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Advanced Research Underway  
on Potential Copper IUD
Flexible frame copper IUD viewed as possible LARC option

Women in the United 
States who prefer to use a 
nonhormonal, long-acting, 

reversible contraceptive (LARC) 
currently have a single option — the 
copper T380A intrauterine device 
(IUD). The copper IUD is a popular 
choice for many women, with global 
statistics indicating the device is used by 
more than 200 million women.1

Patient enrollment has begun in 
the United States for Phase III trials of 
the VeraCept IUD, a new copper IUD 
with a flexible frame. This IUD’s design 
accommodates the uterine contour and 
features a lower total load of copper to 
improve comfort and reduce bleeding. 
The frame is made of nitinol, an alloy of 
nickel and titanium.

During insertion, the device is placed 
just inside the internal cervical os and 
bilaterally at the tubal ostea. The device 
measures 30 mm by 32 mm. By compari-
son, the copper T380 measures 32 mm 
horizontally and 36 mm vertically.2 
The VeraCept has 175 mm2 of copper 

surface area, which is less than the  
380 mm2 surface area of the T380A.

The T380A IUD has a typical use 
failure rate of 0.8 per 100 women.3 By 
comparison, the two 52-mg levonorg-
estrel IUDs have typical use failure rates 
of 0.1 per 100 women.3

A Phase II trial of the VeraCept device 
involved 286 women at 12 U.S. centers 
with 4,263 cycles evaluated for pregnan-
cy. About 60% of the women enrolled 
were nulliparous. Over 24 months of ob-
servation, one pregnancy occurred (Pearl 
Index 0.30; 95% confidence interval, 
0.01-1.70). Placement was successful in 
283 women, with a reported mean pain 
score of 1.44 at insertion. At one year, 
177 women elected to continue using 
the device, with 135 of them (76.2%) 
continuing use until 24 months. About 
15% of women stopped using the device 
early because of adverse events.4 

The current Phase III trial is designed 
as a prospective, multi-center, single-arm, 
open-label clinical study to three years, 
with possible extension up to five years. 
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Women who are post-menarcheal and 
pre-menopausal up to age 45, who are 
at risk for pregnancy, and who desire 
a long-term intrauterine contraceptive 
for birth control are eligible for the 
study. The study’s estimated comple-
tion date is in 2024.

Review the Current 

Option

The copper-containing IUD that 
is currently available was introduced 
in the United States in 1988. It is 
an extremely effective form of birth 
control, with a failure rate of 0.3% to 
0.6%.5 The device features a copper 
surface area of 380 mm2. Each arm of 
the device has a solid copper sleeve, 
with copper wire wrapped around the 
36-mm vertical stem. A monofilament 
polyethylene thread is tied through 
the base to create two 10.5-cm long, 
white tailstrings for device detection 
and removal. The device is designed 
for use by women whose uterine cavi-
ties sound to a depth of 6-9 cm.5

Most medical conditions do not 
create restrictions for copper IUD 
use, according to the U.S. Medical 
Eligibility Criteria for Contraceptive 
Use.6 Because the copper IUD is a 
nonhormonal contraception method, 
it can be used by women with medical 
contraindications to progestogens, 
such as women with hepatic dysfunc-
tion progestin-sensitive tumors, as 
well as those who prefer to avoid us-
ing synthetic hormones.5 The category 
4 conditions (conditions that repre-
sent an unacceptable health risk if the 
method is used) for IUD placement 
include pregnancy, cervical/uterine/
pelvic infection or cancer (cervical 
or endometrial), distorted uterine 
cavities, and undiagnosed abnormal 
uterine bleeding.5

Many women choose to con-
tinue using the copper IUD. In the 

CHOICE study of contraceptive 
methods, researchers found that 
among copper IUD users, 23%, 
35.8%, and 44.1% had stopped using 
the device at 24 months, 48 months, 
and 60 months, respectively.7 In inter-
national studies, one-quarter to one-
third of women used the device for 
10 years.8 Although the copper IUD 
is approved by the Food and Drug 
Administration for up to 10 years of 
use, many family planning organiza-
tions routinely allow use of the device 
for 12 years before recommending 
removal. Results from a small study 
indicate that the copper IUD could 
provide contraception effectively for 
20 years.9

The copper IUD is the most effec-
tive method of emergency contracep-
tion, with a 0.1% risk of pregnancy. 
It provides ongoing contraception, 
regardless of the point during the 
menstrual cycle when it is inserted or 
the number of days since unprotected 
intercourse.6

 

Dealing With Side 

Effects

Typically, copper IUDs do not 
cause a change in menstrual frequen-
cy, but currently available products 
can increase menstrual flow and 
cramping abdominal pain. Research 
indicates about 10% to 13% of 
users will have the IUD removed 
because of bleeding during the first 
year of use.10 With the potential for 
increased bleeding and cramping as-
sociated with copper IUDs, develop-
ers of the new IUD hope it will offer 
improvement.

