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“WE HAVE REACHED A 
DECISIVE MOMENT FOR 
THE NATION. STD RATES 
ARE RISING, AND MANY 

OF THE COUNTRY’S 
SYSTEMS FOR PREVENTING 

STDS HAVE ERODED.” 
- JONATHAN MERMIN, 
MD, DIRECTOR, CDC’S 

NATIONAL CENTER FOR 
HIV/AIDS, VIRAL HEPATITIS, 
STD, AND TB PREVENTION

STDs at Unprecedented High  
in United States
Public health agencies battle rise in midst of budget cuts

New figures from the CDC 
indicate the total combined 
cases of chlamydia, gonorrhea, 

and syphilis reported in 2015 reached 
the highest number ever. 
The largest increase in 
STD cases reported from 
2014 to 2015 occurred 
in primary and secondary 
syphilis (19%), followed 
by gonorrhea (12.8%) 
and chlamydia (5.9%).1

In looking at the 
numbers, more than 1.5 
million chlamydia cases 
were reported, followed 
by nearly 400,000 cases 
of gonorrhea, and nearly 
24,000 cases of primary 
and secondary syphilis, 
the most infectious stages 
of the disease.1

“We have reached a 
decisive moment for the 
nation,” says Jonathan Mermin, MD, 
director of CDC’s National Center for 
HIV/AIDS, Viral Hepatitis, STD, and 

TB Prevention. “STD rates are rising, 
and many of the country’s systems for 
preventing STDs have eroded.”

Public health STD programs face 
heightened challenges and 
barriers to achieving their 
mission. In 2012, 52% 
of state and local STD 
programs experienced 
budget cuts, resulting in 
reductions in clinic hours, 
contact tracing, and STD 
screening. The CDC esti-
mates that 21 local health 
department STD clinics 
closed in that year alone.1

“We must mobilize, 
rebuild, and expand 
services, or the human 
and economic burden 
will continue to grow,” 
Mermin says in a state-
ment accompanying the 

new report.
To prevent and control STDs, the 

CDC provides support to state and local 
health departments for disease surveil-
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lance, contact tracing and health 
promotion, and other critical services. 
The agency also issues and maintains 
testing and treatment guidelines for 
providers so patients may receive 
the most effective care. Maintaining 
and strengthening these systems will 
be essential to respond to the recent 
increases.

“STD prevention resources across 
the nation are stretched thin, and 
we’re beginning to see people slip 
through the public health safety net,” 
Mermin says. “Turning the STD 
epidemics around requires bolstering 
prevention efforts and addressing new 
challenges, but the payoff is substan-
tial in terms of improving health, re-
ducing disparities, and saving billions 
of dollars.”

Check The Numbers

Several sequelae can result from 
C. trachomatis infection in women, 
the most serious of which include 
pelvic inflammatory disease, ectopic 
pregnancy, and infertility.2 In the 
current report, the case count for 
chlamydia corresponds to a rate of 
478.8 cases per 100,000 population, 
an increase of 5.9% compared with 
the rate in 2014. During 2014-15, 
the rate of reported chlamydia cases 
among women increased 3.8% and 
the rate among men increased 10.5%. 
Following three years of decreases in 
rates during 2011-2014, the chla-
mydia rate among women ages 15-19 
increased 1.5% during 2014-2015.

The overall rate of chlamydial 
infection in the United States in 
2015 among women (645.5 cases per 
100,000 females) was more than two 
times the rate among men (305.2 cas-
es per 100,000 males), reflecting the 
larger number of women screened for 
this infection. However, due to the 
increased availability of urine testing 

and extragenital testing, men, includ-
ing gay, bisexual, and other men who 
have sex with men (MSM), are seeing 
an increase in testing for chlamydial 
infection. During 2011-15, the chla-
mydia rate in men increased 20.0%, 
compared with a 0.3% increase in 
women during this same period.1

How About Gonorrhea?

Both chlamydia and gonorrhea are 
concerns for providers who work with 
adolescents: The new report shows 
young adults ages 15-24 accounted 
for nearly two-thirds of chlamydia 
diagnoses and half of gonorrhea 
diagnoses.1

In 2015, 395,216 cases of gonor-
rhea were reported for a rate of 123.9 
cases per 100,000 population. The 
uptick in the gonorrhea rate during 
2014-15 was observed among both 
males and females; however, the 
increase was higher among males, 
rising from 119.0 to 140.9 cases per 
100,000.1

N. gonorrhoeae has developed 
resistance to each of the antimicrobi-
als used for treatment of gonorrhea, 
presenting a public health challenge. 
Due to declining susceptibility to 
cefixime, the latest CDC treatment 
guidelines now call for dual therapy 
with ceftriaxone (an injectable cepha-
losporin) and azithromycin as the 
sole CDC-recommended treatment 
regimen for gonorrhea.3

However, for the first time in the 
United States, health officials have 
identified a cluster of gonorrhea 
infections that shows both decreased 
susceptibility to ceftriaxone and very 
high-level resistance to azithromycin. 
Laboratory tests on gonorrhea isolates 
collected from seven individuals in 
Honolulu in April and May 2016 
showed resistance to azithromycin 
at dramatically higher levels than 
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EXECUTIVE SUMMARY

According to the CDC, the total combined cases of chlamydia, gonorrhea, and 

syphilis reported in 2015 reached the highest number ever .

