vaginal discharge; 
urethritis that is acute, persistent, 
and recurrent; dysuria or urgency; 
occasional intermenstrual bleeding 
or post-coital bleeding; cervicitis; or 
lower abdominal pain. Men may have 
such symptoms as urethritis, dysuria, 
urethral discharge, and proctitis.6

Additional research is needed to 
identify new antibiotic targets, deter-
mine potential vaccine targets, and un-
derstand the lifecycle of M. genitalium 
in reproductive tract tissues.7  
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Trial Underway for Vaginal Ring Device Designed 
for HIV Prevention

R esearchers are evaluating a 
vaginal ring designed to protect 

women against both HIV and herpes 
simplex virus type 2 (HSV-2) in 
a Phase I study. The trial is being 
conducted by researchers from the 
National Institutes of Health-funded 

Microbicide Trials Network (MTN) at 
three U.S. sites in Alabama, California, 
and Pennsylvania.

Each flexible polymer ring contains 
1.4 g of tenofovir, an anti-HIV drug. 
The ring is designed to release an ap-
proximate 10-mg daily dose. The trial 

will be analyzing the safety of three 
months of continuous use.

To conduct the MTN-038 study, 
scientists plan to enroll about 50 
healthy, HIV-negative participants 
who will be assigned to using either the 
tenofovir vaginal ring or a placebo ring 
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for 90 consecutive days, including dur-
ing menstrual periods. Investigators will 
conduct medical and laboratory tests 
to determine the safety of the ring. Par-
ticipants will be questioned about ring 
use, what they liked or disliked about 
it, and whether ring use interfered with 
sex. Results are projected to be available 
sometime in mid-2020.

Arlington, VA-based research 
group CONRAD is providing both 
the active tenofovir ring and placebo 
ring products for the study, as well as 
providing advisory information for 
the trial. Funding supporters include 
the U.S. Agency for International 
Development/U.S. President’s Emer-
gency Plan for AIDS Relief.

“In order to increase uptake and 
adherence, women need combination 
HIV/HSV prevention products that 
fit into their lifestyles,” says Gustavo 
Doncel, MD, PhD, CONRAD’s 
scientific and executive director. “We 
believe the 90-day tenofovir vaginal 
ring formulation will be much easier 
and more convenient to use than its 
vaginal gel counterpart, and hope that 
through continued clinical develop-
ment, it becomes a new effective and 
safe option for women.”

The International Partnership for 
Microbicides is seeking U.S. and global 
regulatory approval of a 25-mg dapi-
virine vaginal ring. If it is approved, 

the monthly dapivirine ring would 
be the first biomedical HIV preven-
tion method developed specifically for 
women. (Contraceptive Technology 
Update reported on the dapivirine ring; 
see the January 2019 article, “Researchers 
Release Initial Results on Developmental 
Vaginal Ring,” https://bit.ly/2RXzuGs.)

Moving Science Forward

The MTN-038 trial is one of two 
studies evaluating 90-day use of the 
tenofovir ring. Earlier studies looked at 
rings worn by women for an average of 
15 days. No safety concerns were ob-
served during these initial studies, with 
results indicating the ring could deliver 
enough of the drug to be protective 
against both HIV and HSV-2.1 

CONRAD developed the 90-day 
tenofovir ring in collaboration with 
the University of Utah and North-
western University. It also developed 
a combination tenofovir/levonorg-
estrel ring designed to protect against 
unintended pregnancy, HIV, and HSV. 
Both products are being evaluated by 
CONRAD and partners, including 
the Centers for Disease Control and 
Prevention, in an expanded safety and 
acceptability study based in Kenya. 
CONRAD holds a license from Gilead 
Sciences Inc. to develop tenofovir-
based products for women.