In a randomized, subject-blinded 
comparison of the VeraCept IUD and 
the copper T380, data indicate use of 
the VeraCept device resulted in less 
pain at insertion, fewer device expul-
sions, and increased total continu-

http://www.AHCMedia.com
mailto:Groups%40AHCMedia.com?subject=
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ation compared to the T380, with a 
similar level of contraceptive efficacy.11

How can clinicians help patients cope 
with bleeding? Randomized controlled 
trials indicate that the use of nonsteroidal 
anti-inflammatory drugs reduces heavy 
or prolonged menstrual bleeding from 
copper IUDs. Antifibrinolytic agents 
also may reduce bleeding.12,13 Treatment 
can ease distress and improve continu-
ation rates, as well as prevent iron defi-
ciency in women who use IUDs.  
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EXECUTIVE SUMMARY

Patient enrollment has begun in the United States for Phase III trials of a 

new copper intrauterine device (IUD) with a flexible frame. The IUD’s design 

accommodates the uterine contour and features a lower total load of copper 

to improve comfort and reduce bleeding. The frame is made of nitinol, an alloy 

of nickel and titanium.

• The Phase III trial is designed as a prospective, multi-center, single-arm, open-

label clinical study to three years, with possible extension up to five years.

• Women in the United States who prefer to use a nonhormonal, long-acting, 

reversible contraceptive currently have a single option — the copper T380A 

IUD. 

Reproductive Health Advocates Push Back 
Against Proposed Title X Plans

Proposed changes to the federal 
regulations governing the Title 

X Family Planning program have 
mobilized reproductive health advocates 
to fight in court against the move.

On March 4, the Trump administra-
tion published a final regulation that is 

a new version of the Reagan adminis-
tration’s “domestic gag rule.” With the 
rule’s publication in the Federal Register, 
a 60-day clock is ticking until provi-
sions of the rule start going into effect.

If implemented, the regulation 
will bar abortion referral, undermine 

patients’ rights to comprehensive 
counseling about pregnancy options, 
and exclude from Title X organizations 
that provide abortion using non-feder-
al funds. In addition, the rule also will 
change the services and providers that 
could receive support through Title X 

https://bit.ly/21QJ8Zx
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in ways that would shift the program 
away from its mission of providing 
high-quality and comprehensive family 
planning. (Read an analysis of the regu-
lation: See the August 2018 Washington 
Watch column, “Trump Administration 
Revives Title X ‘Domestic Gag Rule,’” 
available at: https://bit.ly/2O2zJQh.)

“In every way, this rule attempts 
to shred the integrity of an evidence-
based program with a nearly 50-year 
track record of public health success,” 
says Clare Coleman, president and 
chief executive officer of the National 
Family Planning & Reproductive 
Health Association. “The Trump ad-
ministration’s rule not only contradicts 
medical ethics and healthcare qual-
ity standards, it defies widely shared, 
fundamental American values on the 
importance of confidentiality, dignity, 
and respect.”

Groups, including 23 states, 
several family planning organizations, 
and the American Medical Associa-
tion (AMA), have sued to block the 
new regulations from implementa-
tion based on statutory and consti-
tutional claims. The federal courts 
may consider the statutory claims and 
decide to block the regulations from 
going into effect until the cases can 

be heard. The courts will need to take 
action on the request for a stay before 
May 3, 2019.

If the regulation is enacted, physi-
cians would be prohibited from having 
open, frank conversations with their 
patients about all of their healthcare 
options, a situation termed “unten-
able” by AMA President Barbara 
McAneny, MD.

“The new rule imposes a govern-
ment gag rule on what information 
physicians can provide to their pa-
tients,” said McAneny in a statement. 
“The administration wants to allow 
Title X clinics not to provide full 
information to patients about all of 
their health care options and block 
physicians from providing appropriate 
referrals for care.”