• More than 1 .5 million chlamydia cases were reported, followed by nearly 

400,000 cases of gonorrhea, and about 24,000 cases of primary and secondary 

syphilis .

• For the first time in the United States, health officials have identified a 

cluster of gonorrhea infections that shows both decreased susceptibility to 

ceftriaxone and very high-level resistance to azithromycin .

• Although all patients were treated successfully using the recommended 

dual regimen, and no further cases have been identified since May 2016, both 

the resistance pattern and the occurrence of a cluster of cases are cause for 

concern .

typically seen in the United States; 
also, isolates from five of the individu-
als showed reduced susceptibility to 
ceftriaxone.

Although all patients were treated 
successfully using the recommended 
dual regimen, and no further cases 
have been identified since May, both 
the resistance pattern and the oc-
currence of a cluster of cases, which 
indicates the strain was able to spread, 
are cause for concern to public health 
officials.4

“Hawaii is on the front line for 
antibiotic-resistant gonorrhea. We’ve 
been one of the first states to see 
declining effectiveness of each drug 
over the years,” says Alan Katz, MD, 
MPH, professor of public health at 
the University of Hawaii, member of 
the Hawaii State Board of Health, and 
staff physician and medical consultant 
at the Hawaii State Department of 
Health’s Diamond Head STD Clinic. 
“That’s made us extremely vigilant, so 
we were able to catch this cluster early 
and treat everyone found who was 
linked to the cluster. But the future 
risk of gonorrhea becoming resistant 
to both of the recommended therapy 
medications in the United States is 
troubling.”

Rise in Syphilis  

in Women

According to the new report, 
women’s rate of syphilis diagnosis 
increased by more than 27% from 
2014 to 2015, and reported congeni-
tal syphilis increased by 6%. However, 
women still account for less than 10% 
of new primary and secondary syphilis 
infections. As in recent years, MSM 
represented the majority of reported 
primary and secondary syphilis cases 
in 2015. Nationally, the highest rates 
of syphilis in 2015 were observed 
among men ages 25-29 and 20-24 

years, among men in the West and in 
the South, and among black men.1

The health outcomes of syphilis, 
whether they be miscarriage, 
stillbirth, blindness, or stroke, can be 
“devastating,” says Gail Bolan, MD, 
director of CDC’s Division of STD 
Prevention.

“The resurgence of congenital 
syphilis and the increasing impact of 
syphilis among gay and bisexual men 
makes it clear that many Americans 
are not getting the preventive services 
they need,” Bolan notes in a statement 
accompanying the report. “Every 
pregnant woman should be tested for 
syphilis, and sexually active gay and 
bisexual men should be tested for 
syphilis at least once a year.”

Robert Hatcher, MD, MPH, 
professor emeritus of gynecology and 
obstetrics at Emory University School 
of Medicine in Atlanta, suggests that 
condoms, and perhaps outercourse, 
should be emphasized far more exten-
sively than they are now.

Twenty years ago, condoms were 
provided at no or low cost to women, 
sometimes in great numbers, Hatcher 
notes. Today, 12 to 24 condoms are 
provided in most cases. Provision of 
a full year of oral contraceptives leads 
to more consistent use and higher 

continuation rates, so why not provide 
100 condoms to women, basing the 
figure on a rate of intercourse of twice 
a week?

“If we are going to get serious 
about STDs, we need to provide large 
numbers of condoms to people,” 
Hatcher says.  n

REFERENCES
1 . Centers for Disease Control and 

Prevention . Sexually Transmitted Dis-

ease Surveillance 2015 . Atlanta: U .S . 

Department of Health and Human 

Services; 2016 .

2 . Centers for Disease Control and 

Prevention . Sexually Transmitted Dis-

ease Surveillance 2013 . Atlanta: US 

Department of Health and Human 

Services; 2014 .

3 . Centers for Disease Control and 

Prevention . Sexually transmitted 

diseases treatment guidelines, 2015 . 

MMWR Recomm Rep 2015; 64(No . 

RR-3):1-137 .

4 . Katz A, Komeya A, Tomas J, et al . 

Cluster of Neisseria gonorrhoeae 

isolates with high-level azithromycin 

resistance and decreased ceftriaxone 

susceptibility . Presented at the 2016 

National STD Prevention Confer-

ence . Atlanta; September 2016 .



