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HHS adds contraception coverage
— What is the next step?
Guidelines call for preventive health services at no additional cost

How many times have you prescribed oral contraceptives (OCs) for 
a woman at one visit, only to find that she has discontinued the 
method by the next exam due to financial inability to cover her 

insurance copay on the pill pack? Get ready for that scenario to change. The 
federal government has adopted additional guidelines for women’s preven-
tive services that call for coverage without cost sharing in new health plans 
starting in August 2012.

In adopting recommendations from the Institute of Medicine (IOM), the 
Department of Health and Human Services (HHS) added the following pre-
ventive services without cost sharing:

• well-woman visits, which include an annual well-woman preventive 
care visit for adult women to obtain the recommended preventive services 
and additional visits if women and their providers determine they are neces-
sary;

• screening for gestational diabetes for women 24-28 weeks pregnant, as 
well as to those at high risk of developing the condition;

• access to human papillomavirus (HPV) testing for women 30 years and 
older every three years, regardless of Pap smear results;

• sexually transmitted infection counseling;

ExEcutiVE Summary
The federal government has adopted additional guidelines for women’s pre-
ventive services that call for coverage without cost sharing in new health plans 
starting in August 2012.
• Preventive services to be added without cost sharing include well-woman 
visits; screening for gestational diabetes; human papillomavirus testing;
sexually transmitted infection counseling; HIV screening and counseling; 
breastfeeding support, supplies, and counseling; domestic violence screening 
and counseling; and federally approved contraception methods and contracep-
tive counseling.
• Existing plans are exempt from the requirement so long as no significant nega-
tive changes, such as cutting benefits or raising cost-sharing, are made to them.
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• HiV screening and counseling;
• breastfeeding support, supplies, and counsel-

ing, giving pregnant and postpartum women access 
to comprehensive lactation support and counsel-
ing from trained providers, as well as breastfeeding 
equipment; 

• domestic violence screening and counseling; 
• contraception methods approved by the Food 

and Drug administration (FDa) and contraceptive 
counseling.

“There is no doubt that birth control is basic 
health care for women,” said Vanessa Cullins, MD, 
mPH, vice president for medical affairs at Planned 
Parenthood Federation of america in New york 
City in a statement following the HHS announce-
ment. “Covering birth control without co-pays is 
one of the most important steps we can take to pre-
vent unintended pregnancy and keep women and 
children healthy.”

For nurse practitioners and other healthcare 
providers, full coverage of birth control means one 
thing above all else: the ability to provide better care 
and counseling to patients, says Susan Wysocki, 
WHNP-Bc, FaaNP, president and chief execu-
tive officer of the Washington, DC-based National 
association of Nurse Practitioners in Women’s 
Health. 

in a survey of women ages 18-44, 31% of women 
using reversible birth control said they would like to 
switch from their current method to something else 
but couldn’t do so due to costs.1 “Coverage of all 
FDa-approved prescription contraceptives means 
that healthcare providers can offer the broad range 
of available birth control options, even to patients 
of limited means,” observes Wysocki. “The result 
should surely be contraceptive choices more closely 
aligned with each woman’s needs, more consistent 
use, and, ultimately, fewer unintended pregnancies.”

Choices now available

Long-acting reversible methods such as the intra-
uterine device and the contraceptive implant have 
high up-front costs. Adoption of the HHS guidance 
removes that barrier for insured women, notes Claire 
Brindis, DrPH, mPH, director of the Philip r. Lee 
institute for Health Policy Studies and a codirector 
of the Bixby center for Global reproductive Health, 
both at the university of california in San Francisco.

“We know right now that about nine out of 10 
health insurance plans do cover the visit and in part, 
the contraception, but the copay has often been a 
barrier, particularly around long-acting reversible 
contraception,” says Brindis, who served as a mem-
ber of the IOM committee which developed the cur-
rent guidance.  

Compared to many Northern European countries 
(with their attendant lower rates of unintended preg-
nancies and induced abortions), use of implantable 
and intrauterine contraception remains low in U.S. 
women, says Andrew Kaunitz, MD, professor and 
associate chair in the Obstetrics and Gynecology 
Department at the university of Florida college of 
Medicine – Jacksonville.
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One reason behind the low use of long-acting 
reversible contraception (Larc) is their high up-
front costs, which often presents a barrier even for 
otherwise well-insured young women, says Kaunitz.  
“It is my hope that this HHS decision means our 
patients will have far greater access to Larc meth-
ods,” he states.

