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FDA approves first treatment 
for sexual desire disorder
Flibanserin approved for premenopausal women

The Food and Drug Administration 
(FDA) has approved 
Addyi (flibanserin, Sprout 

Pharmaceuticals, Raleigh, NC) to treat 
acquired, generalized 
hypoactive sexual 
desire disorder in 
premenopausal 
women. The drug 
is the first such 
treatment to be 
approved by the FDA 
for this condition.

At press time, 
Laval, Quebec-
based Valeant 
Pharmaceuticals 
International and Sprout 
Pharmaceuticals had entered into a 
definitive agreement under which a 
wholly owned subsidiary of Valeant 
will acquire Sprout, with Addyi to be 
available in the fourth quarter of 2015.

 Hypoactive sexual desire disorder, or 
HSDD, is characterized by low sexual 
desire that causes marked distress or 

interpersonal difficulty. The condition 
is not due to a co-existing medical or 
psychiatric condition, problems within 
the relationship, or the effects of a 

medication or other 
drug substance. 
Research indicates the 
condition is thought 
to affect one in 10 
women.1

Originally 
developed as an 
antidepressant, 
flibanserin 
works on three 
neurotransmitters: 
dopamine, 

norepinephrine, 
and serotonin. Flibanserin works by 
increasing levels of dopamine and 
norepinephrine, while dropping levels 
of serotonin. This drug interaction is 
intended to increase chemicals that help 
promote sexual desire and decrease the 
one that can suppress desire.

 The path to what some have 
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EXECUTIVE SUMMARY

The Food and Drug Administration has approved Addyi (flibanserin, Sprout 

Pharmaceuticals) to treat acquired, generalized hypoactive sexual desire 

disorder in premenopausal women . The drug is the first such treatment to 

be approved for this condition . 

• Hypoactive sexual desire disorder, or HSDD, is characterized by low 

sexual desire that causes marked distress or interpersonal difficulty . The 

condition is not due to a co-existing medical or psychiatric condition, 

problems within the relationship, or the effects of a medication or other 

drug substance . 

• Addyi’s boxed warning highlights the risks of severe hypotension and 

syncope in patients who drink alcohol during treatment with the drug, in 

those who also use moderate or strong CYP3A4 inhibitors, and in those 

who have liver impairment . The drug is contraindicated in these patients . 

dubbed “the female Viagra” has 
been a rocky one. The drug initially 
was researched by German drug 
company Boehringer Ingelheim for 
hypoactive sexual desire disorder. An 
FDA advisory committee rejected 
it in 2010. Sprout Pharmaceuticals 
acquired rights to the drug in 
2011, and it resubmitted an FDA 
new drug application in 2013. The 
regulatory agency rejected Sprout 
Pharmaceuticals’ initial submission, 
and it requested additional studies for 
drug-drug interactions and a driving 
study to test the effects of sleepiness.

 In October 2014, the FDA held 
a public hearing on female sexual 
dysfunction in response to a call 
from the Washington, DC-based 
advocacy organization Even the 
Score, a coalition of 26 national 
women’s rights and women’s 
health organizations, including 
the Association of Reproductive 
Health Professionals, the National 
Association of Nurse Practitioners 
in Women’s Health, the American 
College of Nurse-Midwives, and the 
American Sexual Health Association. 
Sprout Pharmaceuticals resubmitted 
the drug in February 2015 with the 
additional requested data. An FDA 

advisory committee voted 18-6 in 
June 2015 to recommend approval of 
the drug.

 Women negatively impacted by 
hypoactive sexual desire disorder 
deserve a wide range of beneficial 
treatment options, which, in addition 
to healthy diets, appropriate exercise, 
and psychotherapy and counseling, 
now includes a specific drug therapy 
option, says Wayne Shields, 
president and chief executive officer 
of the Association of Reproductive 
Health Professionals.

 Prior to the approval of 
flibanserin, women had no approved 
medical treatment options for 
their condition, while 26 options 
are available for male sexual 
dysfunctions, said Susan Scanlan, 
chair of Even the Score, in a released 
statement.