4   |   CONTRACEPTIVE TECHNOLOGY UPDATE® / January 2017

Data Support Five-year Use of Liletta

D ata from a recent analysis of the 
52 mg levonorgestrel Liletta 

intrauterine device (Medicines360, 
San Francisco, and Actavis, Dub-
lin, Ireland) indicate its calculated 
levonorgestrel content and release rate 
curves support the continued evalua-
tion of its contraceptive use for five or 
more years.1

“The study’s findings show that the 
amount of levonorgestrel remaining 
in the system and the amount still 
being released each year support the 
continued evaluation of Liletta as a 
contraceptive for up to five years,” 
says the study’s lead author, Mitchell 
Creinin, MD, professor and director 
of family planning in the Department 
of Obstetrics and Gynecology at the 
University of California, Davis.

The study results back Medi-
cines360’s planned future FDA sub-
mission for a five-year duration of use 
for the device, states Jessica Gross-
man, MD, the company’s CEO.

Check The Data

To perform the analysis, research-
ers looked at clinical sites in Liletta’s 
U.S. Phase III study. Devices were 
analyzed from women who discon-

tinued the trial. Samples were ran-
domly selected to evaluate residual 
drug content within 90-day intervals 
after discontinuation through 900 
days (approximately 2.5 years), and 
180-day intervals for the remaining 
duration through 5.4 years (1,980 
days). Scientists also performed an 
initial drug content analysis using 
10 randomly selected samples from a 
single lot.

The study included 64 samples 
within 90-day intervals (range six to 
10 samples per interval) through 900 
days, and 36 samples within 180-day 
intervals (six samples per interval) for 
the remaining duration. The initial 
content analysis averaged 52.0 ± 1.8 
mg. Scientists then calculated an aver-
age initial release rate of 19.5 mcg/day 
that decreased to 17.0, 14.8, 12.9, 
11.3, and 9.8 mcg/day after one, two, 
three, four, and five years, respectively. 
The five-year average release rate was 
calculated 14.7 mcg/day.1

Device Updated with 

New Inserter

Liletta has just been updated with 
a new single-handed inserter that al-
lows use with either hand, a bendable 

tube to accommodate the anatomy 
of the patient during insertion, and 
the ability to reload the device if 
needed before insertion. The launch 
and availability of the single- handed 
inserter follows the January 2016 
FDA approval of the apparatus. Data 
were based on the largest hormonal 
IUD trial, ACCESS IUS (A Com-
prehensive Contraceptive Efficacy & 
Safety Study of an IUS), conducted in 
the United States with 1,751 enrolled 
women receiving the device.2 Dur-
ing the ACCESS IUS clinical trial, 
the success rate for insertions with 
the new single-handed inserter was 
99.2%.

The single-handed inserter features 
a locking mechanism within the cleft 
to keep the threads in place, a bend-
able tube to accommodate the anat-
omy of the patient during insertion, 
color-coded sliders to assist in loading 
the IUD and opening the arms dur-
ing insertion, and the ability to reset 
the device for repeated attempts if the 
device is not loaded properly prior to 
insertion.

A video and companion material 
are available at Liletta’s provider web-
site, www.lilettahcp.com, says Peter 
Schell, Medicines360 vice president. 
Reception of the new inserter, which 
has been presented at several national 
conferences, has been positive, he 
adds.

Review The Choices

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 2013.3,4 There are five 
LARC devices available in the United 
States: one single-rod etonogestrel 
implant (Nexplanon, Merck, White-

EXECUTIVE SUMMARY

Data from a recent analysis of the 52 mg levonorgestrel Liletta intrauterine 

device indicate its calculated levonorgestrel content and release rate curves 

support the continued evaluation of its contraceptive use for five or more 

years .

• The device is approved for three years of effective use; the company plans to 

seek regulatory approval for five years’ use .

• The device has been updated with a new single-handed inserter that allows 

use with either hand, a bendable tube to accommodate the anatomy of the 

patient during insertion, and the ability to reload the device if needed before 

insertion .
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house Station, NJ) and five brands of 
IUDs. These include four levonorg-
estrel IUDs:

• the 52 mg Mirena (Bayer 
HealthCare Pharmaceuticals, Whip-
pany, NJ), approved for the treatment 
of heavy menstrual bleeding in IUD 
users and for five years of contracep-
tive use;

• the 52 mg Liletta (Medicines360 
and Actavis), approved for three years 
of contraceptive use;

• the 13.5 mg Skyla (Bayer), ap-
proved for three years of contraceptive 
use;

• the 19.5 mg Kyleena (Bayer), ap-
proved for five years of contraceptive 
use; and

• the ParaGard copper-T IUD 
(Teva Women’s Health, Sellersville, 
PA) is approved for 10 years of 

contraceptive use.
Intrauterine contraceptives and 

the contraceptive implant use is sup-
ported 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 appro-
priate options for teens.5,6  n
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Check Reproductive Health Considerations for 
Women Presenting with Rheumatoid Arthritis

How can clinicians best address 
sexual and reproductive health 

issues for women presenting with 
rheumatoid arthritis (RA)? A recent 
webinar hosted by the Washington, 
DC-based Association of Reproduc-
tive Health Professionals offers pro-
viders the information they need to 
review contraception and pre-concep-
tion counseling options for a patient 
suffering from rheumatoid arthritis. 
(Editor’s Note: The webinar is available 
at: http://bit.ly/2fWy0K4.)

