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LARC Options Expand
With New Intrauterine Device
19.5 mg levonorgestrel Kyleena indicated for use for up to five years

(Editor’s note: News of the approval 
was published first at AHCMedia.
com, the web page of Contraceptive 
Technology Update’s 
publisher. To keep up with 
breaking healthcare news 
as it occurs, go online to 
AHCMedia.com.)

Family planning 
clinicians are 
adding another 

choice to the expanding 
list of long-acting 
reversible contraceptive 
options with the 
September 2016 FDA 
approval of the Kyleena 
19.5 mg levonorgestrel 
IUD from Whippany, 
NJ-based Bayer 
HealthCare Pharmaceuticals. 
The new IUD is available as of October 
2016 by prescription only. 

 Data show that the use of effective, 
long-acting birth control methods, 

including IUDs, have helped to 
reduce unintended pregnancies in the 
United States.1 However, there still is 

progress to be made, notes 
Anita Nelson, MD, 
professor and chair of the 
obstetrics and gynecology 
department at Western 
University of Health 
Sciences in Pomona, 
CA. Kyleena may be 
an appropriate choice 
for women who want a 
low-dose, non-daily birth 
control method, says 
Nelson, who was part of 
the research team.

“This is the low-
dose version we tested 
in comparison to Skyla 
[another Bayer IUD], 

but with slightly more 
levonorgestrel, allowing five years of 
effective life,” observes Nelson. 

 The device offers less amenorrhea 
than the Mirena, which was the first 
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EXECUTIVE SUMMARY

Another choice has been added to the expanding list of long-acting 

reversible contraceptive options with the September 2016 FDA approval 

of the Kyleena 19 .5 mg levonorgestrel IUD  from Bayer HealthCare 

Pharmaceuticals . The new IUD is available as of October 2016 by 

prescription only .

• Kyleena joins five other long-acting reversible contraception devices 

available in the United States . They are the single-rod etonogestrel implant, 

Nexplanon; three levonorgestrel IUDs: Mirena, Liletta, and Skyla; and the 

ParaGard copper-T IUD .

• Kyleena is similar in size to Skyla and measures 28 mm horizontally and 30 

mm vertically . It is approved for five years of effective use .

IUD from Bayer, but it is indicated 
for five years, says Nelson. It may 
fill the needs of another group of 
women, she states.

 An IUD that is approved for 
up to five years of use, yet is based 
on a smaller frame, represents an 
appealing option for many women 
and clinicians, notes 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. “With 
smaller frame IUDs, insertion 
may be less uncomfortable for the 
woman, easier from the clinician’s 
perspective, and less likely to require 
cervical dilation,” states Kaunitz.

 The use of long-acting reversible 
contraception (LARC) has increased 
in recent years, from 2.4% of all 
women using contraception in 2002 
to 11.6% in 2013.2,3 Kyleena joins 
four other LARC devices available 
in the United States: one single-rod 
etonogestrel implant (Nexplanon, 
Merck, Whitehouse Station, NJ) and 
four brands of IUDs. These include 
three levonorgestrel IUDs: 

• the 52 mg Mirena (Bayer), 
approved for the treatment of heavy 
menstrual bleeding in IUD users and 

for five years of contraceptive use; 
• the 52 mg Liletta 

(Medicines360, San Francisco, and 
Actavis, Dublin, Ireland), approved 
for three years of contraceptive use; 

• the 13.5 mg Skyla (Bayer), 
approved for three years of 
contraceptive use. 

The ParaGard copper-T IUD 
(Teva Women’s Health, Sellersville, 
PA) is approved for 10 years 
of contraceptive use. Kyleena 
measures 28 mm horizontally and 
30 mm vertically, similar to Skyla. 
Mirena and Liletta measure 32 
mm horizontally and vertically. 
The ParaGard measures 32 mm 
horizontally and 36 mm vertically.

