
Finally! Emergency contraception given 
approval by FDA for nonprescription sale
Sales limited to 18 and older — those younger require prescription

One of the final barriers to availability of emergency contraception
(EC) has been toppled with the Food and Drug Administration
(FDA) approval of nonprescription sales of the EC drug, Plan B.

The drug is manufactured by Barr Pharmaceuticals of Pomona, NY, and
marketed by its Duramed subsidiary.

Men and women ages 18 and older will be able to purchase Plan B
without a prescription; however, the drug will remain prescription-only
for those ages 17 and younger. 

Due to the age restriction, Plan B will be sold in retail pharmacy
outlets from behind the counter. It will not be available in convenience
stores or other retail outlets where it could be sold to younger people
without a prescription. Barr Pharmaceuticals says it plans to introduce
the dual-status version of the drug before the end of the calendar year.

While EC advocates welcome the over-the-counter (OTC) approval,
many continue to question the agency’s decision to impose an age
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The Food and Drug Administration has approved nonprescription sale of the
emergency contraceptive Plan B, manufactured by Barr Pharmaceuticals
and marketed by its Duramed subsidiary. While women and men 18 and
older may purchase Plan B from retail pharmacies, those 17 and younger
will continue to require a provider’s prescription. 
• Due to the age restriction, the drug will be sold in retail pharmacies from

behind the counter. Plan B will not be sold in convenience stores or other
retail outlets where it could be made available to younger people without
a prescription. 

• Barr Pharmaceuticals says it plans to introduce the dual-status version of
the drug before the end of this year.
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restriction on its sales.
“Plan B is safe, effective, and appropriate for

over-the-counter use by women of all ages,”
asserts a statement from the Association of
Reproductive Health Professionals. “There is no
scientific evidence that warrants age restrictions
for access to this drug.”1

Women of all ages need timely access to backup
birth control, contends the Planned Parenthood
Federation of America (PPFA) in a statement issued
following the FDA approval.2 In 2005, Planned
Parenthood affiliates provided more than 1 million
women with EC to prevent unintended pregnancy. 

“While we are glad to know the FDA finally
ended its foot-dragging on this issue, Planned
Parenthood is troubled by the scientifically baseless
restriction imposed on teenagers,” said Cecile
Richards, PPFA president, in the statement. “The
U.S. has one of the highest rates of teen pregnancy
in the Western world. Anything that makes it
harder for teenagers to avoid unintended preg-
nancy is bad medicine and bad public policy.”

The Center for Reproductive Rights is continuing
to pursue its lawsuit against the FDA. Depositions
released Aug. 3 indicate that the Bush administra-
tion sought to unduly influence the agency during
the Plan B application review process, according to
the center’s press statement. In its statement, the
legal advocacy group says it plans to subpoena the
presidential administration to “explore the extent of
this improper influence exerted by the administra-
tion over the FDA during the Plan B application
review.”3

In a statement released following the FDA
approval, Barr chairman and chief executive offi-
cer Bruce Downey said the company will con-
tinue its efforts with the FDA to reduce the age
restriction on the OTC use of Plan B.4

Why the wait?