According to information from the 
CDC, RA is a systemic inflammatory 
disease that manifests itself in multiple 
joints in the body. This inflammation 
usually affects the synovial membrane 
(lining of the joints), but also can af-
fect other organs. This inflamed joint 
lining leads to erosions of the cartilage 
and bone, sometimes causing joint 
deformity. Pain, swelling, and redness 

are common joint symptoms.
The Rochester Epidemiology 

Project in Minnesota, which provides 
the most recent U.S. data on the inci-
dence of the disease, reports that from 
1995 to 2007, 41 per 100,000 people 
were diagnosed with RA annually.1 

EXECUTIVE SUMMARY

A recent webinar hosted by the Washington, DC-based Association of 

Reproductive Health Professionals offers providers the information they need 

to review contraception and pre-conception counseling options for a patient 

presenting with rheumatoid arthritis .

• Rheumatoid arthritis is a systemic inflammatory disease that manifests itself 

in multiple joints in the body . This inflammation usually affects the synovial 

membrane, but also can affect other organs . This inflamed joint lining leads to 

erosions of the cartilage and bone, sometimes causing joint deformity .

• Women diagnosed with rheumatoid arthritis must consider their drug 

treatment when choosing a contraceptive . Current treatment practice is to 

prescribe non-biologic, disease-modifying antirheumatic drugs, which reduce 

disease activity and prevent joint deformity, within three months of diagnosis .

Incidence of the disease increased with 
age (8.7 per 100,000 people among 
those 18-34 years of age, compared 
with 54 per 100,000 among those 85 
years of age or older) and peaked be-
tween age 65-74 (89 per 100,000); all 
estimates age-adjusted to 2000 U.S. 
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population. From 1995-2007, rates 
increased by 2.5% each year among 
women, but there was a small decrease 
(0.5%) among men. In 2005, the age-
standardized prevalence of RA among 
women in the Rochester Epidemiol-
ogy Project had increased to 1% (9.8 
per 1,000) from 0.8% (7.7 per 1,000) 
in 1995. The prevalence among men 
was the same (0.4%) in 1995 and 
2005 (4.1 per 1,000 in 1995 and 4.4 
per 1,000 in 2005).1

Women diagnosed with RA must 
consider their drug treatment when 
choosing a contraceptive. Current 
treatment practice is to prescribe non-
biologic disease-modifying antirheu-
matic drugs, which reduce disease 
activity and prevent joint deformity, 
within three months of diagnosis. 

According to the U.S. Medical 
Eligibility Criteria for Contraceptive 
Use (US MEC), women with RA who 
are on immunosuppressive therapy 
can initiate the progestin-only pill and 
the contraceptive implant with no 
restrictions. Both forms of intrauter-
ine contraception (the levonorgestrel 
IUD and the copper-T IUD) may be 
continued with no restrictions; initia-
tion of either is classified as Category 
2, where the method generally can be 
used, but careful follow-up may be 
required. The combined pill, contra-
ceptive patch, contraceptive vaginal 
ring, and contraceptive injection also 
are classified as Category 2 methods; 
the injection is classified as Category 
3 (use usually is not recommended 
unless other more appropriate meth-
ods are not available or acceptable) if 
the patient is at risk for non-traumatic 
fracture.2

For women presenting with RA 
who are not on immunosuppressive 
therapy, the progestin-only pill, the 
contraceptive implant, the levonorg-
estrel IUD, and the copper-T IUD 
all may be used with no restrictions. 
Combined pills, patch, and ring, as 

well as the contraceptive injection, are 
classified as Category 2 methods.

In counseling women suffering 
from RA on their options, use active 
listening and clarify women’s goals. 
Talk with patients about typical use 
rates for each method and use a tier-
based visual aid to demonstrate levels 
of effectiveness. (Use the CDC chart 
at: http://bit.ly/29K8XXD.) Provide 
hands-on models for women to see 
the methods, and avoid directive state-
ments.

Women of reproductive age pre-
senting with RA must understand that 
some of the mainstay medications for 
RA treatment are teratogenic. Metho-
trexate, now considered the first-line 
disease-modifying antirheumatic 
drugs for most patients with RA, 
is teratogenic, states Mary Hébert, 
PharmD, FCCP, professor in the 
School of Pharmacy at the University 
of Washington, Seattle.