Advocacy not over

An interim final rule was released alongside the 
women’s prevention guidelines to give religious orga-
nizations the choice of buying or sponsoring group 
health insurance that does not cover contraception 
if it is inconsistent with their beliefs. This proposed 
exemption gives the association of reproductive 
Health Professionals (arHP) and reproductive health 
advocates pause.

“arHP encourages HHS to rethink this ideologi-
cally-based action by either reversing it or crafting a 
very narrow exemption policy,” states a release issued 
by the Washington, DC, association.2

This exemption was not required by the health-
care reform law, notes Adam Sonfield, senior public 
policy associate in the Washington, DC, office of 
the Guttmacher institute. religious groups have 
challenged and lost in the courts when it comes to 
advocating for such exemptions. in 2006, the court 
of appeals for the State of New york upheld the 
state’s Women’s Health and Wellness Act against a 
challenge by Catholic Charities and other religious 
groups. the New york legislation requires insurance 
companies to cover women’s preventative health care 
and includes a mandate that insurance plans that 
cover prescription drugs also must include contracep-
tive coverage. the New york court’s action followed 
a similar decision in 2004 by the california Supreme 
Court, which rejected a challenge to a nearly identi-
cal state statute. In both cases, Catholic Charities was 
suing not to create a new religious exemption, but 
because the religious exemption included in the New 
york and california laws was not broad enough to 
include Catholic Charities, explains Sonfield.

the u.S. Supreme court in 2007 turned down an 
appeal by Catholic Charities of the Diocese of Albany 
and eight other New york-based catholic and Baptist 
organizations to review the New york state court 
decision. 

 
Keep eye on changes

Keep in mind that not all insurance plans will 
be immediately affected by the preventive services 
requirement. Existing plans are “grandfathered” 

so long as no significant negative changes, such as 
cutting benefits or raising cost-sharing, are made to 
them, according to information released by HHS.3 
Most plans will likely lose grandfathered status 
within a few years.

When the Affordable Care Act was enacted in 
2010, it included preventive services recommended 
by the u.S. Preventive Services task Force, the 
advisory committee on immunization Practices, 
and the Bright Futures Guidelines. No comments 
were raised by insurance companies at that time 
as to increasing costs for coverage, notes Brindis. 
However, with the addition of the eight preven-
tive services for women, talk already is circulating 
regarding potential insurance cost hikes.

While there are relatively little data from the pri-
vate sector, publicly funded contraceptive services 
and supplies have been shown to be cost-effective.4 
For every $1 invested in public dollars for contra-
ception, $3.74 in medicaid expenditures are saved 
that otherwise would have been needed to provide 
pregnancy-related care, such as prenatal, labor, 
delivery, and postpartum care, for women’s unin-
tended births, as well as one year of medical care 
for their infants.4 a recent National Business Group 
on Health report concludes that even if contracep-
tion were exempted from cost-sharing, the savings 
from its coverage would exceed the costs.5

“Clearly, with the cost-effectiveness of fam-
ily planning services shown over and over again, 
wouldn’t the insurance companies rather pay for the 
contraceptive than pay for the pregnancy?” Brindis 
asks. 
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DMPA: Time to repeal
black box warning?

The Food and Drug administration (FDa) 
added a “black box” warning in 2004 to 

the contraceptive injection depot medroxypro-
gesterone acetate (DmPa, Depo-Provera, Pfizer, 
New york city; medroxyprogesterone acetate 
injectable Suspension uSP, teva Pharmaceuticals 
uSa, North Wales, Pa) advising that prolonged 
use might result in bone mineral density loss. Has 
such a warning label been warranted?

No, according to a recently published editorial.1 
Guidance contained in the DmPa black box is 
not based on evidence, and the warning deprives 
women of long-term use of a safe and effective 
contraceptive, the authors aver. The warning 
cautions users that DmPa should be used as a 
long-term birth control method (longer than two 
years) only if other birth control methods are 
inadequate.

The cautionary statement has made its impact 
on providers, notes Andrew Kaunitz, MD, pro-
fessor and associate chair in the Obstetrics and 
Gynecology Department at the University of 
Florida college of medicine – Jacksonville. in a 
2008 survey of Florida physicians, 46% of those 
surveyed said they place a time limit on DmPa 
use, and 66% said the constraint was based on 
the label warning, notes Kaunitz, a coauthor on 
the editorial.2 Sixty-five percent of physicians 
surveyed said they ordered bone mineral density 
testing solely due to use of DmPa, with 58% 
indicating that this decision was based on the 
black box warning.