 As noted in A Clinical Guide for 
Contraception,4 the copper-T IUD 
is approved for use in the United 
States for 10 years; however, the IUD 
has been demonstrated to provide 
efficacy for at least 12 years of use.5 
Based on a small number of long-
time users, using the copper-T IUD 
for 20 years carries a very small risk 
of pregnancy.6 The levonorgestrel 
IUD can be used for at least seven 
years and probably for 10 years.7,8 

(Editor’s note: The Mirena IUD 
was the only levonorgestrel IUD 
available when A Clinical Guide for 
Contraception was written.)
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 Intrauterine contraceptives and 
the contraceptive implant offer 
top-tier pregnancy prevention, 
and their use is supported by the 
American College of Obstetricians 
and Gynecologists and the American 
Academy of Pediatrics. Both 
organizations have issued policy 
statements affirming that LARC 
methods are safe, effective, and 
appropriate options for teens.9,10 
(Contraceptive Technology Update 
reported on the subject. See the January 
2014 article, “LARC methods: 7 things 
you need to know,” which is available 
at http://bit.ly/1T73i2V.) 

Examine the Data
 Researchers evaluated the 

contraceptive efficacy of Kyleena 
in a multicenter, multinational, 
randomized, open-label study 
conducted in 11 countries in Europe, 
Latin America, the United States, and 
Canada. Women less than six weeks 
postpartum, with a history of ectopic 
pregnancy, with clinically significant 
ovarian cysts, who are HIV-positive, 
or at high risk for STIs were excluded 
from the study. Women enrolled in 
the trial ranged in age from 18 to 35, 
of whom 1,452 received Kyleena. Of 
these, 40% (574) were nulliparous 
women. A total of 870 women (60%) 
completed three years of the study, 
707 (49%) elected to enroll in an 
extension phase up to a total of five 
years, and 550 (38%) completed 
five years of use. Of Kyleena-treated 
women, 22% discontinued the study 
treatment due to an adverse reaction, 
5.0% were lost to follow-up, 2.3% 
withdrew for unspecified reasons, 
1.2% discontinued due to a protocol 
deviation, 0.9% discontinued due to 
pregnancy, and 20% discontinued 
due to other reasons.

  The data indicate that the new 
IUD is more than 98.5% effective in 
preventing pregnancy. The clinical 

trial’s primary outcome was the 
pregnancy rate, calculated as the Pearl 
Index, based on 28-day equivalent 
exposure cycles. Evaluable cycles 
excluded those in which backup 
contraception was used unless a 
pregnancy occurred in that cycle. 
The pregnancy rate (95% confidence 
interval) was: in year one, 0.16 (0.02, 
0.58); year two, 0.38 (0.10, 0.96); 
year three, 0.45 (0.12,1.15); year 
four, 0.15 (0.00, 0.85); and year five, 
0.37 (0.04, 1.33). The cumulative 
five-year Kaplan-Meier rate was 1.45 
(0.82, 2.53).11

Check Side Effect Profile
 How is Kyleena tolerated? The 

most common adverse reactions 
(occurring in 5% or more of users) 
reported during the clinical trial were 
vulvovaginitis (24%), ovarian cyst 
(22%), abdominal pain/pelvic pain 
(21%), headache/migraine (15%), 
acne/seborrhea (15%), dysmenorrhea/
uterine spasm (10%), breast pain/
breast discomfort (10%), and 
increased bleeding (8%). In combined 
studies of Kyleena and the 13.5 mg 
IUD, 22% discontinued prematurely 
due to an adverse reaction. The most 
common adverse reactions leading 
to discontinuation in the clinical 
trial were increased bleeding (4.5%), 
abdominal pain/pelvic pain (4.2%), 
device expulsion (3.1%), acne/
seborrhea (2.3%), and dysmenorrhea/
uterine spasm (1.3%). Serious adverse 
reactions occurring in more than 
a single subject in the clinical trial 
included: ectopic pregnancy/ruptured 
ectopic pregnancy (10 women); 
pelvic inflammatory disease (six 
women); missed abortion/incomplete 
spontaneous abortion/spontaneous 
abortion (four women); ovarian cyst 
(three women); abdominal pain 
(four women); depression/affective 
disorder (four women); and uterine 
perforation/embedded device, also 

known as myometrial perforation 
(three women).11,12

 As with other levonorgestrel 
IUDs, clinicians should counsel that 
bleeding and spotting may increase 
in the first three to six months and 
remain irregular. Periods over time 
usually become shorter, lighter, or 
may stop.