A European League Against Rheu-
matism task force recently was estab-
lished to define points to consider 
on use of antirheumatic drugs before 
pregnancy and during pregnancy and 
lactation. Based on a systematic litera-
ture review and pregnancy exposure 
data from several registries, statements 
on the compatibility of antirheumatic 
drugs during pregnancy and lacta-
tion were developed. The benefits of 
hydroxychloroquine, sulfasalazine, 
azathioprine, cyclosporine, tacrolim-
us, colchicine, TNF-alpha inhibitors, 
and glucocorticoids often are found 
to outweigh the risks in pregnancy 
and lactation. Methotrexate, myco-
phenolate mofetil, and cyclophos-
phamide require discontinuation 
before conception due to proven 
teratogenicity, the task force found. 
Insufficient research in regard to fetal 
safety leads to the discontinuation of 
leflunomide, tofacitinib, abatacept, 
rituximab, belimumab, tocilizumab, 
ustekinumab, and anakinra before 

a planned pregnancy, the task force 
notes. Among biologics, tumor 
necrosis factor inhibitors are the best-
studied, and safety data are promising 
with first and second trimester use. 
Restrictions in use apply for the few 
proven teratogenic drugs and the 
large proportion of medications for 
which insufficient safety data for the 
fetus/child are available, the task force 
concludes.3

For women suffering from RA 
who wish to become pregnant, pre-
conception care is a critical period, 
Hébert says. Clinicians must balance 
the removal of teratogens with need 
for disease control. The importance of 
a planned pregnancy must be stressed, 
and drug selection should be based 
on an agreement between patient, 
rheumatologist, and obstetric team. 
Pharmacists are in a unique position 
to counsel patients on the risks and 
benefits of drugs used to treat RA 
during pregnancy and lactation and 
refer patients receiving teratogenic 
drugs who are considering pregnancy 
to their rheumatologist for medica-
tion adjustments prior to pregnancy, 
she notes.  n
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Data Indicate Male Birth Control Shot May  
Be Effective

M en may be able to use birth 
control shots to prevent preg-

nancy in their female partners, data 
suggest in a just-published Phase II 
study. More options would be wel-
come as men have few choices when 
it comes to controlling their own 
fertility. Available methods for men 
include condoms, vasectomies, and 
withdrawal.

To conduct the prospective single 
arm, multi-center study, researchers 
enrolled 320 healthy men 18-45 years 
of age. Study participants had been 
engaged in monogamous relation-
ships with female partners between 
the 18-38 years of age for at least 
one year. All men underwent testing 
to ensure they had a normal sperm 
count at the start of the study.

To suppress sperm counts, study 
participants received injections of 200 
mg of a long-acting progestogen, nor-
ethisterone enanthate and 1,000 mg 
of a long-acting androgen, testoster-
one undecanoate, for up to 26 weeks. 
Clinicians administered two injec-
tions every eight weeks. Participants 
initially provided semen samples after 
eight and 12 weeks in the suppres-
sion phase and then every two weeks 
until they met the criteria for the next 
phase. During this time, participants 
and their partners were instructed to 
use other non-hormonal birth control 
methods.

Once a participant’s sperm count 
was lowered to less than 1 million/
mL in two consecutive tests, the 
couple was asked to rely on the shots 
for birth control. During this period, 
the men continued to receive injec-
tions every eight weeks for up to 56 
weeks. Participants provided semen 
samples every eight weeks to ensure 
their sperm counts stayed low. Once 

EXECUTIVE SUMMARY

Men may be able to use birth control shots to prevent pregnancy in their 

female partners, data suggest in a just-published Phase II study . Researchers 

studied injections of 200 mg of a long-acting progestogen, norethisterone 
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• Men have few choices when it comes to controlling their own fertility .

• Available methods for men include condoms, vasectomies, and withdrawal .

• The Male Contraception Initiative, a nonprofit organization, is working with 

researchers across the globe to make male contraceptive options a reality .

participants stopped receiving the 
injections, monitoring was performed 
to see how quickly their sperm counts 
recovered.

Data indicate the hormones were 
effective in reducing the sperm count 
to 1 million/mL or less within 24 
weeks in 274 participants. During 
the efficacy phase of up to 56 weeks, 
four pregnancies occurred among the 
partners of the 266 male participants, 
with the rate of 1.57 per 100 continu-
ing users (95% confidence interval, 
0.59-4.14).1

“The study found it is possible 
to have a hormonal contraceptive 
for men that reduces the risk of 
unplanned pregnancies in the part-
ners of men who use it,” says Mario 
Philip Reyes Festin, MD, a medical 
officer at the Human Reproduction 
team at the Department of Reproduc-
tive Health and Research within the 
World Health Organization and a 
study co-author. “Our findings con-
firmed the efficacy of this contracep-
tive method previously seen in small 
studies.”

Researchers halted the enrollment 
of new study participants in 2011 due 
to the rate of reported adverse events, 
particularly depression and other 
mood disorders. Reported side effects 

included injection site pain, muscle 
pain, increased libido, and acne. 
Twenty men dropped out of the study 
due to side effects. Despite the ad-
verse effects, more than three-quarters 
of participants reported willingness to 
use this method of contraception at 
the conclusion of the trial.

Of the 1,491 reported adverse 
events, about 40% were found to be 
unrelated to the contraceptive injec-
tions. These included one death by 
suicide, which was assessed not to be 
related to the use of the drug. Seri-
ous adverse events that were assessed 
as probably or possibly related to the 
study included one case of depression, 
one intentional overdose of acet-
aminophen, and one incident of an 
abnormally fast and irregular heart-
beat after injections ended.