 It comes down to choice for 
women and their providers, says 
Lynn Barclay, chief executive officer 
of the American Sexual Health 
Association. There is seldom a “one-
size-fits-all” answer to the many 
challenges people face in achieving 
and maintaining sexual health and 
satisfying sex lives, she states.

 “We believe both men and 
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women, as well as their healthcare 
providers, should have choices in 
addressing sexual dysfunction,” states 
Barclay. “We also believe that women 
and men can be trusted to decide 
for themselves about using an FDA-
approved and healthcare provider-
prescribed treatment option.”

Boxed warning

Addyi comes with a boxed 
warning to highlight the risks of 
severe hypotension and syncope in 
patients who drink alcohol during 
treatment with the drug, in those 
who also use moderate or strong 
CYP3A4 inhibitors, and in those 
who have liver impairment. The drug 
is contraindicated in these patients. 
In addition, the FDA is requiring 
that three studies in women be 
conducted to better understand the 
known serious risks of the interaction 
between Addyi and alcohol.

 Patients using flibanserin should 
take the drug, dosed as a 100-mg 
tablet, at bedtime to help decrease the 
risk of adverse events occurring due 
to possible hypotension, syncope, and 
central nervous system depression, 
such as sleepiness and sedation. 
Women should discontinue treatment 
after eight weeks if they do not report 
an improvement in sexual desire and 
associated distress. The most common 
adverse reactions associated with drug 
use are dizziness, somnolence, nausea, 
fatigue, insomnia, and dry mouth.

 The approval comes with the 
following risk evaluation and 
mitigation strategy:

• Clinicians must be trained 
and certified to prescribe Addyi. 
Further information, including 
a list of pharmacies qualified to 
dispense Addyi, is available at www.
AddyiREMS.com (See “Search for a 
Certified Pharmacy near you”) or call 
(844) 746-5745. 

• Providers must counsel patients 

and make sure they are aware of the 
increased risk for hypotension and 
syncope associated with use of the 
drug. Patients also must be warned 
about the risks of using alcohol while 
taking Addyi.

• Dispensing pharmacies must 
undergo a training and certification 
process to dispense the drug. 

• Pharmacies may fill only those 
prescriptions written by certified 
providers.

• Before dispensing Addyi, 
pharmacists must counsel patients 
not to drink alcohol while taking the 
drug.

 Sprout Pharmaceuticals is focused 
on the education of prescribers and 
pharmacies, including education 
around the validated screening tool 
called the Decreased Sexual Desire 
Screener, says company spokesperson 
Julia Cohen. (See screener questions 
at http://bit.ly/1PZqKt6.)

 “This tool takes the practitioner 
and patient through five specific 
questions, and excludes a diagnosis 
of HSDD if the patient is taking 
certain medications or has certain 
comorbidities that could possibly 
explain their distressing low desire,” 
says Cohen. “If there are any other 
contributing factors present, this 
would result in the conclusion that 
the patient does not have HSDD and 
is not a candidate for Addyi.”

Who will benefit?

 Not all women will receive relief 
from HSDD with flibanserin. In one 
trial, the proportion of participants 
who indicated they had experienced 
a meaningful benefit from study 
medications was 44.7% with 
flibanserin and 34.8% with placebo.2 
In another trial, these percentages 
were 38.6 and 26.7, respectively.3

 Andrew Kaunitz, MD, University 
of Florida Research Foundation 
professor and associate chairman 

of the Department of Obstetrics 
and Gynecology at the University 
of Florida College of Medicine — 
Jacksonville, observes that hypoactive 
sexual desire disorder is difficult to 
treat and represents a “frustrating 
condition” for women, their partners, 
and clinicians. Clinicians caring for 
women will be fielding numerous 
questions regarding this new 
medication, notes Kaunitz.