 In talking about this new 
option, clinicians can point out 
that it represents an excellent birth 
control choice for women who 
desire a highly effective and long-
term (approved for five years), but 
reversible, method of contraception. 
Intrauterine contraception can 
be inserted anytime during the 
menstrual cycle when pregnancy 
can be excluded. Lack of estrogen 
makes intrauterine contraceptives 
appropriate for smokers older than 
age 35, postpartum women who 
are breastfeeding, and others with 
contraindications to estrogen.13  n
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Deaths From Ovarian Cancer Fall Worldwide
Due to Oral Contraceptive Use, Data Show

D eaths from ovarian cancer fell 
worldwide between 2002 and 

2012 and are predicted to continue to 
decline through 2020 in the United 
States, European Union, and, to a 
lesser extent, in Japan, according 
to newly published research.1 The 
primary reason is the use of oral 
contraceptives (OCs) and the long-
term protection against ovarian cancer 
that they provide, say researchers.

 Using data on deaths from ovarian 
cancer from 1970 to the most recent 
available year from the World Health 

Organization (WHO), scientists 
report that in the 28 countries of the 
European Union (EU), death rates 
fell by 10% between 2002 and 2012, 
from an age-standardized death rate 
per 100,000 women of 5.76 to 5.19. 
The scientists excluded Cyprus in the 
study, due to the unavailability of 
data. The decline was even greater in 
the United States, with a 16% drop in 
death rates from 5.76 per 100,000 in 
2002 to 4.85 in 2012.1

 In other countries, Canadian 
ovarian cancer death rates decreased 

over the same period by nearly 8% 
from 5.42 to 4.95. In Australia, rates 
fell by nearly 12% from 4.84 to 4.27, 
and in New Zealand, they dropped by 
12% from 5.61 to 4.93 per 100,000 
women. In Japan, which has had a 
lower rate of ovarian cancer deaths 
than many other countries, the death 
rate declined by 2% from 3.3 to 3.28 
per 100,000.1

 The large variations in death 
rates between European countries 
have reduced since the 1990s, when 
there was a threefold variation across 
Europe from 3.6 per 100,000 in 
Portugal to 9.3 in Denmark, observes 
Carlo LaVecchia, MD, professor 
in the Faculty of Medicine at the 
University of Milan. This finding 
likely is due to the more uniform use 
of OCs across the continent, as well 
as reproductive factors, such as how 
many children a woman has had, 
LaVecchia notes. 

“However, there are still noticeable 
differences between countries such 
as Britain, Sweden, and Denmark, 
where more women started to take 
oral contraceptives earlier, from the 
1960s onward, and countries in 

EXECUTIVE SUMMARY

Deaths from ovarian cancer fell worldwide between 2002 and 2012 and 

are predicted to continue to decline through 2020 in the United States, 

European Union, and, to a lesser extent, in Japan, according to newly 

published research . The primary reason is the use of oral contraceptives 

(OCs) and the long-term protection against ovarian cancer that they provide, 

say researchers .

• In the United States, the analysis shows a 16% drop in death rates from 

5 .76 per 100,000 in 2002 to 4 .85 in 2012 .

• An earlier collaborative reanalysis of worldwide data on combined OCs and 

ovarian cancer that involved 45 epidemiological studies has demonstrated 

that ever-users of combined OCs had reduced risk of ovarian cancer that 

persisted for 30 years .
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Eastern Europe, but also in some 
other western and southern European 
countries such as Spain, Italy, and 
Greece, where oral contraceptive 
use started much later and was less 
widespread,” he states. “This mixed 
pattern in Europe also helps to 
explain the difference in the size of 
the decrease in ovarian cancer deaths 
between the EU and the USA, as 
many American women also started 
to use oral contraceptives earlier.”

 To perform the analysis, the 
research team obtained official death 
certification data for ovarian cancer 
from 1970 to 2012 or the most 
recent available year in each country 
from the WHO database, available 
on electronic support. Calculations 
for the EU were derived as a whole, 
looking at 28 countries as of July 
2013 (minus Cyprus due to data 
unavailability), plus four other 
European countries, as well as 11 
North American and South American 
countries and six other countries 
worldwide. Investigators excluded 
countries with fewer than 2 million 
inhabitants, or with fewer than 500 
ovarian cancer deaths in 2005–2009.1 
In addition, the researchers predicted 
ovarian cancer deaths and rates for 
2020 for eight large countries: the 
United States, France, Germany, Italy, 
Poland, Spain, United Kingdom, and 
Japan, as well as the EU.