Title X Funding Is Key  

to Family Planning

Since its enactment in 1970, Title 
X has served as the sole federal pro-
gram dedicated to supporting family 
planning care delivery.

The program serves more than 4 
million low-income, uninsured, and 
underserved patients and is admin-

istered by the federal Health and 
Human Services’ Office of Popula-
tion Affairs. In Fiscal Year 2018, the 
program had a funding level of $286.5 
million.1

In 2017, about 4,000 clinics across 
the country relied on Title X funding. 
These funds go to sites such as com-
munity health centers, state health 
departments, and Planned Parent-
hood centers, as well as to faith-based, 
school-based, and other nonprofit or-
ganizations. According to federal docu-
ments, in 2017 approximately 19% of 
revenue for family planning services 
for participating clinics involved Title 
X grants. These funds were used to pay 
for the direct costs of family planning 
services as well as to cover general op-
erating costs, such as rent, staff salaries, 
health information technology, and 
staff training.1

The current Title X network pro-
vides the backbone of needed services 
for many at-risk women. According 
to the Guttmacher Institute, in 2015, 
64% of U.S. counties had at least one 
family planning center supported by 
Title X. Ninety percent of women 
who needed publicly funded family 
planning care lived in those coun-
ties. Data indicate that in 21% of 
all counties, a Title X site was the 
only health center delivering publicly 
funded contraceptive care to at least 
10 women annually.2

“The Title X rule is designed to 
destroy our nation’s family planning 
provider network and deprive millions 
of poor and low-income people of 
access to the contraception and other 
preventive healthcare they need,” said 
Coleman.

Legal Action Mounts
 
The new regulation comes during a 

funding cycle for Title X grantees due 
to end March 31. Applications for new 

EXECUTIVE SUMMARY

On March 4, the Trump administration published a final regulation that is 

a new version of the Reagan administration’s “domestic gag rule.” With 

the rule’s publication in the Federal Register, a 60-day clock is ticking until 

provisions of the rule start going into effect.

• If implemented, the regulation will bar abortion referral, undermine patients’ 

rights to receive comprehensive counseling about pregnancy options, and 

exclude organizations from Title X if they provide abortion using non-federal 

funds. The rule also will change the services and providers that could receive 

support through Title X in ways that would shift the program away from its 

mission of providing high-quality and comprehensive family planning.

• Groups, including 23 states, several family planning organizations, and the 

American Medical Association, have sued to block the new regulations from 

implementation.

https://bit.ly/2O2zJQh
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grants have already been submitted and 
were expected to begin April 1, 2019, 
under the previous regulations. Those 
applicants selected for funding will need 
to choose between complying with the 
new regulations or withdrawing from 
the Title X program.

The new requirements are exten-
sive, calling for entities supported by 
Title X to be separate both physically 
and financially from any entity that 
provides abortion using non-federal 
funds. That separation would include 
separate physical spaces, accounting 
records, patient health records, staff, 
phone numbers, email addresses, sig-
nage, and more.

Title X plays a “vital role” in the 
fabric of America’s family planning 
safety net, reads a statement issued by 
the American College of Obstetricians 
and Gynecologists and 18 other pro-

fessional reproductive health societies.
“The final regulation is the latest 

of numerous recent decisions — from 
rolling back insurance coverage for 
contraceptives to attempting to elimi-
nate funding for evidence-based teen 
pregnancy prevention programs — 
that unravel the threads of this safety 
net,” the statement reads. “Together, 
these decisions compound, leaving 
women and families with increasingly 
fewer options for obtaining medically 
accurate, affordable, and timely access 
to contraception and preventive care.”

Robert Hatcher, MD, MPH, 
professor emeritus of gynecology 
and obstetrics at Emory Univer-
sity School of Medicine in Atlanta 
and chairman of the Contraceptive 
Technology Update Editorial Advisory 
Board, says, “Once again, efforts to 
decrease the delivery of contracep-

tives and abortion services will make 
the availability of contraception 
more difficult for less-advantaged 
women. But the needs of less-advan-
taged women are not really the con-
cern of the Trump administration. 
These proposed Title X plans are, in 
my opinion, a disgrace.”  

REFERENCES
1. Sobel L, Salganicoff A, Frederiksen B. 

New Title X regulations: Implications 

for women and family planning 

providers. Kaiser Issue Brief. March 

2019. Available at: https://bit.

ly/2Je72RB. Accessed March 21, 

2019.