There is no convincing evidence that links the 
use of DmPa to fracture, the editorial maintains. 
Data from studies of menopausal women do not 
suggest that prior use of DmPa increased their 
risk of osteoporosis.3-5

results from two case-control studies indicate 
that DmPa is associated with an elevated risk of 
fracture in reproductive-age women.6-7 However, 
a cohort analysis using one of the same databases 
suggests the elevated fracture risk observed in 
women using DmPa occurred before initiation of 
injectable contraception and was not the result of 
DmPa use,8 the editorial points out.

the DmPa black box warning is “out of step” 
with national & international guidance on its 
use, the editorial points out. a 2008 commit-
tee opinion released by the American College of 

Obstetricians and Gynecologists (ACOG) stated 
that concerns about the effects of DmPa on bone 
mineral density should not prevent clinicians from 
prescribing the method nor should its use be lim-
ited to two years.9 (To read more about the publi-
cation, see the Contraceptive Technology Update 
article, “New guidance underscores DMPA’s 
safety, efficacy in long-term use,” November 
2008, p. 121.) The ACOG opinion falls in line 
with a similar review issued by the World Health 
Organization (WHO) in 2005.10

In the recently released US Medical Eligibility 
Criteria for Contraceptive Use, the Centers for 
Disease control and Prevention (cDc) rank use 
of DmPa as category 1 (no restriction on use) 
in women 18 to 45 years of age and category 2 
(advantages of the method generally outweigh 
theoretical or proven risks) in younger women.11

How might these national and international 
guidances aid in the argument to remove the 
black box label? Much depends on the extent to 
which the FDa uses evidence to guide its deci-
sions, says David Grimes, MD, clinical professor 
in the Department of Obstetrics and Gynecology 
at the University of North Carolina at Chapel Hill 
School of Medicine and a Distinguished Scientist 
at FHi 360 in research triangle Park, Nc. the 
decision to place a black box warning on DmPa 
was based on studies using an invalid surrogate 
endpoint for fracture: bone mineral density. That 
surrogate endpoint was and is scientifically 
wrong, states Grimes, a co-author of the editorial.

“Whether the FDa will now employ better sci-
entific standards, [such as] clinical studies of frac-
ture showing no association, is unclear,” states 
Grimes. “Poor scientific standards at the FDa 
caused this problem; the CDC and WHO agree 
that the black box warning is inappropriate.”

ExEcutiVE Summary
A recently published editorial is calling for the repeal 
of the black box warning to the labeling for the contra-
ceptive injection, depot medroxyprogesterone acetate 
(DMPA). The Food and Drug Administration added the 
warning in 2004 advising that prolonged use might 
result in bone mineral density loss. 
• The guidance contained in the DMPA black box is not 
based on evidence, and the warning deprives women of 
long-term use of a safe and effective contraceptive, the 
editorial states.
• The warning cautions users that DMPA should be used 
as a long-term birth control method (longer than two 
years) only if other birth control methods are inadequate.
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at the istituto Superiore di Sanità in rome. the 
urgent challenge now is to implement treatment as 
prevention in the developing world, Vella urged in 
remarks issued during the conference presentation.

Margaret Chan, MD, MSc, director-general 
of the Geneva, Switzerland-based World Health 
Organization (WHO), said in a statement issued in 
tandem with the conference presentation, “Effective 
new HiV prevention tools are urgently needed, 
and these studies could have enormous impact in 
preventing heterosexual transmission. WHO will 
be working with countries to use the new findings 
to protect more men and women from HiV infec-
tion.”

the centers for Disease control and Prevention 
(CDC) is reviewing the data from the conference. It 
and will begin working with a range of stakehold-
ers and with established guidelines development 
working groups to prepare guidance specific to the 
use of PrEP among u.S. heterosexuals.

Take a closer look

the Partners PrEP (pre-exposure prophylaxis) 
Study is a phase III, randomized, double-blind, 
placebo-controlled trial of daily oral tenofovir and 
emtricitabine/tenofovir for the prevention of HiV-1 
acquisition among HiV-1 seronegative partners in 
heterosexual HiV-1 serodiscordant partnerships. 
Coordinated by the University of Washington in 
Seattle in collaboration with investigators at nine 
sites in Kenya and Uganda, the study enrolled 
4,758 HiV-1 serodiscordant couples. the HiV-1 
uninfected partners were randomly assigned in 
equal numbers to one of three study groups: those 
receiving tenofovir, emtricitabine/tenofovir, or pla-
cebo. All study participants received a comprehen-
sive package of HiV-1 prevention services.