 According to their projections, 

there will be a 15% decline in the 
United States and a 10% decline 
in the EU and Japan. Of the six 
European countries, only Spain 
reflects a slight increase, from 3.7 
per 100,000 women to 3.9. This 
occurrence may be due to the fact 
that women who are middle-aged 
or elderly now were less likely to use 
OCs when they were young, says 
La Vecchia, because OC use started 
much later in Spain and was less 
widespread than in other European 
countries. 

 Women who use combined 
OCs are substantially less likely to 
develop epithelial ovarian cancer, 
notes Contraceptive Technology.2 A 
collaborative reanalysis of worldwide 
data on combined OCs and ovarian 
cancer involving 45 epidemiological 
studies has demonstrated that ever-
users of combined OCs had a reduced 
risk of ovarian cancer that persisted 
for 30 years.3 Research indicates this 
protective effect includes the use of 
low-dose pills.4

 The current study corroborates 
what has been known about the 
reduced incidence of ovarian cancer 
among OC users, and that news is 
great, says Susan Wysocki, WHNP-
BC, FAANP, president and chief 
executive officer of iWomansHealth 
in Washington, DC, which focuses 
on information on women’s health 
issues for clinicians and consumers. 

“However, the study’s conclusions are 
based on assumptions about increases 
in OC use and decreases in ovarian 
cancer based on death certificates,” 
notes Wysocki. “Therefore, it does not 
further elucidate whether certain OC 
formulations or what length of use 
contributes to this effect.”  n
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WHO Updates STI Treatment Guidance
Due to Growing Antibiotic Resistance

The World Health Organization 
(WHO) has issued new 

guidelines for the treatment of 
chlamydia, gonorrhea, and syphilis 
in response to the growing threat of 
antibiotic resistance. According to 

the international health organization, 
each year, 131 million people are 
infected with chlamydia, 78 million 
are infected with gonorrhea, and 5.6 
million are infected with syphilis.1

 Antibiotic resistance of these 

STIs has grown in recent years, 
limiting treatment options. Neisseria 
gonorrhoeae, the bacteria that cause 
gonorrhea, has developed resistance 
to nearly all of the antibiotics used for 
treatment: sulfonamides, penicillin, 
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tetracycline, and fluoroquinolones, 
such as ciprofloxacin. Cephalosporins 
are the last effective class of 
antibiotics available to treat the 
infection. (Contraceptive Technology 
Update reported on the issue. See 
“Are Antibiotics Overprescribed for 
Possible STIs? Check Your Practice” in 
the September 2016 STI Quarterly 
supplement at http://bit.ly/2d0YY30.)

 The new WHO guidance does 
not recommend quinolones for 
the treatment of gonorrhea due to 
widespread high levels of resistance. 
It advises national health authorities 
to track the prevalence of resistance 
to different antibiotics in the strains 
of gonorrhea circulating among their 
population and to advise clinicians to 
prescribe whichever antibiotic would 
be most effective, based on local 
resistance patterns. It advises a dual 
therapy approach, using ceftriaxone 
250 mg intramuscular (IM) as a 
single dose PLUS azithromycin 1 g 
orally as a single dose, OR cefixime 
400 mg orally as a single dose PLUS 
azithromycin 1 g orally as a single 
dose. (Readers can review the guidance 
at http://bit.ly/2bzsTNq.)

 To treat syphilis, the WHO 
recommends a single dose of 
benzathine penicillin administered as 
an injection in the buttock or thigh 

muscle. The WHO considers it to 
be the most effective treatment for 
syphilis, as it is more effective and 
cheaper than oral antibiotics. (Readers 
can access the WHO guidance online at 
http://bit.ly/2chbEnC.) 

 Due to recent shortages of 
benzathine penicillin, WHO is 
working with partners to identify 
countries with shortages and help 
monitor global availability to close 
the gap between national needs and 
supply of the antibiotic.

 To treat chlamydia, the WHO 
advises the use of azithromycin, 1 g 
orally as a single dose, or doxycycline, 
100 mg orally twice a day for seven 
days. When a high value is placed 
on reducing costs, doxycycline in a 
standard dose may be the best choice, 
the guidance notes; however, when 
convenience is of utmost concern, 
azithromycin in a single dose may 
be the best choice. (The guidance is 
available at http://bit.ly/2czVFl4.)