2. Hasstedt K. What the Trump 

Administration’s final regulatory 

changes mean for Title X. Health 

Affairs Blog, March 5, 2019. 

doi:10.1377/hblog20190304.267855. 

HPV Immunizations Making Mark on Disease

In a multi-year analysis of cervical  
 precancers, data show declines in 

the incidence of cancers caused by 
human papillomavirus (HPV) strains 
16 and 18, which have been targeted 
by vaccination.1 The National Cancer 
Institute states that most cervical 
cancers are caused by HPV.2

Researchers affiliated with the Cen-
ters for Disease Control and Preven-
tion’s (CDC) Human Papillomavirus 
Vaccine Impact Monitoring Project 
analyzed more than 10,000 archived 
specimens. The specimens were col-
lected between 2008 and 2014 from 
reproductive-age women who had 
received a diagnosis of grade 2 or 3 
cervical intraepithelial neoplasia or ad-
enocarcinoma in situ (CIN2+). Inves-
tigators tested the samples for 37 HPV 
types. They then looked at the propor-
tion and estimated number of cases by 
HPV types over time.

The analysis indicates that the 
number of cases of CIN2+ dropped 

21%, from 2,344 in 2008 to 1,857 
in 2014. Researchers reported that 

the estimated number of cases at-
tributed to HPV types 16 and 18 
decreased from 1,235 in 2008 to 819 
cases in 2014.1

Among women who were vaccinat-
ed against HPV, data reflect that the 
proportion of CIN2+ cases that tested 
positive for HPV 16/18 fell from 
55.2% to 33.3%. In comparison, for 
unvaccinated women, the proportion 
of CIN2+ cases that tested positive for 
HPV 16/18 decreased from 51.0% to 
47.3%. Among women whose vaccina-
tion status was unknown, the propor-
tion declined from 53.7% to 45.8%. 
Researchers believe the decreases 
among unvaccinated women suggest 
herd protection.1

“This is clear evidence that the 
HPV vaccine is working to prevent 
cervical disease in young women 
in the United States,” says Nancy 
McClung, PhD, RN, an epidemic 

“THIS IS CLEAR 
EVIDENCE 
THAT THE 

HPV VACCINE 
IS WORKING 
TO PREVENT 

CERVICAL 
DISEASE IN 

YOUNG WOMEN 
IN THE UNITED 

STATES .”

https://bit.ly/2Je72RB
https://bit.ly/2Je72RB
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intelligence service officer at the 
CDC. “In the coming years, we 
should see even greater impact as 
more women are vaccinated during 
early adolescence and before expo-
sure to HPV.”

Vaccine Makes Impact

In the current study, researchers 
reported that almost every age group 
experienced decreases in the pro-
portion of CIN2+ cases that tested 
positive for HPV 16/18. However, no 
declines were found among women 
ages 35-39, the oldest age group. 
Researchers concluded that most of 
the women in this age group were not 
eligible to receive the HPV vaccine 
because of their age.

Although non-Hispanic whites 
and blacks experienced decreases 
in the proportion of precancers 
that were positive for HPV 16/18, 
Hispanic and Asian women did 
not. Although the women who were 
included in this study may have been 
less likely to be vaccinated against 
HPV, recent reports indicate robust 
uptake of the HPV vaccine among 
Hispanic and Asian teens, which 
should diminish racial and ethnic 
disparities.1

Keep Recommendations 

Coming

The CDC recommends that all 
boys and girls who are 11 or 12 years 
of age receive HPV vaccination. The 
vaccine series can be started as early 
as age 9. A catch-up vaccine is recom-
mended for males through age 21 
and for females through age 26. In 
addition, the HPV vaccine is recom-
mended for gay and bisexual men 
through age 26. The vaccine also is rec-
ommended for men and women who 
have compromised immune systems 
through age 26 if they did not receive 
the complete vaccination at a younger 
age.

In October 2018, the Food and 
Drug Administration approved the 
use of the nine-valent HPV vaccine in 
women and men ages 27 through 45. 
The Advisory Committee on Immu-
nization Practices is reviewing results 
from health economic analyses, as 
well as other data related to this policy 
question, with further discussion slated 
for its June 2019 meeting. 

How can healthcare providers help 
to increase the HPV vaccination rates? 
According to the CDC, the main 
reason parents choose to vaccinate 
their children is because a healthcare 

provider recommended the vaccine. 
Clinicians can strongly recommend 
the vaccination against HPV to par-
ents of children 11-12 years of age at 
the same time and in the same way 
that they recommend the meningococ-
cal and Tdap vaccines.