Study results indicate tenofovir reduced HiV-1 
risk by 62% (95% confidence interval [ci] 34 to 
78, p = 0.0003), emtricitabine/tenofovir by 73% 
(95% ci 49 to 85, p < 0.0001). Efficacy for tenofo-
vir and emtricitabine/tenofovir were not statistically 
different. more than half (62%) of HiV negative 
participants were male, 38% were female; both 
PrEP medications reduced HiV-1 risk in men and 
women, researchers report. Adherence to the daily 
PrEP medication was high; more than 97% of dis-
pensed doses of the study medications were taken. 
more than 95% of participants were retained in 
study follow-up.1 

An independent data and safety monitoring 
board recommended in July 2011 that study results 
be reported and the placebo arm discontinued due 

Antiretroviral drugs
protect against HIV

results of three large studies, presented at 
the recent International AIDS Society (IAS) 

conference on HiV Pathogenesis, indicate that 
pre-exposure prophylaxis of antiretrovirals can 
prevent HiV when used by heterosexual men and 
women.1,2

these studies mark a turning point in HiV sci-
ence and in HiV prevention, stated Stefano Vella, 
MD, IAS 2011 co-chairman and research director 
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to definitive demonstration of HiV-1 protection 
from PrEP in the study population.

What now happens to those enrolled in the 
study? Participants on the active PrEP arms are 
continuing in the study to gather additional com-
parative information about the safety, efficacy, 
and tolerability of tenofovir versus emtricitabine/
tenofovir PrEP, according to Jared Baeten, MD, 
PhD, co-chair of the study and associate professor 
of global health and medicine at the University of 
Washington in Seattle. Participants in the placebo 
arm are discontinuing study medication; they will 
be offered active PrEP at the study clinics, he states. 

Check the data

the tDF2 study, conducted by the cDc in part-
nership with Botswana ministry of Health study, 
is a randomized, placebo-controlled trial designed 
to study the safety and efficacy of a once-daily 
tablet of tenofovir disoproxil fumarate and emtric-
itabine (tDF/Ftc, truvada, Gilead Sciences, Foster 
city, ca) for reducing the risk of HiV acquisition 
among heterosexual men and women at two sites in 
Botswana. in addition to study medication, all par-
ticipants received a comprehensive package of HiV 
prevention services.

researchers report that tDF/Ftc reduced the 
risk of acquiring HiV infection by about 63% over-
all in the study population (95% ci, 21.5 to 83.4; 
p = 0.0133) and by 78% among trial participants 
believed to be taking study medications (95% ci 
41.2 to 93.6, p = 0.0053). adherence as measured 
by pill count was high, both among those receiv-
ing tDF/Ftc (84.1%) and those receiving placebo 
(83.7%). reported sexual risk behavior was similar 
between the two study arms.2

More proof offered

In the third study presented at the IAS confer-
ence, researchers from the HiV Prevention trials 
Network (HPtN) 052 study reported that men 
and women already infected with HiV had a 
reduced risk of transmitting the virus to their 
uninfected sexual partners by 96% through early 
initiation of combination antiretroviral therapy 
(cart). HPtN 052 also found that early initia-
tion of cart benefits the HiV-infected individual, 
researchers note.

the trial was conducted at 13 study sites in nine 
countries: Botswana, Brazil, india, Kenya, malawi, 
South Africa, Thailand, the United States and 
Zimbabwe. it was designed to evaluate whether 
early versus delayed use of cart by HiV-infected 
individuals would reduce transmission of HiV 
to their uninfected partners and benefit the HiV-
infected individuals as well. During the study, 39 
participants who had been HiV-uninfected at the 
start of the study became infected with HiV. Of 
those, 29 were linked transmissions, where the 
virus from the originally infected sexual partner 
was confirmed by genetic analysis to be the source 
of infection in the newly infected partner. Only 
one of the 29 infections occurred in the early 
cart arm, researchers report. Based on the lat-
est analyses, the lone transmission most likely 
occurred close to the time the couple enrolled in 
the study and before HiV viral replication could 
have been suppressed by cart in the infected par-
ticipant, scientists hypothesize.3

The new analyses also shed light as how early 
initiation of cart benefits the HiV-infected per-
son. individuals who were put on early cart 
maintained higher absolute cD4 counts than those 
in the delayed arm, who received treatment when 
their cD4 counts fell below 250 cells/mm³ or an 
AIDS-related event occurred. Data indicates early 
cart was associated with a 41% reduction in 
HiV-related illnesses or death, a direct benefit for 
the HiV-infected partner.3 

initial results of the HPtN 052 study were 
released in May 2011 by an independent data 
safety monitoring board. Those results have just 
been published.4 (Contraceptive Technology 
Update reported on the initial results in the article, 
“Treat HIV infection to protect partners,” August 
2011, p. 87.) How do the results presented at the 
IAS conference differ from those initially reported?