The U.S. Approach

 The CDC reiterated its guidance 
for treatment of gonorrhea, which is 
a combination approach consisting 
of an oral dose of azithromycin and a 
single shot of ceftriaxone, following 
data indicating that the percentage 
of gonorrhea isolates with decreased 

susceptibility to azithromycin 
increased more than 300% between 
2013 and 2014.2

 The confluence of emerging drug 
resistance and very limited alternative 
options for treatment of gonorrhea 
creates a “perfect storm” for future 
gonorrhea treatment failure in the 
United States, notes Jonathan 
Mermin, MD, director of the CDC’s 
National Center for HIV/AIDS, Viral 
Hepatitis, STD, and Tuberculosis 
Prevention. “History shows us that 
bacteria will find a way to outlast 
the antibiotics we’re using to treat 
it,” said Mermin in a press statement 
accompanying the data release. “We 
are running just one step ahead in 
order to preserve the remaining 
treatment option for as long as 
possible.”

 The combination therapy 
recommended by the CDC still 
works. No treatment failures have 
been reported to date in the United 
States. However, signs of emerging 
azithromycin resistance suggest that 
it will become ineffective against 
the bacteria that cause gonorrhea. 
Because of the STI’s ability to 
outsmart the antibiotics used to treat 
it, the CDC is keeping a close eye 
on early warning signs of resistance, 
not only to azithromycin but also to 
cephalosporins, the class of antibiotics 
that includes ceftriaxone.

 Gail Bolan, MD, director of the 
CDC’s Division of STD Prevention, 
says, “It is unclear how long the 
combination therapy of azithromycin 
and ceftriaxone will be effective if 
the increases in resistance persist. We 
need to push forward on multiple 
fronts to ensure we can continue 
offering successful treatment to those 
who need it.”

 Chlamydial infection is the 
most frequently reported infectious 
disease in the United States, with 
prevalence highest in those age 24 or 

EXECUTIVE SUMMARY

The World Health Organization has issued new guidelines for the treatment 

of chlamydia, gonorrhea, and syphilis in response to the growing threat of 

antibiotic resistance .

• According to the international health organization, each year, 131 million 

people are infected with chlamydia, 78 million are infected with gonorrhea, 

and 5 .6 million are infected with syphilis .

• Antibiotic resistance of these STIs has grown in recent years, which has 

limited treatment options . Neisseria gonorrhoeae, the bacteria that cause 

gonorrhea, has developed resistance to nearly all of the antibiotics used for 

treatment . Cephalosporins are the last effective class of antibiotics available 

to treat the infection .
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younger.3 The 2015 STD Guidelines 
call for treatment with azithromycin, 
1 g orally in a single dose, OR 
doxycycline, 100 mg orally, twice a 
day for seven days.4

 For syphilis, the CDC notes that 
a single intramuscular injection of 
long-acting penicillin G benzathine 
(2.4 million units administered 
intramuscularly) will cure a person 
who has primary, secondary, or early 
latent syphilis.4 Pfizer Injectables of 
Lake Forest, IL, the sole manufacturer 
of Bicillin L-A (penicillin G 

benzathine) in the United States, is 
experiencing a manufacturing delay 
of this product. The CDC is working 
with FDA’s Drug Shortage Staff and 
Pfizer to address this situation. (To 
check the status, go to the FDA’s site at 
http://bit.ly/2d3ccii.)  n
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Research Eyes Hormonal Contraceptive Use
And Impact on Vitamin D Levels
Women risk having their vitamin 

D levels fall when they stop 
using birth control pills or other 
contraceptives containing estrogen, 
new research indicates.1 This finding 
has clinical implications when 
counseling women who are planning 
to conceive and identifying women 
who may be at risk of deficiency.1

 Pregnant women are at high risk 
for vitamin D deficiency, due to the 
development of the fetus. During the 
first and second trimesters, the fetus 
develops most of its organ systems 
and is building the collagen matrix 
for its skeleton. During the last 
trimester, the fetus begins to calcify 
the skeleton, thereby increasing its 
calcium demand from the mother.2 
Vitamin D deficiency increases the 
risk of preeclampsia and cesarean 
section.3,4