More than 60 global organizations, 
led by the International Papillomavirus 
Society, have joined together to reduce 
the burden of HPV-related cancer. The 
society recently observed March 4 as 
International HPV Awareness Day to 
bring attention to the importance of 
vaccination and screening.

Increasing awareness of the HPV 
virus and the steps people can take to 
reduce risk is “critical,” notes Marga-
ret Stanley, OBE FMedSci, president 
of the International Papillomavirus 
Society and emeritus professor of 
epithelial biology at the University of 
Cambridge. 

“By understanding the virus and 
by talking openly, we can remove 
the misunderstandings and stigma 
that often act as a barrier to ap-
propriate healthcare and put people 
at real risk,” said Stanley in a press 
statement.

Although policy and public at-
tention have focused on HPV’s role 
in cervical cancer, it is important to 
remember that in the United States, 
high-risk HPV types cause 3% of 
all cancers in women and 2% of all 
cancers in men, which together result 
in approximately 43,000 HPV-related 
cancers each year.2 In the United 
States, most oropharyngeal cancers 
(70%) are caused by HPV. The num-
ber of new cases is increasing each year, 
and oropharyngeal cancers are now the 
most common HPV-related cancer in 
the United States.2

“The virus is carried by men as 
well as women, and males are also 
at risk of HPV-related cancers,” 
notes Joel Palefsky, MD, profes-
sor of medicine at the University of 

EXECUTIVE SUMMARY

In a multi-year analysis of cervical precancers, data indicate that the incidence 

of cancers caused by human papillomavirus (HPV) types 16 and 18, which have 

been targeted by vaccination, has declined.

• Researchers analyzed more than 10,000 archived specimens that were 

collected between 2008 and 2014 from reproductive-age women who had 

received a diagnosis of grade 2 or 3 cervical intraepithelial neoplasia or 

adenocarcinoma in situ (CIN2+). Samples were tested for 37 HPV types, with 

investigators looking at the proportion and estimated number of cases by HPV 

types over time.

• The number of cases of CIN2+ dropped 21%, from 2,344 in 2008 to 1,857 in 

2014, data indicate. Researchers report the estimated number of cases attributed 

to HPV types 16 and 18 declined from 1,235 in 2008 to 819 cases in 2014.
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National Plan Aimed at Ending HIV  
in the United States

A national plan is aimed at 
ending the HIV epidemic in 

the United States. The plan entails 
four main strategies: diagnosing 
HIV as early as possible after 
infection, treating HIV rapidly 
and effectively to achieve sustained 
viral suppression, protecting people 
at risk for HIV using prevention 
approaches such as pre-exposure 
prophylaxis, and responding 
quickly to growing HIV clusters to 
stop new infections.

“After a decades-long struggle, 
the path to eliminate America’s HIV 
epidemic is clear,” says Eugene Mc-
Cray, MD, director of the Centers 
for Disease Control and Prevention 
(CDC) Division of HIV/AIDS Pre-
vention. “Expanding efforts across 
the country will close gaps, overcome 
threats, and turn around trouble-
some trends.”

Although the number of HIV 
infections in the United States has 
dropped by more than two-thirds since 
the height of the AIDS epidemic in 
the mid-1980s, new CDC research 
indicates that the estimated number of 
new infections has leveled off.1

For the report, researchers exam-
ined trends from 2010 to 2016. The 
report indicates that after five years of 
substantial decreases, the number of 
HIV infections began to level off in 
2013 at a rate of approximately 39,000 
infections per year.

Differences Among 

Groups

Data from the report indicate that 
although the number of infections re-
mained stable among gay and bisexual 

men, trends varied by race/ethnicity 
and age. Such trends are important in 
addressing the epidemic, since gay and 
bisexual men account for about 70% 
of new infections. 

The number of infections 
remained stable among black gay 
and bisexual men, yet it rose 30% 
among Latino gay and bisexual 

men. Infections among white gay 
and bisexual men decreased 16%, 
the data indicate.

By race/ethnicity and age, infec-
tions fell more than 30% among black 
gay and bisexual males 13 to 24 years 
of age, yet they remained stable among 
Latino gay and bisexual males in the 
same age group. The data suggest that 
infection rates rose about 65% among 
both black and Latino gay and bisexual 
males 25 to 34 years of age.