 “One challenge we will face will 
be to help premenopausal women 
with HSDD to understand that, in 
most cases, flibanserin will, at most, 
generate a ripple, rather than a torrent 
of increased desire,” states Kaunitz. 
“Attention to concomitant alcohol 
and medication use will be important 
to minimize adverse outcomes with 
use.” [Contraceptive Technology 
Update posted a story on Aug. 19, 
2015, at www.AHCMedia.com about 
the approval. If you didn’t receive 
an email notice about the story, then 
we don’t have your email address. To 
receive breaking news, contact customer 
service at (800) 688-2421 or customer.
service@AHCMedia.com to give us your 
email address.]
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Oral contraceptives reduce
the risk of developing endometrial cancer
T aking oral contraceptives (OCs), 

even for just a few years, offers 
significant long-term protection 
against endometrial cancer, confirms 
a detailed re-analysis of all available 
evidence by British researchers.1 Data 
indicate that the longer a woman 
takes OCs, the greater her reduction 
in risk for the disease, the analysis 
states.1

 Researchers affiliated with 
the Collaborative Group on 
Epidemiological Studies on 
Endometrial Cancer estimate that 
about 400,000 cases of endometrial 
cancer have been prevented by OC 
use in high-income countries from 
1965-2014, including about 200,000 
in the last decade (2005-2014). 

 “The strong protective effect 
of oral contraceptives against 
endometrial cancer, which persists 
for decades after stopping the Pill, 
means that women who use it when 
they are in their 20s or even younger 
continue to benefit into their 50s 
and older, when cancer becomes 
more common,” said Valerie Beral, 
FRCOG, FMedSci, professor of 
epidemiology and co-director of the 
Cancer Epidemiology Unit at the 
University of Oxford. 

 Previous research has shown that 
the Pill also protects against ovarian 
cancer, stated Beral, lead author of the 
analysis, in a statement accompanying 
the publication. “People used to 
worry that the Pill might cause 
cancer, but in the long term, the Pill 
reduces the risk of getting cancer,” 
said Beral.

Review the results

 To perform the analysis, the 
researchers pooled data on 27,276 
women with endometrial cancer 
in 36 studies from North America, 
Europe, Asia, Australia, and South 
Africa, who represent virtually all the 
epidemiological evidence collected on 
the effect of OCs.

 Their analysis indicates that 
every five years of oral contraceptive 
use reduces the risk of endometrial 
cancer by about 25%. In high-income 
countries, at least 10 years of oral 
contraceptive use reduces the risk of 
developing endometrial cancer before 
age 75 from 2.3 to 1.3 cases per 100 
users, data suggest.1

 While the level of estrogen used 
in combined OCs has decreased 
over the years, findings indicate the 
reduction in endometrial cancer risk 

was at least as great for women who 
used the pill during the 1980s as for 
those who used it in earlier decades. 
These results suggest that the amount 
of hormones in the lower-dose pills is 
still sufficient to reduce the incidence 
of endometrial cancer, the authors 
state. The proportional risk reduction 
did not vary substantially by women’s 
reproductive history, adiposity, 
alcohol use, tobacco use, or ethnicity.1

Other health benefits

 The most common reason 
women use the pill is to prevent 
pregnancy; however, 58% of OC 
users also cite noncontraceptive 
health benefits as reasons for using 
the method.2

 Combined OCs protect against 
ectopic pregnancy; symptomatic 
pelvic inflammatory disease; and 
ovarian, endometrial, and rectal 
cancer.3 They also might improve 
bone health in women with low 
estrogen levels.3 The pill also reduces 
dysmenorrhea, menorrhagia, 
and anemia, and it is effective 
in treating dysfunctional uterine 
bleeding.3 Other potential benefits 
include prevention of menstrual 
migraines, treatment of acne, and 
inducing amenorrhea for lifestyle 
considerations.4

 As the number of U.S. women 
who are obese grows, so does the 
number of women with endometrial 
cancer.5 As weight increases, so does 
the risk for the disease; obese women 
are two to three times more likely 
to develop endometrial cancer.6-8 
Obese women, particularly those with 
central obesity, also are less likely to 
conceive per cycle.9

 Anita Nelson, MD, professor 
in the Obstetrics and Gynecology 

EXECUTIVE SUMMARY

Taking oral contraceptives (OCs), even for just a few years, offers significant 

long-term protection against endometrial cancer, confirms a detailed re-

analysis of all available evidence by British researchers .

• Data indicate that the longer a woman takes OCs, the greater her 

reduction in risk for the disease .