Emergency contraception advocates have ques-
tioned the timing of the FDA’s announcement,
made on the eve of U.S. Senate hearings on the per-
manent appointment of acting FDA commissioner
Andrew von Eschenbach, MD. The FDA issued a
nonapprovable letter in May 2004 to Barr Pharma-
ceuticals’ original application. It announced in
August 2005 that it would indefinitely postpone 
its decision to allow nonprescription sales while it
gathered public comments on the legality and feasi-
bility of a regulatory scheme that the agency itself
recommended that the manufacturer pursue. (To
review the history of the Plan B application, see
the following Contraceptive Technology Update
articles: “FDA fails to rule on EC OTC status . . .
again,” November 2005, p. 133; “Bulletin: Emer-
gency contraception moves closer to over-the-
counter, February 2004, p. 13; and “What is next for
over-the-counter access to emergency contracep-
tion?” p. 73.)
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However, in July 2006, the agency announced
that it had completed its review of about 47,000
comments regarding the switch from prescription
to OTC status and asked to meet with officials at
Barr Pharmaceuticals to resolve the remaining
policy issues associated with the marketing of
Plan B as an OTC option. In a letter to the com-
pany, the FDA requested that the company
amend its application to limit nonprescription
sales to those ages 18 and older, rather than the
16-and-older age range included in the initial
document.5 Barr submitted a new application
with the requested age range and provided more
details regarding its proposed marketing, educa-
tion, distribution, and monitoring program for
the OTC version of the drug. According to the
FDA, the Convenient Access, Responsible
Education (CARE) Program will be aimed at:

• Providing consumers and health care profes-
sionals with labeling and education about the
appropriate use of prescription and OTC Plan B,
including an informational toll-free number for
questions about the drug.

• Ensuring that drug distribution will be made
only through licensed drug wholesalers, retail
operations with pharmacy services, and clinics
with licensed health care practitioners, and not
through convenience stores or other retail outlets
where it could be made available to younger
women without a prescription.

• Designing packaging to hold OTC and pre-
scription Plan B, since the drug holds dual OTC/
prescription status. Plan B will be stocked by phar-
macies behind the counter because it cannot be
dispensed without a prescription or proof of age.

• Monitoring the effectiveness of the age
restriction and the safe distribution of OTC Plan
B to consumers ages 18 and older and prescrip-
tion Plan B to women younger than 18.6

Family planning clinicians will continue to
play a major role in educating women about EC,
says James Trussell, PhD, professor of economics
and public affairs and director of the Office of
Population Research at Princeton (NJ) University.

“The biggest reason that women don’t use
emergency contraception in the United States is
not that it is not available over the counter, but that
women don’t know about it,” he says. “Making it
go over the counter is not going to magically make
people know about it.”

Clinicians will need to be vigilant and available
to help women, particularly those women under
18 who will need prescriptions for emergency
contraception, says Sharon Schnare, RN, FNP,

CNM, MSN, clinician at South Kitsap Family
Care Clinic in Port Orchard, WA.

Advance EC prescriptions still will be important,
says Anita Nelson, MD, professor in the obstetrics
and gynecology department at the University of
California in Los Angeles (UCLA) and medical
director of the women’s health care programs at
Harbor-UCLA Medical Center in Torrance. “Having
an emergency contraception prescription that [a
woman] fills in advance and places in a medicine
cabinet is superior to searching for a pharmacy that
carries the product after she recognizes that she
needs it,” states Nelson. “A pack of Plan B in the
medicine cabinet is worth two behind the counter.”
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Talk with teens about sex:
Unwanted sex common?
More effective communication cuts risks

In taking a sexual history from your next patient, 
a 15-year-old female tells you she is in a monoga-

mous relationship with her boyfriend. She discloses
that he often uses marijuana, and sometimes they
have sex without a condom. When you ask further
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about the relationship, she tells you that sometimes
she has unwanted sex with the boyfriend rather
than risk an argument.

Many adolescent girls report being threatened
or pressured by their partners into having sex,
potentially increasing their risk for sexually
transmitted diseases (STDs) and pregnancies,
according to newly published research.1

Researchers at Indiana University Medical
Center in Indianapolis conducted the new study,
looking at 279 female adolescents ages 14-17 over
27 months. At each interview, the participants
were tested for STDs and asked a series of ques-
tions about their sexual relationships. The teens
talked about their sexual partners and provided
details about their relationships. Investigators
also asked about unwanted sex in the relation-
ship, using such questions, “Would he break up
with you unless you wanted to have sex?” and
“Would he get mad if you didn’t want to have
sex?” 