Among heterosexual populations, 
infections fell about 17% among both 
men and women combined. The num-
ber of infections for injection drug 
users decreased about 30%, but has 
stabilized in more recent years.1

Time to Use Proven 

Techniques

Why has the decline in the num-
ber of HIV infections plateaued? The 
CDC estimates that effective preven-
tion and treatment measures for HIV 
are not adequately reaching those who 
could benefit most from them. Those 
who live in rural areas and in the 
South are among those disproportion-
ately affected.  

Research indicates that intensified 
local HIV prevention efforts have proven 
effective already. Decreases in infections 
have occurred in urban areas, such as 
New York and Washington, DC, that 

California, San Francisco’s Depart-
ment of Infectious Diseases and 
advocacy chair for the International 
Papillomavirus Society. “Everyone 
is potentially affected by HPV — 
and everyone can do something to 
reduce the risks simply by sharing 

information and lifting the lid on 
HPV.”  
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have committed to ending new infec-
tions. From 2010 to 2016, infection 
rates dropped about 23% in New York 
and about 40% in Washington, DC.1

The new national program is de-
signed to increase the use of proven 
strategies quickly in the 48 counties that 
have the highest HIV burden, as well as 
in Washington, DC; San Juan, Puerto 
Rico; and seven states with a dispropor-
tionate rural HIV burden. The program’s 
goal is to reduce new HIV infections by 
90% over a 10-year period.

The CDC plans to work with other 
national agencies, local and state gov-
ernments, communities, and people 
with HIV to expand new prevention 
and treatment efforts in the targeted 
areas. It will establish HIV elimina-

tion teams in areas with a high burden 
of HIV infections, with experts in 
epidemiology, healthcare systems, and 
disease investigation who will work 
together with local stakeholders.

The CDC also will work with na-
tional, state, and local health agencies 
to increase the capacity to diagnose 
all HIV infections in the high-burden 
areas. By using new systems, the effort 
will help make HIV testing routine in 
clinical settings and more accessible in 
non-clinical settings. Support will be 
given to enact quick HIV treatment 
and develop systems for helping people 
with HIV stay in care. 

“We have an historic opportunity to 
improve the precision of prevention,” 
notes Jonathan Mermin, MD, MPH, 

director of the CDC’s National Center 
for HIV/AIDS, Viral Hepatitis, STD 
and TB Prevention. “This infusion of 
resources will finally relegate America’s 
HIV epidemic to the pages of history.”

The CDC recommends at least 
annual testing for people at high risk 
for HIV, which includes men who 
have sex with men and injection drug 
users. It is estimated that in 2015, 
about 15% of persons in the United 
States living with HIV were unaware 
of their infection. However, this same 
population accounted for about 40% 
of annual HIV transmissions.2,3  
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Test in Development to Detect Preterm Birth

Almost 10% of births are preterm  
 and occur before 37 weeks’ 

gestation. Scientists at Brigham and 
Women’s Hospital have published 
early results of an investigative blood 
test designed to predict which women 
may be at increased risk and which 
ones may be at lower-than-average risk 
for spontaneous preterm delivery.1

The scientists have identified five 
circulating microparticle proteins 
in blood samples taken in the first 
trimester of pregnancy that may give 

clues about the risk of spontaneous 
preterm birth.2 Secreted by cells, the 
circulating microparticles contain 
RNAs, proteins, and other molecules 
that one cell can transmit to another. 
Although this type of communica-
tion between cells has been examined 
primarily in cancer research, Brigham 
and Women’s Hospital scientists now 
are studying its mechanism in pla-
cental implantation. Because proteins 
found in circulating microparticles 
can be detected in patients’ blood 

samples, researchers say they may 
represent a promising biomarker. 

For the current paper, the team 
examined blood samples that were col-
lected near the end of the first trimes-
ter of pregnancy. The samples came 
from three biobanks in Seattle, Boston, 
and Pittsburgh. Investigators com-
pared samples taken from 87 women 
who delivered at or before 35 weeks 
to those from 174 women who were 
the same age and at the same week of 
pregnancy at the time of testing as the 

EXECUTIVE SUMMARY

The goal of a new national plan is to end the HIV epidemic in the United 

States. The plan entails four main strategies: diagnosing HIV as early as 

possible after infection, treating HIV rapidly and effectively to achieve 

sustained viral suppression, protecting people at risk for HIV using prevention 

approaches such as pre-exposure prophylaxis, and responding quickly to 

growing HIV clusters to stop new infections.