“More research is needed to ad-
vance this concept to the point that 
it can be made widely available to 
men as a method of contraception,” 
Festin observes. “Although the injec-
tions were effective in reducing the 
rate of pregnancy, the combination of 
hormones needs to be studied more 
to consider a good balance between 
efficacy and safety.”

If the desire is to bring new male 
contraceptives to market quickly, 
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funding must be diversified, says Aar-
on Hamlin, MPH, Esq., executive 
director of the Male Contraception 
Initiative. This nonprofit organiza-
tion is working with researchers across 
the globe to make male contraceptive 
options a reality. (Editor’s Note: More 
information about the organization is 
available at: http://bit.ly/2fXlx9r.)

The recent clinical trial’s halt is a 
reminder of just why funding must be 
diversified, Hamlin says. Hormonal 
options have a lot of challenges; 
mood side effects have been persistent 
in other studies as well, he notes. The 
study is not the first male hormonal 
contraceptive study with incidents of 
attempted suicide, Hamlin adds.

“Plus, there are nonresponders, 
and for those men who do respond, 
they have to wait many months for 
their fertility to return — or, in rare 
cases, never return — that’s going to 
be tough for some men to take on,” 
Hamlin explains. “That so many men 

have opted to go through this is a 
testament to the demand for a new 
male contraceptive.”

Although some of these problems 
can be resolved, other hormonal 
issues appear to be unavoidable, 
Hamlin argues. Focusing on sperm 
production requires a multi-month 
wait before the contraceptive is ef-
fective; for example, the current trial 
took six months before 96% of the 
men’s sperm count went below the 
1-million-per-milliliter target, he 
notes.

Although no drug is void of side 
effects, non-hormonal methods at 
least offer the potential to avoid these 
particular issues, as well as later-stage 
targets such as sperm motility, Ham-
lin says. There, the ability is for the 
contraceptive to be quicker-acting, he 
adds.

“Other targets include vas block-
age, fertilization capacity, and stop-
ping muscular contractions in the 

vas,” Hamlin continues. “We’d expect 
men to be more likely to find a quick-
acting contraceptive acceptable — 
there are options here.”

Today, clinicians have withdrawal, 
condoms, and vasectomies to offer 
men, says Robert Hatcher, MD, 
MPH, professor emeritus of gynecol-
ogy and obstetrics at Emory Univer-
sity School of Medicine in Atlanta.

“The hormonal injection described 
above, it appears to me, hold virtually 
zero likelihood for providing a fourth 
contraceptive approach for men,” he 
states.  n
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Link Between Early Menopause, Higher Risk  
of Fracture Confirmed

A new analysis of data from the  
 Women’s Health Initiative 

(WHI) trial indicates an increased 
risk of fracture among women who 
reported early menopause (age 40 or 
younger), regardless of whether they 
were treated with hormone therapy 
and/or calcium and vitamin D 
supplementation.1 Although previous 
findings from the WHI trial indicated 
that menopause before the age of 
40 led to higher fracture risk,2 these 
new findings suggest that even with 
calcium and vitamin D supplements, 
risk of fracture remains high.

Based on an evaluation of nearly 
22,000 women included in the WHI 
trials, women younger than age 40 al-
ready in menopause had significantly 

higher risks for fracture than women 
who experienced menopause between 
the ages of 40 and 49 or after 50, 
regardless of treatment intervention, 
data indicate.

Clinicians traditionally have 
counseled for calcium and vitamin 
D intake to increase bone mineral 
density. Estrogen users in the initial 
WHI study demonstrated reduc-
tions in vertebral and hip fractures 
that were comparable in magnitude 
to drops in fractures seen with other 
agents.2 Scientists designed the cur-
rent analysis to evaluate the effective-
ness of calcium, vitamin D, and/or 
hormones in offsetting the higher 
fracture risks for women experiencing 
early menopause.

“This study highlights the need 
for healthcare providers to take into 
consideration a woman’s age at meno-
pause onset when evaluating patients 
for fracture risk,” says JoAnn Pinker-
ton, MD, executive director of the 
North American Menopause Society 
in Cleveland.

Women at risk for bone loss need 
1,200 mg of calcium per day, with 
adequate vitamin D, and should be 
encouraged to get as much as pos-
sible through diet due to concern 
that too much supplemental calcium 
may increase atherosclerotic plaque in 
women, Pinkerton notes. Providers 
also should evaluate whether women 
with early menopause are candidates 
for hormone replacement.
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Women who have early meno-
pause are at greater risk of fracture, 
observes Susan Wysocki, WHNP-
BC, FAANP, president & CEO of 
iWomansHealth in Washington, DC, 
which focuses on information on 
women’s health issues for clinicians 
and consumers. Regardless of the fact 
that the study showed that interven-
tions such as calcium, vitamin D 
supplements, and hormone therapy 
did not make a difference in their 
risk, it does not mean that these 
interventions should not be offered, 
Wysocki notes.