 For the current research, designed 
as a cross-sectional data analysis, 
researchers analyzed data from the 
Study of Environment, Lifestyle, 
and Fibroids, a study of reproductive 
health in about 1,700 African-
American women ages 23-34 in 
Detroit or the surrounding area. 
The participants answered questions 

about contraceptive use, as well as the 
amount of time they spent outdoors 
and use of vitamin D supplements. 
Study participants provided blood 
samples, which were analyzed 
to measure levels of 25-hydroxy 
vitamin D, the primary circulating 
form of vitamin D. Analysis results 
indicate that women who were using 
contraception containing estrogen 
tended to have higher vitamin D 
levels than other women, notes 
Quaker Harmon, MD, PhD, a 
postdoctoral fellow in the National 

Institutes of Health’s National 
Institute of Environmental Health 
Sciences in Research Triangle Park, 
NC.

 “We could not find any 
behavioral differences such as 
increased time spent outdoors to 
explain the increase,” she said in a 
statement accompanying the research 
publication. “Our findings suggest 
that contraceptives containing 
estrogen tend to boost vitamin D 
levels, and those levels are likely 
to fall when women cease using 

EXECUTIVE SUMMARY

Women risk having their vitamin D levels fall when they stop using birth 

control pills or other contraceptives containing estrogen, new research 

indicates . This finding has clinical implications when counseling women 

who are planning to conceive and identifying women who may be at risk of 

deficiency .

• Pregnant women are at high risk for vitamin D deficiency, due to the 

development of the fetus . During the last trimester, the fetus begins to 

calcify the skeleton, thereby increasing its calcium demand from the mother . 

Vitamin D deficiency increases the risk of preeclampsia and cesarean section .

• Recommendations issued by The Endocrine Society indicate pregnant 

women’s daily regimen should at least include a prenatal vitamin containing 

400 international units (IU) of vitamin D with a supplement that contains at 

least 1,000 IU vitamin D .
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contraception.”
 The mechanism for this increase 

is not well understood, say the 
researchers. In addition to elevations 
in 25-hydroxy vitamin D, exogenous 
estrogen has been associated with 
increases in the vitamin D binding 
protein, the active metabolite 
1,25(OH)2 D, and the metabolically 
inactive 24,25(OH) vitamin D. 
Vitamin D binding protein is 
synthesized in the liver and may 
respond in a similar fashion to other 
estrogen-sensitive hepatic proteins, 
the researchers state.1

Vitamin Vital to Health

 Daily doses of 600 international 
units (IU) do not prevent vitamin 
D deficiency in pregnant women. 
Recommendations issued by The 
Endocrine Society in Washington, 
DC, indicate pregnant women’s daily 
regimen should at least include a 
prenatal vitamin containing 400 IU 
of vitamin D with a supplement that 
contains at least 1,000 IU of vitamin 
D.2

 Vitamin D supplementation 
during pregnancy has been suggested 
to safely improve pregnancy and 
infant outcomes. A 2016 Cochrane 
review of evidence looked at 15 
randomized controlled trials involving 
2,833 women. Nine trials compared 
the effects of vitamin D alone with 
no supplementation or a placebo, 
and six trials compared the effects 

of vitamin D and calcium with no 
supplementation.

 The results suggest that the 
provision of vitamin D supplements 
during pregnancy improves the 
women’s vitamin D levels, as 
measured by 25-hydroxy vitamin 
D concentrations at term, and may 
reduce the risk of delivering a baby 
prematurely (less than 37 weeks of 
gestation), result in a lower risk of 
high blood pressure in women, and 
reduce the risk of a low birthweight 
baby (less than 2,500 g).5

 In reproductive-age women 
planning a pregnancy, clinical testing 
of vitamin D levels should take 
into account recent contraceptive 
use, researchers in the current study 
note. After adjusting for seasonal 
exposure to sunlight, the researchers 
found the use of contraceptive pills, 
patches, or rings containing estrogen 
was associated with a 20% higher 
25-hydroxy vitamin D level. While 
current birth control users tended to 
have higher levels of vitamin D in the 
blood, past contraceptive users had 
average levels of vitamin D.1 

“Our findings indicate women 
may run the risk of developing 
vitamin D deficiency just when they 
want to become pregnant,” Harmon 
said. “For women who are planning 
to stop using birth control, it is worth 
taking steps to ensure that vitamin 
D levels are adequate while trying to 
conceive and during pregnancy.”