• Although the number of HIV infections in the United States has dropped by 

more than two-thirds since the height of the AIDS epidemic in the mid-1980s, 

new research from the Centers for Disease Control and Prevention indicates 

that the estimated number of new infections has leveled off.
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first group, but who delivered at term.1

The test looked at plasma-derived, 
exosomal proteins obtained in the 
first trimester to determine the risk 
of spontaneous preterm delivery 
later in pregnancy. The test for first-
time mothers correctly identified 
patients who delivered preterm with 
86% specificity and 63% sensitivity 
levels.1

Researchers plan to validate the 
findings with a larger national dataset, 
as well as to make further refinements 
to the test. They also plan to include 
additional risk factors, such as ma-
ternal characteristics, to improve the 
accuracy of the test. By using the same 
testing method, scientists also plan to 
look for prognostic markers for other 
conditions related to pregnancy, such 
as gestational diabetes, to develop a 
comprehensive test that will offer a 
detailed look at risk during pregnancy.

“A lot of the issues in pregnancy 
that result in spontaneous preterm 

birth begin at the end of the first 
trimester when the placenta be-
comes vascularized,” says Thomas 
McElrath, MD, PhD, a maternal 
fetal medicine specialist in the 
Brigham and Women’s Hospital’s 

Department of Obstetrics and Gy-
necology and corresponding author. 
“Our goal is to develop prognostic 
markers for our patients to help 
make predictions and, ultimately, 
help us tailor treatment to the indi-
vidual and offer highly personalized 

care to every woman from early on 
in her pregnancy.”

Problems Come With 

Preterm Birth

Babies who are born too early have 
higher rates of death and disability. Data 
from the Centers for Disease Control 
and Prevention show that 17% of infant 
deaths in 2015 were attributed to pre-
term birth and low birth weight.3 Infants 
who are born too early may experience 
trouble with breathing or feeding, de-
velopmental delay, cerebral palsy, vision 
problems, and hearing problems.

Currently, there is not a reliable way 
to predict which pregnancies will result 
in premature delivery. Clinicians have 
been challenged to predict delivery 
dates accurately for all types of pregnan-
cies, especially in low-resource settings.

Healthcare providers can help preg-
nant women take steps to help reduce 
their risk of preterm delivery and take 
care of their general health. The Cen-
ters for Disease Control and Preven-
tion suggests encouraging women to 
do the following:

• stop smoking; 
• seek prenatal care promptly 

as soon as a woman thinks she is 
pregnant, and then seek routine care 
throughout pregnancy;

• seek medical attention for warn-
ing symptoms and signs of preterm 
labor; and

• discuss with a healthcare provider 
the use of progesterone treatment if 

EXECUTIVE SUMMARY

Scientists at Brigham and Women’s Hospital have published early results of an 

investigative blood test designed to predict which women may be at increased 

risk and which ones may be at lower-than-average risk for spontaneous 

preterm delivery. The researchers have identified circulating microparticle 

proteins found in blood samples taken in the first trimester of pregnancy that 

may provide clues about the risk of spontaneous preterm birth.

• Almost 10% of births are preterm and occur before 37 weeks’ gestation. 

Currently, there is no reliable way to predict which pregnancies will end 

prematurely. Accurately predicting delivery dates for all types of pregnancies 

has been a challenge for clinicians, especially those in low-resource settings.
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Report Details Effect of Mifepristone Labeling 
Change

In 2016, the Food and Drug 
Administration (FDA) issued 

new labeling for the abortion drug 
mifepristone, which lowered the 
recommended dosage, extended the 
time frame for when a woman could 
take the pill, and reduced the required 
number of provider visits.

New research indicates that for 
Texas providers and patients, the label-
ing change increased access options 
and brought the proportion of medica-
tion abortions in the state into align-
ment with national data.1

Texas abortion rights advocates 
have fought an uphill battle in the 
state since legislative measures were 
implemented to hobble access. In 

2013, legislators passed House Bill 2 
(HB 2), which imposed restrictions 
on medication abortion and re-
quired providers to follow the origi-
nal mifepristone label. The bill also 
decreased the gestational age limit to 
49 days and required four provider 
visits. Figures indicate that medica-
tion abortions decreased 70% in the 
first six months following the law’s 
implementation, primarily because 
of the new legislation, clinic closures, 
and confusion regarding the legality 
of abortion.2

With the issuance of the new drug 
labeling, the restrictions set forth by 
HB 2 were nullified. According to the 
new research conducted by the Texas 

Policy Evaluation Project (TxPEP), 
medication abortion comprised 28% 
of all abortions before the 2013 
legislation, 10% after HB 2’s imple-
mentation, and 33% after the FDA 
label change. To perform the analyses, 
researchers collected data directly 
from licensed non-hospital abortion 
facilities at three time points and 
supplemented the data with abortion 
statistics publicly available from the 
Texas Department of State Health 
Services.