“Rather, women who have expe-
rienced early menopause should be 
made aware that their risk of fracture 
is higher so they can take appropriate 
action for their future,” she states.

 

Review The Data

For this study, researchers com-
pared the hazard ratios for any 
fracture among more than 20,000 
healthy postmenopausal women ages 
50-79 years enrolled in the WHI 
clinical trial who reported nonsurgi-
cal menopause at three age points: 
younger than age 40, ages 40-49, and 
age 50 or older.

Women were combined into arms 
according to whether they received 
hormone therapy only, calcium/vi-
tamin D supplementation, hormone 
therapy plus calcium/vitamin D 
supplementation, or placebo.

Overall, women in the placebo 
group demonstrated a higher risk of 
fracture than those receiving treat-
ment with hormone therapy and/or 
calcium/vitamin D; the effect of treat-
ment as predictor of reduced fracture 
was significant (P = 0.004).

However, treatment did not 
change the previously identified rela-
tionship between early age at meno-
pause and risk of fracture. About 

one-fifth of women who experienced 
menopause before age 40 experi-
enced fracture, regardless of treat-
ment modality, compared with 14% 
of treated women who experienced 
menopause at age 50 or later. The 
analysis found a higher hazard ratio 
(30-35%) for any fracture in women 
who reported early menopause, than 
for women who reported menopause 
later (hazard ratio, 1.30-1.36 for frac-
ture when menopause at age below 
40 vs. age 40-49 and age 50 and over, 
respectively). Scientists were unable 
to determine whether menopause age 
altered risk for any particular type of 
fracture since absolute numbers for 
each fracture type were so small.

They also were unable to deter-
mine whether the cause of fracture 
was traumatic or resulting from 
osteoporosis.1

Discuss Bone,  

Dental Health

Estrogen is required by both males 
and females for optimal bone health; 
the significant decline in estrogen 
levels at menopause triggers a time-
limited rapid bone loss in women 
not seen in men.4 Osteoporosis in 
postmenopausal women also has 
been linked to tooth loss, notes Anita 

Nelson, MD, professor and chair of 
the obstetrics and gynecology depart-
ment at Western University of Health 
Sciences in Pomona, CA. Clinicians 
also should discuss this with patients, 
she says.

The same processes that lead to 
loss of bone in the spine and hips also 
can lead to loss of the alveolar bone of 
the jaws, resulting in periodontal dis-
ease, loose teeth, and tooth loss.5 The 
rate of bone loss in postmenopausal 
women predicts tooth loss. Data indi-
cate that for every 1% per year drop 
in whole-body bone mineral density, 
the risk of tooth loss increases more 
than four times.6

In addition to discussion of 
calcium, vitamin D, and potential 
hormone therapy, women should 
be counseled about lifestyle factors 
that may affect bone density and 
fracture risk, including smoking, 
poor nutrition, excessive weight 
loss, weight-bearing and muscle-
strengthening exercise, and fall 
prevention measures.4  n
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Just Two HPV Shots Recommended 
for Younger Teens

Time to update your practice. The 
CDC now recommends that 

11- to 12-year-olds receive two doses 
of HPV vaccine at least six months 
apart, rather than the previously 
recommended three doses. Teens 
and young adults who start the series 
later, at ages 15-26, will continue to 
need three doses of HPV vaccine to 
protect against cancer-causing HPV 
infection.

“Safe, effective, and long-lasting 
protection against HPV cancers with 
two visits instead of three means 
more Americans will be protected 
from cancer,” says CDC Director 
Tom Frieden, MD, MPH, in a state-
ment accompanying the announce-
ment. “This recommendation will 

make it simpler for parents to get 
their children protected in time.”

The Advisory Committee on 
Immunization Practices, a panel of 
experts that advises the CDC on 
U.S. vaccine recommendations, 
voted Oct. 19, to recommend a 
two-dose HPV vaccine schedule for 
young adolescents. Frieden approved 
the committee’s recommendations 
shortly after the vote.

The move comes shortly after 
the FDA’s Oct. 7, approval to add 
a two-dose schedule for the nine-
valent HPV vaccine (Gardasil 9, 
Merck and Co., Whitehouse Station, 
NJ) for adolescents ages 9-14. The 
CDC encourages clinicians to begin 
implementing the two-dose schedule 

in their practice to protect their pre-
teen patients from HPV cancers. The 
quadrivalent form of Gardasil ceased 
production in October, and the biva-
lent vaccine, Cervarix, manufactured 
by GlaxoSmithKline, will no longer 
be distributed in the United States, 
which leaves Gardasil 9 as the sole 
HPV vaccine in the United States.

Preteens generally receive HPV 
vaccine at the same time as whoop-
ing cough and meningitis vaccines. 
Two doses of HPV vaccine adminis-
tered at least six months apart at ages 
11 and 12 will provide safe, effective, 
and long-lasting protection against 
HPV cancers, according to the 
CDC. Adolescents ages 13-14 also 
are able to receive HPV vaccination 
on the new two-dose schedule, the 
agency notes.