Myron Cohen, mD, J. Herbert Bate 
Distinguished Professor of medicine, microbiology 

ExEcutiVE Summary
Results of three large studies, presented at the 
recent International AIDS Society Conference on HIV 
Pathogenesis, indicate that pre-exposure prophylaxis  
(PrEP) of antiretroviral drugs can prevent HIV when 
used by heterosexual men and women.
• The World Health Organization says it will be work-
ing with countries to use the new findings to protect 
more men and women from HIV infection.
• The Centers for Disease Control and Prevention is 
reviewing the data. It will begin working with a range 
of stakeholders and with established guidelines 
development working groups to prepare guidance 
specific to the use of PrEP among U.S. heterosexuals.
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and immunology, and Public Health at the 
University of North Carolina at Chapel Hill and 
lead investigator of the HPtN 052 trial, says, 
“Critically important, we showed novel meth-
ods to link cases with virology. We explained the 
single transmission event from the person on art, 
and using virology, provided the most likely expla-
nation for the rare ‘slippage.’”
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user interpretation in less than 15 minutes.
The device, as tested in the field, used three 

simple parts: a plastic tube to contain the blood 
sample and chemical reagents, a molded plastic card 
imbedded with microchannels, and a syringe, used 
to pull the blood and reagents across the micro-
channels in the card. In the published study, the 
mchip test showed 100% detection of HiV-positive 
cases, with only one false positive out of 70 total 
samples. When a dual test of HiV and syphilis was 
performed, the chip had similar accuracy for HiV. 
in the dual test, 94% of syphilis cases were detected; 
researcher reported a higher rate (4 out of 67 total 
samples) for false positives.1

The microchip inside the device is formed 
through injection molding and holds miniature 
forms of test tubes and chemicals. researchers esti-
mate the cost of the chip at about $1, with the entire 
instrument about $100. In comparison, traditional 
lab-based technology can cost $100,000. While the 
device is early in research stages, scientists believe it 
can provide rapid diagnosis of HiV, syphilis, hepati-
tis, and other sexually transmitted diseases (STDs). 

Low-cost tests needed

resource-poor settings will especially benefit 
from the availability of rapid, simple, low-cost STD 
diagnostics, says Ward Cates Jr., mD, mPH, presi-
dent of research at FHi 360, a research triangle 
Park, Nc-based global development organization.

“rather than a shotgun approach to syndromic 
treatment, we can target the limited resources — 
both human and drugs — to those clients most in 
need and at risk,” Cates states. 

Sia and fellow researchers in Columbia’s bio-
medical engineering department are focusing on 

ExEcutiVE Summary
Field test results of an integrated microfluidic-based 
diagnostic device indicate that the potential “lab-on-
a-chip” might be able to perform complex laboratory 
assays in a simple, convenient manner.
• Researchers from Columbia University in New York 
City have reported how microfluidics (the manipula-
tion of small amounts of fluids) and nanoparticles 
can be harnessed to produce a functional low-cost 
diagnostic device in extreme resource-limited set-
tings.
• The device, named the mChip (mobile microfluidic 
chip), requires only a tiny finger prick of blood and 
gives quantitative objective results that are not sub-
ject to user interpretation in less than 15 minutes.

`Lab on a chip’ eyed 
as screening tool option

Field test results of a integrated microfluidic-based 
diagnostic device indicate that the potential “lab-

on-a-chip” might be able to perform complex labo-
ratory assays in a simple, convenient manner.1

In a recently published paper, researchers from 
columbia university in New york city report how 
microfluidics (the manipulation of small amounts 
of fluids) and nanoparticles can be harnessed to 
produce a functional low-cost diagnostic device in 
extreme resource-limited settings.

Samuel Sia, PhD, assistant professor of biomedi-
cal engineering at Columbia University, and his 
team have been testing the device in rwanda over 
the last four years in partnership with Columbia’s 
mailman School of Public Health and three 
rwandan non-government organizations. the 
device, known as mChip (mobile microfluidic chip), 
requires only a tiny finger prick of blood. It gives 
quantitative objective results that are not subject to 
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pregnant women who might have HiV/aiDS and 
STDs but cannot be tested due to their remote 
location. Their aim is to get the mChip device in 
the hands of healthcare workers in developing 
countries where access is critical. Such diagnos-
tics are needed; more than a quarter of all new 
HiV infections globally are in young women ages 
15-24.2 Sia says, “We would like to expand the 
mChip to include other STDs, such as hepatitis 
B, hepatitis c, herpes, and others, and antenatal 
care conditions. We are exploring mechanisms to 
bring the test to market both in the developing and 
developed worlds.”