• The most common reason women use the Pill is to prevent pregnancy; 

however, 58% of OC users also cite noncontraceptive health benefits as 

reasons for using the method . Combined OCs protect against ectopic 

pregnancy; symptomatic pelvic inflammatory disease; and ovarian, 

endometrial, and rectal cancer . They also might improve bone health in 

women with low estrogen levels .
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Department at the David Geffen 
School of Medicine at the University 
of California in Los Angeles, says, 
“In this epidemic of women who 
are suffering from obesity-related 
anovulation, the thought the oral 
contraceptive could help reduce 
their risks of endometrial cancer is 
particularly relevant.”
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Results of survey indicate unmet need
for family planning at community health centers

R esults of a recent survey at U.S. 
community health centers 

indicate an unmet need for more 
comprehensive family planning 
services at such facilities, according 
to a report issued by the Geiger 
Gibson /RCHN Community Health 
Foundation Research Collaborative 
and the Jacobs Institute of Women’s 
Health, all in Washington, DC.1

 Meeting these needs is important, 
as community health centers 
represent the largest primary care 
delivery system for people living 
in underserved urban and rural 
parts of the United States. In 2013, 
data indicates health centers were 
operating in more than 9,000 
locations in all states, the District 
of Columbia, and U.S. territories 
and serving more than 21 million 
patients.2 Women of childbearing 
age represent one of the single largest 
groups of health center patients, and 
family planning is a required service 
of all health centers.1

 According to the survey, which 
polled nearly 2,000 women of 
childbearing age who receive care at 
U.S. centers, 90% reported that they 
were not actively seeking to become 
pregnant in the next 12 months. 
However, more than three out of 10 
were not using contraceptives at the 
time of the survey, data indicate.1

 “Since only 10% of female 
patients of reproductive age are 
actively seeking pregnancy, that 
leaves 90% who should have access 
to high quality family planning 
services,” notes the report’s lead 
author Susan Wood, PhD, executive 
director of the Jacobs Institute of 
Women’s Health, based at the Milken 

EXECUTIVE SUMMARY

Results of a recent survey at U .S . community health centers indicate an 

unmet need for more comprehensive family planning services at such 

facilities .

• Meeting these needs is important, as community health centers 

represent the largest primary care delivery system for people living in 

underserved urban and rural parts of the United States . In 2013, health 

centers were operating in more than 9,000 locations and serving more than 

21 million patients .

•  According to the survey, which polled nearly 2,000 women of 

childbearing age who receive such care, 90% reported that they were not 

actively seeking to become pregnant in the next 12 months . However, more 

than three out of 10 were not using contraceptives at the time of the survey, 

data indicates . 
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Institute School of Public Health 
at George Washington University. 
“Contraception, pre-conception care, 
birth spacing — all are central to 
primary health care for women.”

 To collect information for 
the report, researchers gathered 
information directly from 1,868 
women ages 18-44 who were patients 
at 19 community health centers 
across the country.

The health centers were selected 
based on four criteria: patient volume 
(large and medium organizations), 
enrollment of non-Title X recipients, 
location within 30 miles of a Title 
X grantee site, and geographic 
dispersion across the United States. 
Researchers specifically chose non-
Title X health centers in relative 
proximity to other family planning 
options to determine the extent to 
which patients rely on health centers 
for family planning services, the 
reasons they might be going elsewhere 
for their care, and the opportunities 
for improving access. Data also were 
collected through focus groups that 
explored questions in depth with 
82 women in six community health 
center sites in California, Florida, 
Kentucky, New York, Oregon, and 
Texas.

 Nearly 70% of women surveyed 
didn’t want to become pregnant in 
the next year, and an additional 20% 
expressed ambivalence about such 
a possibility. Among women who 
weren’t actively seeking to become 

pregnant, 31% were not using 
contraceptives.

 Survey respondents indicated they 
were highly satisfied with the care 
they received at centers, including 
family planning services. Responses 
from focus group participants 
mirrored those results.1 Focus group 
participants said they came to centers 
for general primary care, but they 
liked the fact that they could get 
contraceptive care at the same place.

 The most frequently reported 
contraceptive methods used by 
survey respondents included male 
condoms (22%), oral birth control 
pills (21%), IUDs (13%), injectable 
contraceptives (13%), and female 
sterilization (27%).