Evaluating Tenofovir’s 

Promise

Researchers hope the tenofovir ring 
will be acceptable for use for HIV pre-
vention. A vaginal gel, also developed 
by CONRAD, underwent extensive 
testing, with large-scale trials conduct-
ed in Africa. Although the gel product 
was found to be safe, not all women 
were receptive to using it.2

No product can be effective if it 
is not used consistently, which was 
a challenge for women in previous 
studies, says MTN Principal Investiga-
tor Sharon Hillier, PhD, professor 
and vice chair of the Department of 
Obstetrics, Gynecology and Repro-
ductive Sciences at the University of 
Pittsburgh School of Medicine and 
Magee-Womens Research Institute.

“Women need a range of options 
that will work within the context of 
their lives — products that they can 
and are willing to use,” said Hillier in 
a press statement. “Many women, we 
have learned, say that a longer-acting 
product, like a vaginal ring, would be 
an attractive option.”

Scientists are looking forward to 
further testing the ability of tenofo-
vir to protect against HSV-2. Such 
preventive action was detected during 
testing of vaginal gel in HIV preven-
tion trials. 

“A product that offers protection 
against both HIV and HSV-2 could 
have an important public health 
impact, but first we need to establish 
that the tenofovir vaginal ring is safe 
and acceptable when used for 90 
days,” says Albert Liu, MD, MTN-
038 protocol chair and study director 
of clinical research at the Bridge HIV 
Clinical Research Site, San Francisco 
Department of Public Health, one of 
the three sites conducting the study. 
“We hope to answer these and other 
key questions in the MTN-038 study 

EXECUTIVE SUMMARY

Researchers are evaluating a vaginal ring designed to protect women against 

both HIV and herpes simplex virus type 2 in a Phase I study. The trial is being 

conducted by researchers from the National Institutes of Health-funded 

Microbicide Trials Network at three U.S. sites in Alabama, California, and 

Pennsylvania.

• Each flexible polymer ring contains 1.4 g of tenofovir, an anti-HIV drug. The 

ring is designed to release an approximate 10-mg daily dose. The trial will be 

analyzing the safety of three months of continuous use.

• Researchers hope the tenofovir ring will be acceptable for use for HIV 

prevention. While a similar tenofovir gel product was found to be safe, not all 

women were receptive to using it.

https://bit.ly/2RXzuGs
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so that later-phase effectiveness stud-
ies might follow.”  
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State Policymakers Work Toward and Against  
a Post-Roe Country
Adam Sonfield
Senior Policy Manager
Guttmacher Institute
Washington, DC

A s of mid-February 2019, the 
federal government was grinding 

its gears slowly, with the executive 
branch still recovering after a record-
long partial government shutdown 
and Congress scrambling to prevent 
another shutdown. Numerous attacks 
on sexual and reproductive health 
and rights were looming, including 
the expected imminent release of final 
regulations imposing a “domestic gag 
rule” on the Title X national family 
planning program. 

Instead, for this month’s column, 
we will focus on policymaking at the 
state level. In 2018, for the first time 
in recent memory, the number of 
enacted state policies promoting sexual 
and reproductive health and rights 
outpaced the number of new restric-
tions. According to an analysis by my 
Guttmacher Institute colleagues, 29 
states and the District of Columbia 
enacted 80 measures in 2018 that 
expanded access to abortion, con-
traception, testing and treatment for 
sexually transmitted infections (STIs), 
reproductive healthcare for minors, 
infertility coverage, and comprehensive 
sex education.1 

For example, six states and DC 
reinforced or expanded their require-
ments regarding insurance coverage of 

contraception. New Jersey and Utah 
sought federal permission to expand 
Medicaid eligibility for family plan-
ning services to individuals otherwise 
ineligible for the program. On the 
abortion front, Massachusetts repealed 
two long-standing abortion restric-
tions, and Washington state expanded 
insurance coverage for reproductive 
healthcare, including a requirement 
that plans cover abortion if they also 
cover maternity care. 