A version of the mChip which tests for prostate 
cancer has been developed by Sia’s lab and Claros 
Diagnostics of Woburn, MA. It was approved for 
use in Europe in June 2010. 

Sia’s lab has recently found a way to integrate 
a mobile communications component into the 
mchip. in rwanda, where more than 40,000 
patients have electronic health records, the mChip 
can automatically send test results for inclusion 
in those records via a cell phone chip or satellite. 
By transmitting the information in this manner, 
results can quickly lead to a treatment plan.

New lab test in United States
 
U.S. clinicians are employing new technology 

in the form of the abbott architect HiV ag/ab 
Combo assay. It is the first test approved in the 
united States that can simultaneously detect HiV 
antigen and antibodies. (Contraceptive Technology 
Update reported on the test in the article, “Check 
new HIV testing approaches — Could they impact 
U.S. epidemic?” in the StD Quarterly supplement, 
September 2010, p. 1.) 

Fourth-generation HiV testing, such as the 
architect HiV ag/ab combo assay, can increase 
detection of patients with acute HiV-1 infection 
whose condition is diagnosed at a time when they 
are most infectious to others, according to a May 
2011 published review.3

At the recent American Association for Clinical 
Chemistry annual meeting, researchers reported 
use of the test identified early stage infections in 
places such as Sioux Falls, SD, where HiV infec-
tions are believed to be low.4

Identifying more people earlier offers a signifi-
cant opportunity for counseling, which can reduce 
high-risk behaviors, the researchers note. Early 
identification also allows clinicians to begin anti-
retroviral treatment for early-stage infection, the 
researchers state.
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New guidance issued
for breast screening

The American College of Obstetricians and 
Gynecologists (ACOG) has issued new breast 

cancer screening guidelines that recommend mam-
mography screening be offered annually to women 
beginning at age 40.1 Previous college guidelines rec-
ommended mammograms every 1-2 years starting at 
age 40 and annually beginning at age 50.2

What led to the change for clinical practice? Three 
factors came into play, says Jennifer Griffin, MD, 
mPH, a physician at the Olson center for Women’s 
Health at the University of Nebraska Medical Center 
in Omaha and co-author of the college guidelines:

• the incidence of breast cancer; 
• the sojourn time for breast cancer growth; 
• the potential to reduce the number of deaths 

from it.
Sojourn time refers to the period between when 

a breast cancer may be detected by a mammogram 
while it is very small and before it grows big enough 
to become symptomatic. While the sojourn time of 
individual cancers can vary, the greatest predictor is 
age, the practice bulletin notes. Women ages 40-49 
have the shortest average sojourn time (2-2.4 years), 
while women ages 70-74 have the longest average 
sojourn time (4-4.1 years).3

although women in their 40s have a lower over-
all incidence of breast cancer compared with older 
women, the window to detect tumors before they 
become symptomatic is shorter, on average, notes 
Griffin. the five-year survival rate is 98% for women 
whose breast cancer tumors are discovered at their 
earliest stage, before they are palpable and when they 
are small and confined to the breast. “If women in 
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their 40s have annual mammograms, there is a bet-
ter chance of detecting and treating the cancer before 
it has time to spread than if they wait two years 
between mammograms,” states Griffin.

More frequent screening is associated with more 
false-positive screens, notes Andrew Kaunitz, MD, 
professor and associate chair in the Obstetrics and 
Gynecology Department at the university of Florida 
College of Medicine — Jacksonville. Guidance issued 
by the u.S. Preventive Services task Force guidelines 
in 2009 called for routine screening mammogra-
phy to be deferred until women reached age 50 and 
for screens to be biennial.4 the 2009 guidance was 
based on the high rate of false positive screens and 
the large number of screens needed to prevent one 
breast cancer death for women in their 40s, Kaunitz 
notes.(Contraceptive Technology Update reported 
on the recommendations; see “Check the new screen-
ing guidance for cervical cancer and breast cancer,” 
January 2010, p. 1.)

“The new ACOG guidance acknowledges these 
concerns and the potential for anxiety associated 
with false-positive mammograms,” Kaunitz states. 
“Nonetheless, ACOG also points out that in general, 
U.S. women cope well with such anxiety.”

Still OK’d: clinical breast exams

The new practice bulletin carries a continued rec-
ommendation for annual clinical breast exams for 
women ages 40 and older and carries a recommenda-
tion for every 1-3 years for women ages 20-39. 

results from studies of clinical breast exams sug-
gest they can help detect breast cancer early, particu-
larly when used along with mammograms.5-10 This 
level of evidence leads the college to recommend that 
women ages 40 and older have an annual exam by 

their provider. Although the benefit of clinical breast 
exams is not as definitive for those younger than 40, 
the college continues to recommend that women ages 
20-39 have a exam every 1-3 years.