According to the survey results, 
more than 80% of survey respondents 
reported that confidentiality of 
family planning care was extremely 
important to them.

Most women reported that 
“not sharing or releasing medical 
information without your 
permission,” was a critical item 
for maintaining family planning 
confidentiality. For those women 
who obtained their family planning 
care through other clinics, the fact 
that this care meant separate records, 
separate providers, and separate 
contact information was more likely 
to be identified as important.1

 Sara Rosenbaum, JD, the Harold 
and Jane Hirsh professor of health 
law and policy at Milken Institute 

School of Public Health at George 
Washington University, says, “Privacy 
and confidentiality are essential to 
any healthcare, but especially so when 
the healthcare relates to reproductive 
health.” Rosenbaum served as a co-
author of the report.

 Concerns about privacy and 
ease of access might be causing 
health center patients to seek 
family planning services elsewhere, 
the report notes. If focus group 
participants did not receive family 
planning care at the health center, 
they were likely to have visited a 
family planning clinic, a local health 
department, or an office-based health 
care professional, the report states. 
Respondents who used other sites 
most often indicated that they were 
receiving sexually transmitted disease 
testing and pregnancy testing at these 
other locations, which suggests that 
privacy might be a consideration.1
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Talk with women about pelvic pain — 
A high number might be going untreated

R esults from a study by researchers 
at the National Institutes of 

Health and the University of Utah 
School of Medicine, Salt Lake 
City suggest a high proportion of 

reproductive-age women might be 
experiencing pelvic pain that goes 
untreated.1

 To conduct the study, scientists 
surveyed 473 women ages 18 to 44 

at 14 surgical centers in Salt Lake 
City and San Francisco who were 
scheduled to undergo laparotomy 
or laparoscopy for reasons such as 
infertility, menstrual irregularities, 



126   |   CONTRACEPTIVE TECHNOLOGY UPDATE® / November 2015 CONTRACEPTIVE TECHNOLOGY UPDATE® / November 2015   |   127

tubal sterilization, or pelvic 
pain. While reports of pain were 
highest for women diagnosed with 
endometriosis, data indicate one-third 
of those without any pelvic condition 
also reported a high degree of 
ongoing pain or pain recurring during 
the menstrual cycle.1

 “Although clinicians and 
women’s health researchers have 
long known that endometriosis is 
a major contributor to pelvic pain, 
we have very limited knowledge in 
regard to how pelvic pain associated 
with endometriosis differs in type, 
severity, and location from pelvic pain 
associated with other gynecologic 
conditions or among women with no 
gynecologic pathology,” says Karen 
Schliep, PhD, MSPH, a postdoctoral 
fellow in the Division of Intramural 
Population Health Research at 
the National Institutes of Health’s 
Eunice Kennedy Shriver National 
Institute of Child Health and Human 
Development in Bethesda, MD. “We 
need to improve our understanding 
of these relationships if we wish to 
improve care for women experiencing 
pelvic pain.”

What did women say?

 Researchers interviewed women 
prior to their procedures about the 
kind of pain they had experienced in 
the past six months, along with its 
severity.

The women were asked if they had 
more than 17 specific types of pain 
related to sexual intercourse, their 
menstrual period, urination or bowel 
elimination, or other pain, such as 
muscle pain, joint pain, or migraine 
headaches. Scientists also asked the 
women to indicate, on diagrams of 
the pelvic area and on a standing 
female figure, where they experienced 
the pain.

 More than 30% of the women 
reported that they were experiencing 

chronic pain and cyclic pain lasting 
six months or more. This group of 
women included not only those 
with pelvic disorders, but also those 
without any pelvic condition. In 
addition, regardless of the reason 
study subjects had surgery or their 
diagnosis after the operation, just 
3% of the total study population 
reported having none of the 17 
types of pain, while more than 60% 
reported six or more types of pain. 
Types of pain included vaginal pain 
with intercourse, deep pain with 
intercourse, burning vaginal pain after 
intercourse, pelvic pain lasting hours 
or days after intercourse, constant 
burning vaginal pain (regardless of 
intercourse), pain just before period, 
level of cramps with period, pain 
after period is over, pain at ovulation 
(mid-cycle), pain with urination, pain 
with bowel elimination, pain in groin 
when lifting, pain when bladder is 
full, abdominal pain, low back pain, 
muscle/joint pain, and migraine 
headache.