How to Raise  

Vaccination Rates

The first HPV vaccines became 
available in the United States in 
2006; however, vaccination rates 
lag behind other immunizations. 
According to data from the 2015 
National Immunization Survey-
Teen, 63% of teen girls and 50% of 
teen boys in the United States have 
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 n Fear of weight gain affects 
contraceptive choices

 n Check option for postmenopausal 
pain during intercourse

 n Vaginal immune response may 
increase women’s Zika risk

 n Reproductive coercion: What 
clinicians should know

COMING IN FUTURE MONTHS

After reading Contraceptive Technology Update, the participant will be able to:

1 .  identify clinical, legal, or scientific issues related to development and provisions of 
contraceptive technology or other reproductive services;

2 .  describe how those issues affect services and patient care;

3 .  integrate practical solutions to problems and information into daily practices, according to 
advice from nationally recognized family planning experts;

4 .  provide practical information that is evidence-based to help clinicians deliver contraceptives 
sensitively and effectively .

CME/CE OBJECTIVES

received at least one dose of HPV 
vaccine. However, fewer teens are 
receiving the HPV vaccine com-
pared to the tetanus, diphtheria, and 
pertussis (Tdap) and meningococcal 
vaccines — 86% of girls and boys 
have received the Tdap shot, while 
81% have received the meningococ-
cal vaccines.1

Results of a new five-year national 
study of 100,000 U.S. teens found 
that vaccination rates to protect 
against Tdap and meningococcal 
disease improved when they were 
required for school entry, and could 
provide a spillover effect to boost the 
HPV vaccination rate among teens.2

“Leveraging school entry require-
ments to improve vaccination can 
have implications for herd immunity, 
herd severity, and protecting the 
population from vaccine-preventable 
infectious and chronic diseases,” 
authors say in the recent analysis.2

Analysts found that by the 2015 
school year, 47 states had adopted 
requirements for Tdap booster, 25 
states for meningococcal vaccine, 
and three states for HPV vaccine 
completion. States with requirements 
for Tdap booster and meningococcal 
vaccination demonstrated 22 and 24 
percentage point increases in cover-
age for these vaccines, respectively, 
compared to states without require-
ments. The study found that Tdap 
booster and meningococcal vaccina-
tion requirements were effective at 
increasing coverage for the targeted 
vaccines and were associated with 
larger spillover increases in HPV vac-
cination coverage.2

 

Your Recommendation 

Counts

Nearly 90 million doses of 
HPV vaccines were distributed in 
the United States from June 2006 

through March 2016, according 
to the CDC. Most of the CDC’s 
HPV vaccine safety monitoring and 
research has focused on Gardasil 
because it represents 87% of HPV 
vaccines distributed in the United 
States. Statistics indicate 79 million 
doses of Gardasil were distributed 
in the United States from 2006 
to 2016; during the same period, 
33,945 reports of adverse events were 
received following Gardasil vaccina-
tion. The most frequently reported 
symptoms overall were fainting, 
dizziness, headache, nausea, fever, 
pain, redness, and swelling in the 
arm where the shot was given. Of 
such reports, just 7% were classified 
as “serious.”3

Clinicians are challenged to bring 
HPV vaccination rates up to the 
Healthy People 2020 goal of vacci-
nating more than 80% of children by 
the time they are 17.

“My challenge, which is based 
on information that is available on 
the safety and effectiveness of the 
HPV vaccine, is that we need to look 

in our own practices to determine 
what we need to bring that level 
up to 80% or better,” says Joseph 
Bocchini, Jr., MD, FAAP, former 
chair of the American Academy of 
Pediatrics’ Committee on Infectious 
Diseases and member of the Section 
on Infectious Diseases. Bocchini 
presented information during the 
academy’s October 2016 National 
Conference.  n
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CME/CE QUESTIONS

1. According to 2015 guidance 

from the CDC, what is the 

recommended treatment for 

gonorrhea?

a . dual therapy with ceftriaxone 

and ciprofloxacin

b . dual therapy with ceftriaxone 

and cefixime

c . dual therapy with ceftriaxone 

and azithromycin

d . monotherapy with ceftriaxone

2. What is the current approved 

use of the 52 mg levonorgestrel 

Liletta intrauterine device?

a . Three years .

b . Five years .

c . Seven years .

d . Ten years .

3. According to the U.S. 

Medical Eligibility Criteria 

for Contraceptive Use, which 

two methods can women with 

rheumatoid arthritis who are 

on immunosuppressive therapy 

initiate with no restrictions?

a . copper T IUD and the 

contraceptive implant

b . levonorgestrel IUD and the 

contraceptive implant

c . progestin-only pill and the 

contraceptive implant

d . copper T IUD and the 

levonorgestrel IUD

4. The CDC now recommends how 

many shots of the HPV vaccine 

for 11- to 12-year-olds?

a . two doses of vaccine at least six 

months apart

b . two doses of vaccine at least 

three months apart

c . three doses of vaccine at least 

three months apart

d . two doses of vaccine at least 

nine months apart