ACOG now joins the American Cancer Society 
and the National Comprehensive Cancer Network in 
endorsing counseling on breast self-awareness, which 
teaches women awareness of the normal appearance 
and feel of their breasts. The concept of self-aware-
ness is based on the fact that about 50% of all cases 
of breast cancer in women 50 and older and more 
than 70% of cases of cancer in women below age 50 
are detected by women themselves, fre quently as an 
incidental finding.11,12 The college encourages breast 
self-awareness for women ages 20 and older, and that 
awareness can include information on breast self-
examination. Women should report any changes in 
their breasts to their healthcare providers.

What else is included in the bulletin? Enhanced 
breast cancer screening, such as more frequent 
clinical breast exams, annual magnetic resonance 
imagings, or mammograms before age 40, may be 
recommended for women at high risk of breast can-
cer. Breast mri is not recommended for women at 
average risk of developing breast cancer, the bulletin 
states.1
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ExEcutiVE Summary
The American College of Obstetricians and Gynecolo-
gists has issued new breast cancer screening guide-
lines that recommend mammography screening 
be offered annually to women beginning at age 40. 
Previous college guidelines recommended mammo-
grams every 1-2 years starting at age 40 and annually 
beginning at age 50. The change was based on three 
factors:
• the incidence of breast cancer;
• the sojourn time (the period between when a breast 
cancer may be detected by a mammogram while it is 
very small and when it grows big enough to become 
symptomatic) for breast cancer growth;
• the potential to reduce the number of deaths from it.
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cOmiNG iN FuturE mONtHS

packaging that you can show patients as an illustra-
tion.

Consumers who have information about Evital 
should contact the FDa by sending an e-mail to 
cDEr_ingredient_adulteration@fda.hhs.gov. any 
information received will be treated confidentially 
by the agency and will be used only to help in 
FDa’s effort to remove the suspect drug from the 
U.S. marketplace. 

Healthcare professionals are asked to report 
adverse events related to the use of suspect coun-
terfeit versions of Evital to the FDa’s medWatch 
Safety information and adverse Event reporting 
Program. reports can be submitted online at  www.
fda.gov/MedWatch/report.htm. The form also can 
be downloaded by going to www.fda.gov/Safety/
medWatch/Howtoreport/DownloadForms/
default.htm. Instructions are included on the page. 
Those without computer access can call the agency 
at (800) 332-1088 to request a reporting form, 
which can be completed and returned to the address 
on the pre-addressed form or submitted by fax to 
(800) 332-0178. 

Seize the moment

Should questions arise about Evital from your 
patients, use it as a moment to discuss and provide 
advance prescription of EC, says Anita Nelson, 
MD, professor in the Obstetrics and Gynecology 
Department at the David Geffen School Of 
Medicine at the University of California in Los 
Angeles. It also can provide an opportunity to dis-
cuss use of the copper t380a intrauterine device 
(ParaGard iuD, teva Women’s Health, North 
Wales, Pa) for Ec, she notes.

ExEcutiVE Summary
The Food and Drug Administration (FDA) has issued 
a warning on a counterfeit form of emergency con-
traception, labeled as Evital. 
• Evital was discovered through routine imports entry 
review, says the FDA. The agency is working to find 
out more about the apparently illegal U.S. distribu-
tion of the drug.
• Evital’s packaging label says, “Evital Anticonceptivo 
de emergencia, 1.5 mg, 1 tablet” by “Fluter Domull.” 
The emergency birth control might be in distribution 
in some Hispanic communities in the United States, 
according to the FDA.
• Clinicians are asked to report adverse events related 
to the use of Evital to the FDA’s MedWatch Safety 
Information and Adverse Event Reporting Program.
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FDA issues warning
on counterfeit EC

Alert your patients of a counterfeit form of emer-
gency contraception (EC), labeled as Evital. 

the Food and Drug administration (FDa) has 
issued a warning on the drug. 

Evital was discovered through routine imports 
entry review, says Shelly Burgess, a FDa spokesper-
son. The agency is working to find out more about 
the apparently illegal u.S. distribution of what FDa 
suspects is a counterfeit product, Burgess states.

The packaging label of the suspect drug says, 
“Evital anticonceptivo de emergencia, 1.5 mg, 1 
tablet” by “Fluter Domull.” the emergency birth 
control might be in distribution in some Hispanic 
communities in the United States, according to the 
FDa.

“We don’t have evidence of pattern targeting a 
particular ethnic group: counterfeit and illegal drugs 
pose a risk to all u.S. consumers,” says Burgess.