 Among the study participants, 
about 40% were diagnosed with 
endometriosis, while 31% were 
diagnosed with other conditions, 
including uterine fibroids, ovarian 
cysts, and tumors. About 29% 
were not diagnosed with any pelvic 

condition.1

What tools to use?

 Adenomyosis, pelvic adhesions, 
pelvic inflammatory disease, 
congenital anomalies of the 
reproductive tract, and ovarian 
or tubal masses can cause pelvic 
pain, as well as disorders in the 
gastrointestinal, urinary, neurologic, 
and musculoskeletal systems.2 
However, studies indicate that 
endometriosis is found in 70%-
90% of patients with pelvic pain 
symptoms.3-4

 Women in the current study who 
were diagnosed with endometriosis 
experienced the most chronic pain 
(about 44%), compared to about 
30% of women without any pelvic 
condition. Also, researchers note 
women with endometriosis were 
more likely to experience pain during 
intercourse, menstrual cramping, and 
pain with bowel elimination. They 
also were more likely to report vaginal 
pain and pain in the pelvic-abdominal 
area.1

 While clinicians have looked 
to laparoscopy to determine the 
presence of endometriosis in patients 
with pelvic pain, three-dimensional 
ultrasound imaging has emerged 
as another imaging option for 

EXECUTIVE SUMMARY

Results from a study by researchers from the National Institutes of Health 

and the University of Utah School of Medicine, Salt Lake City, suggest a high 

proportion of reproductive-age women might be experiencing pelvic pain 

that goes untreated .

• To conduct the study, scientists surveyed 473 women ages 18-44 at 14 

surgical centers in Salt Lake City and San Francisco who were scheduled to 

undergo laparotomy or laparoscopy for reasons such as infertility, menstrual 

irregularities, tubal sterilization, or pelvic pain .

• While reports of pain were highest for women diagnosed with 

endometriosis, data indicate one-third of those without any pelvic condition 

also reported a high degree of ongoing pain or pain recurring during the 

menstrual cycle .
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examining patients with pelvic pain 
associated with the condition. Three-
dimensional ultrasound imaging 
also can be used to examine patients 
with embedded intrauterine devices, 
fibroid tumors, adenomyosis, and 
adnexal masses.5

 Another imaging advancement, 
the transvaginal ultrasound 
transducer, allows the operator to 
place a probe in close proximity to 
target pelvic organs and to examine 
and image the patient at the same 
time. This type of ultrasound has 
proved accurate for evaluating deep 
infiltrating endometriosis.5

 Beryl Benacerraf, MD, a 
clinical professor in obstetrics, 
gynecology, and reproductive biology 
and radiology at Harvard Medical 
School and radiologist at Brigham 

and Women’s Hospital in Boston, 
says, “In this era of cost concerns, 
it is very important to recognize 
that ultrasound technology now 
offers multiple applications such 
as 3D volume imaging, similar to 
computerized tomography and 
magnetic resonance imaging, real-
time evaluation of pelvic organs 
along with the physical examination, 
and Doppler blood flow mapping, 
without contrast. Collectively, these 
applications make ultrasound imaging 
a unique imaging modality that 
ideally is suited to evaluate the female 
pelvis.”
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Planned Parenthood controversy
spurs attacks on family planning funding
By Adam Sonfield 
Senior Public Policy Associate
Guttmacher Institute
Washington, DC

The often-quiet summer months 
in Washington, DC, were roiled 

this year by videos attacking Planned 
Parenthood Federation of America 
and its affiliates for facilitating the 
donation of fetal tissue at the request 
of some women having an abortion. 
The organization has strongly denied 
any wrongdoing, and multiple state 
investigations have turned up no 
evidence that it has profited off of 
such donations or otherwise violated 
the law.1

 Nevertheless, conservative 
lawmakers at the federal and state 
levels have used the controversy to 
renew their long-standing attacks on 
Planned Parenthood and its provision 

of abortion services by attacking the 
organization’s receipt of government 
funding for providing contraceptive 
care, cervical cancer screening, 
sexually transmitted infection testing 
and treatment, and other related 
care. The Hyde amendment, nearly 
four decades old, bars the use of 
federal dollars for abortion, with few 
exceptions.