 Further research is needed to 
investigate endogenous estrogen 
effects, including how 25-hydroxy 
vitamin D levels might vary with 
changes such as the onset of puberty, 
pregnancy, and menopause.1  n
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Federal Agencies Issue More Family Planning Rules
By Adam Sonfield 
Senior Policy Manager
Guttmacher Institute
Washington, DC

F ederal agencies are continuing to 
issue regulations and guidance 

with a sense of urgency, and, in 

several cases, the implications 
for family planning care may be 
profound. 

As noted in my previous column, 
CMS has been particularly active this 
year. (See the July 2016 Washington 
Watch column, “Medicaid pushes 

forward on family planning” at http://
bit.ly/2clRvhG.) It capped its spring 
with a June 14, 2016, letter to state 
health officials laying out what is 
the closest the agency has come to 
comprehensive guidelines for the 
coverage and provision of family 
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 n  Debunk five vasectomy myths

 n LARC and emergency 
contraception: What to know

 nTalk with male patients about 
HPV prevention

 nCounseling tips on reversible 
and permanent contraception

COMING IN FUTURE MONTHS

planning services and supplies under 
Medicaid.1

Although all state Medicaid 
programs have been required since 
1972 to cover family planning 
services and supplies, without any 
patient out-of-pocket costs and free 
of coercion, CMS had never specified 
what that requirement entails 
exactly. In the new guidelines, CMS 
recommends that states cover every 
individual method of contraception 
for traditional Medicaid enrollees, as 
they are already required to do for 
people newly eligible for Medicaid 
under the Affordable Care Act (ACA).

It bars states and Medicaid 
managed care plans from imposing 
on family planning care a range 
of common cost-control tactics, 
including cost-sharing, step 
therapy, policies that restrict a 
change in method (such as not 
covering the removal of an IUD 
or implant), and almost all other 
forms of prior authorization. It also 
discourages inappropriate quantity 
limits; reiterates and reinforces 
confidentiality protections; reminds 
states and plans that they must 
reimburse in- and out-of-network 
providers in a timely manner; and 
lays out ways that states may help 
providers offer the full range of 
contraceptive choices, including 
IUDs and implants. 

Earlier CMS Moves

The June 14 letter builds on 
several actions by CMS earlier this 
spring, including April 25 regulations 
governing the involvement of 
private-sector managed care plans 
in Medicaid and an April 19 letter 
to state officials making it clear 
that federal law prohibits them 
from discriminating against family 
planning providers, those that provide 
abortion care, and those that are 
affiliated with abortion providers.2,3

On a separate front, the Obama 
administration is working to respond 
to the U.S. Supreme Court’s May 
16 order in Zubik v. Burwell, which 
challenged the ACA’s contraceptive 
coverage guarantee. The short-handed 
court avoided making an actual 
decision on the merits and, instead, 
sent the case — actually, seven 
cases, plus several more that had not 
officially been in front of the court 
yet — back to the appellate courts for 
further consideration. 

Lower courts are being asked 
to help determine whether further 
compromise between the federal 
government and the objecting 
employers is warranted and possible. 
The Supreme Court had proposed 
such a compromise in an unusual 
request for supplemental briefs, after 
oral arguments in March.

In those briefs, petitioners 
insisted that contraceptive coverage 
be provided through a separate 
insurance policy, with a separate 
enrollment process. Those conditions 
seem incompatible with the 
seamless insurance coverage that 
the government and its supporters 
are seeking through the current 
contraceptive coverage guarantee and 
the “accommodation” the government 
has set up for employers with 
religious objections.

On July 22, several federal 
agencies issued a request for 
information on potential changes to 
this religious accommodation.4 The 
agencies asked 11 distinct questions 
on three topics: 

• procedures that might allow 
religious employers to object without 
written self-certification, which is part 
of the current process; 

• approaches involving separate 
insurance policies and separate 
enrollment processes; 

• alternatives that might be viable 
for self-insured health plans. 

By using the regulatory process 
to gather input, rather than working 
exclusively through the litigation 
process, the administration will be 
able to involve all interested parties, 
including the women whose coverage 
might be affected and the insurance 
companies that might have to 
administer any workarounds. The 
comment period ended on Sept. 20, 
and final regulations seem likely by 
January 2017. 