How can you help your patients avoid using 
this counterfeit drug? Visit the FDa web site, 
www.fda.gov. Under “News and Events,” select 
“Newsroom,” “Press announcements,” then the 
July 28, 2011, press release, “unapproved emer-
gency birth control medicine possibly in U.S. dis-
tribution may be ineffective and unsafe.” The press 
release contains a color picture of the suspect drug 
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After reading Contraceptive Technology Update, the 
participant will be able to:

•  identify clinical, legal, or scientific issues related to 
development and provisions of contraceptive tech-
nology or other reproductive services;

•  describe how those issues affect services and 
patient care;

•  integrate practical solutions to problems and infor-
mation into daily practices, according to advice 
from nationally recognized family planning experts;

• provide practical information that is evidence-
based to help clinicians deliver contraceptives sen-
sitively and effectively.

cNE/cmE iNStructiONS 

To earn credit for this activity, please follow these 
instructions.

1. Read and study the activity, using the provided ref-
erences for further research.
2. Log on to www.cmecity.com to take a post-test; 
tests can be taken after each issue or collectively at 
the end of the semester. First-time users will have to 
register on the site using the 8-digit subscriber num-
ber printed on their mailing label, invoice or renewal 
notice. 
3. Pass the online tests with a score of 100%; you will 
be allowed to answer the questions as many times as 
needed to achieve a score of 100%. 
4. After successfully completing the last test of the 
semester, your browser will be automatically directed 
to the activity evaluation form, which you will submit 
online. 
5. Once the completed evaluation is received, a credit 
letter will be e-mailed to you instantly.   n

Discuss the three dedicated emergency contracep-
tive pills now available in the united States: Plan 
B (teva Pharmaceuticals, Woodcliff Lake, NJ), 
Next Choice, and ella, both marketed by Watson 
Pharmaceuticals, Parsippany, NJ. Plan B One-Step 
and Next Choice are available at pharmacies with-
out a prescription to women and men 17 and older. 
younger women may obtain Plan B One-Step and 
Next Choice from a pharmacy or clinic with a pre-
scription. Nine states (Alaska, California, Hawaii, 
Maine, Massachusetts, New Hampshire, New 
mexico, Vermont, and Washington) allow licensed 
pharmacists to directly dispense EC to women with-
out advance prescriptions. A prescription is required 
for women of all ages to obtain ella. 

Why advance Rx?

A recent review of available literature suggests 
that among women 24 years of age or younger, 
advance provision of emergency contraception has a 
positive impact on use and time to use of EC.1

According to the review, most studies found that 
women assigned to advance provision of EC did 
not engage in more sexual risk-taking behaviors, 
as assessed by reported number of sexual partners, 
number of episodes of unprotected intercourse, 
and acquisition of sexually transmitted infections, 
or switch to less reliable contraceptive methods. 
Despite increased use and decreased time to use, 
women who were provided EC in advance did not 
report significantly lower pregnancy rates.1

The Copper T IUD is a highly effective method 
of emergency contraception, and it can be used as 

1. According to current labeling on the contra-
ceptive injection depot medroxyprogester-
one acetate (DMPA), after what time period 
of use may peak bone mass be reduced and 
place a woman at increased risk of osteopo-
rotic fracture?
A. Longer than two years
B. Longer than three years
C. Longer than four years
D. Longer than five years

2. What were the study drugs in the Partners 
PrEP (pre-exposure prophylaxis) Study?
A. Oral tenofovir and lamivudine 
B. Oral tenofovir and emtricitabine/tenofovir
C. Oral tenofovir and ritonavir
D. Oral tenofovir and abacavir

3. What was the testing sample used in the study 
of the mChip (mobile microfluidic chip) in 
Rwanda?
A. Saliva
B. Urine
C. Blood
D. Stool

4. New guidance from the American College 
of Obstetricians and Gynecologists recom-
mends mammography screening be offered 
annually to women beginning at what age?
A. 20
B. 30
C. 35
D. 40
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ongoing contraception for up to 10 years. However, 
findings from a recent small study of young women 
who visited a reproductive health care clinic in 
search of EC indicate that women need better 
information and education about the IUD as a EC 
option.2

Most women in the study had an unrealistically 
high expectation about efficacy of the emergency 
contraceptive pill, report researchers, who said 
they lacked knowledge of the IUD as an EC option. 
Showing the IUD during counseling might help 
correct misconceptions and would improve accept-
ability to the method, the researchers state. Wider 
availability of expertise concerning use of the IUD 
for emergency contraception is essential to assist 
more women in making informed decisions when 
choosing a method for EC, they conclude.2
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