Policymakers also have proposed 
new restrictions on fetal tissue 
donation and research, despite its 
well-established value for medical 
research, and are some are using the 
controversy as further ammunition 
for enacting new abortion restrictions.

 If successful, attempts to 
defund Planned Parenthood, which 
are intended to ultimately drive 
the organization out of business 
entirely, would have a major impact 

on low-income people’s access to 
affordable family planning care. Many 
proponents of defunding argue that 
other healthcare providers, namely 
federally qualified health centers 
(FQHCs), easily could fill in the 
gap. However, despite their rapid 
expansion in recent years, FQHCs are 
serving only about one-quarter of the 
estimated need for low-cost primary 
care.2 Replacing Planned Parenthood 
in the family planning safety net 
would be a substantial strain on 
FQHCs’ resources and capabilities.

 A new analysis from my 
Guttmacher Institute colleagues, 
conducted in response to a request 
from the Congressional Budget 
Office, helps demonstrate how 
central a role Planned Parenthood 
serves in that safety net.3 In 68% of 
the 491 counties in which they are 
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located, Planned Parenthood sites 
served at least half of all women 
obtaining contraceptive care from 
safety-net health centers in 2010 (the 
most recent year for which data are 
available). In 21% of these counties, 
Planned Parenthood sites were the 
only safety-net family planning 
centers.

 In fact, Planned Parenthood’s role 
in providing care is disproportionate 
to its presence. Although Planned 
Parenthood sites accounted for only 
10% of safety-net family planning 
centers nationwide in 2010, they 
served 36% of the 6.7 million U.S. 
women receiving contraceptive 
care from such centers. The average 
Planned Parenthood health center 
serves significantly more contraceptive 
clients each year than do safety-
net centers run by other types of 
providers: 2,950 clients per year, 
compared with 330 contraceptive 
clients at the average FQHC. In 
addition, Planned Parenthood sites 
are more likely than other sites to 
offer a wide range of contraceptive 
methods, to offer oral contraceptive 
supplies and refills on-site, and to 
offer same-day appointments, all of 
which helps to make contraceptive 
care accessible to the women and men 
who need it.

 As of mid-September 2015, 
whether Planned Parenthood will be 
defunded at the federal level remains 
unclear. Members of Congress have 
introduced multiple bills to strip 
the organization of funding through 
Medicaid, the Title X family planning 
program, and other public dollars. 
A bloc of conservative lawmakers, 
including several presidential 
candidates, has pledged to oppose 
any government funding bill that 
does not cut off Planned Parenthood, 
even if that results in a shutdown of 
the federal government. Republican 
congressional leaders, however, seem 

determined to avoid a shutdown and 
have acknowledged that conservatives 
don’t have the votes to force the 
matter in the Senate or override a 
presidential veto.4 Yet, they are likely 
to pursue other legislative options 
that would restrict access to abortion 
and that might endanger family 
planning funding. Notably, earlier 
this spring, House Republicans 
proposed to eliminate the Title X 
program entirely.

 At the state level, attacks on 
Planned Parenthood are moving at 
a faster pace. Even before the latest 
controversy broke, 10 states had 
barred some pots of family planning 
funding from going to many safety-
net health centers, most commonly 
those that provide abortion services 
or are affiliated with others that 
do so.5 In the wake of the videos, 
several additional states are trying to 
exclude Planned Parenthood from 
public funding, including three states 
(Alabama, Arkansas, and Louisiana) 
that have moved to kick Planned 
Parenthood out of the Medicaid 
program.6 The Centers for Medicare 
and Medicaid Services has reiterated 
to states that such actions violate 
federal Medicaid law (just as it did in 
2011, in response to similar attempts 
by Arizona and Indiana), and lawsuits 
are pending in all three states.7

 All of these fights can be 
expected to continue over the 
remainder of 2015 and into 2016, 
as state legislatures return from their 
breaks. The issue also will likely 
play a notable part in the 2016 

presidential campaign, with most of 
the Republican candidates on record 
opposing government funding for 
Planned Parenthood.
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Research eyes use of tenofovir to impact herpes