Protect Family Planning

On the Friday before Labor Day, 
the Obama administration ended 
its summer with yet another move 
to protect family planning care, this 
time under the Title X national family 
planning program.5 The Office of 
Population Affairs (OPA), the agency 
that administers Title X, proposed 
new regulations that directly refute 
states’ ongoing efforts (13 times 
since 2011, according to OPA) to 
deny Title X funding from safety-net 
family planning providers that also 
provide abortions or are affiliated 
with providers that do so. The 
new regulations echo CMS’s April 
letter to state officials that pushed 
back at similar efforts in relation to 
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Medicaid.3

These types of state restrictions 
commonly impact the very providers, 
such as Planned Parenthood health 
centers, most able to facilitate 
women’s timely access to a wide 
range of contraceptive services and 
supplies.6 That, in turn, limits access 
to family planning services and 
negatively impacts women’s health. 
The proposed regulations would 
make it a violation of federal law 
for states or other Title X grantees 
to discriminate against otherwise 
eligible providers solely on the 
basis of providers’ association with 
abortion, which helps to protect the 
integrity and capacity of the Title X 
network nationwide. At press time, 
the proposed regulations were open 
to public comment until Oct. 7. The 
administration can be expected to 
finalize them before President Obama 
leaves office in January.  n
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Updating the Guidance 
On Women’s Preventive Services

A coalition of national health 
professional organizations, as 

well as women’s health consumer and 
patient advocates, are updating the 
federal Women’s Preventive Services 
Guidelines. If the recommendations 
are adopted by the Department 
of Health and Human Services’ 
Health Resources and Services 
Administration (HRSA), it will 
help ensure that women receive a 
comprehensive set of preventive 

services without having to pay 
a copayment, co-insurance, or 
deductible.

 In 2011, HRSA worked with 
the National Academies of Science, 
Engineering, and Medicine to 
develop the initial guidance, which 
outlines which preventive health 
screenings and services should be 
offered routinely to patients. It also 
has served as the basis for determining 
insurance coverage at no cost-sharing 
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to the patient under the Affordable 
Care Act. It was recommended that 
the guidance be updated every five 
years.

 After a competitive process, 
HRSA in March 2016 awarded 
approximately $950,000 in funding 
per year for a five-year cooperative 
agreement to the American College 
of Obstetricians and Gynecologists 
(ACOG). The organization is 
responsible for the development 
and administration of the Women’s 
Preventive Services Initiative, a 
collaborative coalition process to 

review and recommend updates to 
the current guidance. Adolescent 
care providers may be familiar 
with this approach. It is similar to 
the cooperative agreement HRSA 
has with the American Academy 
of Pediatrics for developing and 
updating the Bright Futures 
guidelines for well-child and 
adolescent care.

 ACOG is working with a coalition 
of national health professional 
organizations representing providers, 
patients, and academics to conduct 
a rigorous review of the current 

scientific evidence and recommend 
updates to the existing guidelines. 
The American Academy of Family 
Physicians, American College of 
Physicians, and National Association 
of Nurse Practitioners in Women’s 
Health serve on the advisory panel. 
Participating organizations in the 
multidisciplinary steering committee 
include the American College of 
Nurse-Midwives, the Association of 
Reproductive Health Professionals, 
and the Association of Women’s 
Health, Obstetric, and Neonatal 
Nurses.

 The panel has reviewed the 
existing women’s preventive services 
recommendations and released 
draft guidance. Public comments 
were solicited until Sept. 30, 2016. 
All recommendations are due to 
HRSA on Dec. 1, 2016, says Megan 
Christin, an ACOG spokesperson. 
The federal agency will go through its 
internal processes of whether to adopt 
the Initiative’s recommendations. 
The draft guidance expands the 
range of contraceptive methods and 
services covered under the women’s 
preventive services guidelines, as 
well as mechanisms for coverage, 
says Britt Wahlin, vice president 
for development and public affairs 
at Ibis Reproductive Health in 
Cambridge, MA, an international 
nonprofit organization with a mission 
to improve women’s reproductive 
autonomy, choices, and health 
worldwide.

 “We are especially excited that 
the draft guidance includes coverage 
of over-the-counter (OTC) methods 
without a prescription,” notes Wahlin. 
“This is significant because, under the 
current guidelines, insurance plans 
subject to the coverage mandate must 
cover OTC methods, but they can 
require women to have a prescription 
if they want to use their insurance to 
obtain them.”  n
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