“The new FDA label has allowed 
Texas providers to offer medication 
abortion in a way that is consistent 
with the best medical evidence, rather 
than being forced to comply with an 
outdated label imposed by HB 2,” says 
Sarah Baum, MPH, TxPEP investi-
gator, associate at Ibis Reproductive 
Health, and lead author of the study. 
“This has increased options for Texas 
women and brought the proportion 
of medication abortions in the state in 
alignment with national data.”

The Texas Policy Evaluation 
Project is an effort to document and 
analyze the effects of the reproduc-
tive health-related measures passed 
by the Texas legislature. The project 
team involves researchers at the Uni-
versity of Texas at Austin Population 
Research Center, the University of 

EXECUTIVE SUMMARY

New research indicates that for Texas providers and patients, the 2016 

Food and Drug Administration’s (FDA) new labeling for the abortion drug 

mifepristone increased access options and brought the proportion of 

medication abortions in the state in alignment with national data.

• Texas abortion rights advocates have fought an uphill battle in the state 

since legislative measures were implemented to hobble access. In 2013, 

legislators passed House Bill 2 (HB 2), which imposed restrictions on 

medication abortion and required providers to follow the original mifepristone 

label.

• Data indicate that medication abortion comprised 28% of all abortions 

before the 2013 legislation, 10% after HB 2’s implementation, and 33% after 

the FDA label change.

a woman has had a previous preterm 
birth.  
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California San Francisco, Ibis Repro-
ductive Health, and the University of 
Alabama at Birmingham.

The label change also brought the 
medication abortion prescribing guide-
lines in Texas in line with evidence-
based practice, lowering the number 
of required provider visits from four 
to two and extending the period when 
patients can take the abortion medica-
tion from seven weeks to 10 weeks of 
pregnancy.

“With the label change, many 
Texas women have regained access to 
medication abortion, a method some 
women prefer,” said Kari White, 
PhD, MPH, a TxPEP investigator. 
“However, the smaller network of 
open facilities in Texas following HB 
2 means that some women still need 
to travel considerable distances just 
to take a pill that is established to be 
safe and effective.”

Advocates Push  

for Access

Although the FDA labeling change 
made an impact on access to medica-
tion abortion for women in Texas, 
barriers still remain. In Texas, about 
900,000 reproductive-age women live 
more than 150 miles from an abor-
tion clinic, in part because of clinic 
closures brought about by HB 2, 
according to TxPEP statistics. Cur-
rently, 20 clinics provide abortion 
services in Texas, down from more 
than 40 prior to the 2013 legislation. 

Although medication abortion may 
be available in the state, a ban on 
providing medication abortion via 
telemedicine remains. Also, women 
must undergo a mandatory ultra-
sound exam during a visit at least 
24 hours before taking the first pill. 
Insurance is prohibited from covering 
abortion in the state.

A 2014 practice bulletin from the 
American College of Obstetricians 
and Gynecologists states that medica-
tion abortion can be provided safely 
and effectively via telemedicine with a 
high level of patient satisfaction.3 Ac-
cording to the Guttmacher Institute, 
routine ultrasound is not considered 
to be medically necessary as part of a 
first-trimester abortion, and it can add 
significantly to the procedure’s cost. 

The dosing regimen for mifepris-
tone calls for 200 mg (one tablet) to be 
taken by mouth on day one. At 24-48 
hours after taking mifepristone, 800 
mcg (four tablets) of misoprostol is 
taken buccally (in the cheek pouch) at 
a location that is appropriate for the 
patient. About seven to 14 days after 
taking mifepristone, the patient is ad-
vised to follow up with her healthcare 
provider.  
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1. The currently available copper 
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2. Gay and bisexual men account 

for what percentage of new HIV 
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3. In 2015, what percentage 

of U.S. infant deaths were 
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low birth weight?
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4. What is the recommended 

dosage of mifepristone for day 
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regimen?

a. 200 mg (one tablet) 
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