The race is on to prevent the 
spread of herpes simplex virus 

type 2 (HSV-2) infection, the most 
common cause of genital ulcer 
disease. In 2012, about 417 million 
sexually active adults ages 15-49 
years had an existing prevalent 
HSV-2 infection.1 Genital ulcerative 
disease caused by herpes makes it 
easier to transmit and acquire HIV 
infection. Data indicate there is 
an estimated twofold to fourfold 
increased risk of acquiring HIV, if 
exposed to HIV when genital herpes 
is present.2-5

 Results of a South African study 
indicate that pericoital application of 
tenofovir gel reduced acquisition of 
HSV-2.2 The study is a substudy of 
a double-blind, placebo-controlled, 
randomized trial, CAPRISA 004. 
That study was the first to show 
that a microbicide could reduce the 
risk of HIV in women.6 Follow-on 
African Consortium for Tenofovir 
Studies (FACTS) reported in 
February 2015 that its results did not 
confirm the HIV protective effect of 
tenofovir gel shown in the CAPRISA 
004 trial. While the gel showed a 
protective effect in women who used 
it consistently as prescribed by the 
study protocol, high adherence in 
the overall study population was too 
low to show gel effectiveness in the 
FACTS trial.7

 In the current study, researchers 
conducted a subgroup analysis of 
422 HSV-2-negative women in the 
CAPRISA 004 study. Tenofovir and 
placebo gels, dispensed in prefilled 
vaginal applicators, were used, with 
instructions to use one dose within 
12 hours before sex and a second 
dose as soon as possible within 12 
hours after sex, with a maximum 
of two doses per 24 hours. Mean 
follow-up duration was 18 months.

 Data indicates the HSV-2 
incidence rate was 10.2 cases per 
100 person-years (95% confidence 
interval [CI], 6.8 to 14.7) among 
women assigned to tenofovir gel, 
compared with 21.0 cases per 100 
person-years (95% CI, 16.0 to 27.2) 
among the placebo group (incidence 
rate ratio, 0.49; 95% CI, 0.30 to 
0.77; P = 0.003). There were 16 
HSV-2 seroconversions among 
women assigned to tenofovir gel 
as compared with 36 among those 
assigned to the placebo gel (incidence 

rate ratio, 0.45; 95% CI, 0.23 to 
0.82; P = 0.005). Risk reduction was 
higher among women who used the 
gel frequently compared with those 
who used it less often.5

 Given the anti-HSV-2 activity of 
tenofovir, Rachel Bender Ignacio, 
MD, MPH, senior fellow in the 
Vaccine and Infectious Disease 
Division at Fred Hutchinson Cancer 
Research Center in Seattle, and others 
evaluated the efficacy of tenofovir 
on reducing HSV-2 shedding and 
symptomatic genital lesions in HSV-2 



130   |   CONTRACEPTIVE TECHNOLOGY UPDATE® / November 2015 CONTRACEPTIVE TECHNOLOGY UPDATE® / November 2015   |   131

infected women.8

 Researchers evaluated viral 
shedding of viral DNA and lesion rate 
in 64 women enrolled through the 
University of Washington Virology 
Research Clinic during a four-week 
lead-in phase in which they did not 
receive treatment, and a five-week 
trial of oral tenofovir, vaginal topical 
tenofovir, or placebo. No statistically 
significant differences were observed 
before and during treatment in the 
oral tenofovir arm overall. However, 
in highly adherent women, the oral 
formulation reduced symptomatic 
and asymptomatic shedding and 

lesions by about 25%, while the oral 
and vaginal gel products reduced viral 
DNA shed by half a log.8

 While tenofovir has the added 
benefit of preventing HSV-2 
acquisition in those who seek HIV 
prevention strategies, there is little 
role for tenofovir or emtricitabine/
tenofovir disoproxil fumarate 
(Truvada, Gilead Sciences, Foster 
City, CA) in persons who are not 
also desiring HIV pre-exposure 
prophylaxis, says Bender Ignacio. 
Also, the way forward will likely 
consist of dually formulated products, 
she notes.
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