By contrast, 15 states adopted 
23 new restrictions on abortion and 
four restrictions on family planning 
providers in 2018. This constituted the 
fewest new abortion restrictions in at 
least a decade. New abortion restric-
tions included an Iowa law banning 
abortion at six weeks after the patient’s 
last menstrual period (LMP), and laws 
in Louisiana and Mississippi ban-
ning abortion at 15 weeks after LMP. 
Because of court challenges, none of 
those laws are in effect. 

Despite the overall trends for 
2018, states have passed more than 
400 abortion restrictions in just the 
past eight years. As of January 2019, 
21 states can be considered hostile 
to abortion rights, while only four 
states can be considered supportive, 
according to a separate Guttmacher 
analysis that looked at six categories 
of restrictions and six categories of 
supportive policies.2 Only four states 
had passed enough restrictions to be 

considered hostile by these standards 
in 2000.

Enter Justice Kavanaugh

With the appointment of Brett 
Kavanaugh to the U.S. Supreme 
Court in October 2018, state policy-
makers have turned their focus to Roe 
v. Wade. Even before then, in antici-
pation of a conservative shift in the 
Supreme Court, anti-abortion policy-
makers have been enacting measures 
clearly intended to challenge Roe by 
banning abortion at early stages in 
pregnancy or policing the reasons 
patients seek abortion care. Just one 
month after Justice Kavanaugh’s ap-
pointment, voters in Alabama and 
West Virginia approved state consti-
tutional amendments that could lead 
to outright bans on abortion if Roe is 
undermined or overturned.

Those attempts have continued 
in 2019, as new abortion restrictions 
cleared a legislative chamber in Ken-
tucky, North Dakota, and Wyoming 
by the end of January.3 And those chal-
lenges have continued in the courts as 
well: On Feb. 7, the Supreme Court 
narrowly put off a potential challenge 
to its abortion rights precedents. In a 
5-4 decision, it temporarily blocked 
a Louisiana restriction that is nearly 
identical to one in Texas that the 
Court struck down in 2016.4 If al-
lowed to go into effect, that law could 
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have left the state with just a single 
abortion provider. That case, and many 
others on abortion, still may come 
before the Court for a full hearing later 
in 2019 or beyond.

Meanwhile, lawmakers support-
ive of abortion rights are looking for 
opportunities to protect and expand 
those rights. Potential approaches that 
states have explored in recent years 
include constitutional or statutory 
provisions affirming and protecting the 
basic right to abortion; laws expand-
ing Medicaid and private insurance 
coverage of abortion; and policies to 
expand the pool of abortion providers, 
such as by allowing advanced practice 
clinicians to provide first-trimester 
abortion.5 

Notably, on the anniversary of 
the Roe decision in January 2019, 
New York enacted its Reproductive 
Health Act, repealing its unconsti-
tutional and unenforceable pre-Roe 
laws.6 The new law codifies the right 
to abortion, as currently interpreted 
by the U.S. Supreme Court, allowing 
for abortion through fetal viability 
for any reason and allowing for abor-
tion after fetal viability when the life 
or health of the woman is at risk. It 
also moves abortion out of the state’s 
penal code and into its public health 
code, which will prevent women 
from being prosecuted for abortion, 
and it allows advanced practice clini-
cians to offer abortion care. Predict-
ably, anti-abortion activists and 
policymakers, including President 
Trump, vilified the new law as pro-

moting infanticide, highlighting the 
challenges facing those supportive of 
abortion rights.7  
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Disease Control and Prevention, 
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c. 33,700

d. 42,600

3. Which of the following is a 

symptom of Mycoplasma 

genitalium?

a. Change in bowel habits

b. Anal fissure

c. Dysuria or urgency

d. Pronounced skin rash

 
4. What is the antiretroviral drug 

in the vaginal ring developed by 

the International Partnership for 

Microbicides now seeking U.S. 

and global regulatory approval?

a. Dapivirine
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c. Stavudine

d. Didanosine
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