About 41% of the teens reported unwanted sex
at least once, with about 10% reporting that they
had been forced to have sex. Most said they had
unwanted sex because they feared the partner
would get angry if it was denied. Findings from
the study indicate that unwanted sex appeared
more likely to occur in longer-term relationships,
among partners who had a baby together, when a
female perceived less sexual control with a part-
ner, when condoms were not frequently used,
and when alcohol or marijuana were used by

either partner.1

While the newly published paper reported on
some 1,400 different sexual experiences in young
women, it is important to note that 85% were
without coercion, says Margaret Blythe, MD, 
the paper’s lead author and professor of pedi-
atrics at the Indiana University School of Medicine.
However, the 15% of experiences that were coerced
have significant impact, since they translate into
negative effects on young women’s self-esteem and
their ability to feel confident in negotiating their
feelings, she states.

Clinicians need to ascertain that a young woman
is able to discourage sexual contact, whether it is 
an inappropriate touch, groping, or not allowing
unwanted sexual intercourse, says Vaughn Rickert,
PsyD, professor of clinical population & family
health at Columbia University in New York City.

Rickert and fellow research associates spoke
with 904 young women ages 14-26 at two Texas
family planning clinics to analyze their feelings of
sexual assertiveness. Almost 20% of the women
believed they never had the right to make their
own decisions about contraception, regardless of
their partner’s wishes, or to tell their partner that
they did not want to have intercourse without
birth control.2

The most important strategy for clinicians is 
to gauge whether the patient believes she has the
ability or actually has the ability to talk to her
partner about what she wants and doesn’t want
to have happen to her body, says Rickert. The
problem for the clinician comes when the patient
says she really can’t say no, he states.

Check age of partner 

When talking with a teen about their partners,
be sure to ask about ages. Why? Research pub-
lished in 2005 indicates that sexual activity
between teens ages 15 and younger with individ-
uals who are three or more years older correlates
with risky health outcomes including unprotected
sex and teenage childbearing.3 While most of
these relationships are voluntary, they are more
likely to be nonvoluntary than other teen sexual
relationships, researchers note.

In the analysis, prepared by the Washington, DC-
based Child Trends, researchers found that females
ages 15 and younger whose first sexual experience
was with an older individual were twice as likely 
as other sexually experienced females to report the
experience was nonvoluntary — defined as the
female did not choose to have sex of her own free

Many adolescent girls report being threatened or
pressured by their partners into having sex, poten-
tially increasing their risk for sexually transmitted
diseases (STDs) and pregnancies, according to
newly published research.
• About 41% of the teens participating in a study

conducted by Indiana University Medical Center
researchers reported unwanted sex at least
once, with about 10% reporting that they had
been forced to have sex. Most said they had
unwanted sex because they feared the partner
would get angry if it was denied. 

• Unwanted sex appeared more likely to occur in
longer-term relationships, among partners who
had a baby together, when a female perceived
less sexual control with a partner, when condoms
were not frequently used, and when alcohol or
marijuana were used by either partner, data reflect.
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will. An additional 9% of teens in the same group
reported the sexual experience as voluntary, but
they really didn’t want it to happen.

Such activity is of concern for family planners.
Young teens who have had sex with an older
individual are less likely to use contraception at
first sex than other sexually experienced teens.3

Teen childbearing is more common among
females who had first sex at age 15 or younger
with an older individual (44%) compared to 26%
of other sexually experienced females.3

How can you help teens avoid unwanted sex?
First, acknowledge the possibility, says Blythe.
Family planning providers who see young women
on a regular basis for pill refills or contraceptive
injections have a perfect opportunity to open a line
of discussion, she notes.

Lead off with a question or two, such as, “Last
time we talked, you were in a relationship with
this young man. What’s your sense on how
things are going?” suggests Blythe. This may be
followed up with a statement, “There may be cer-
tain situations where you or your partner may
not want to be involved in an intimate physical
relationship. Some of those situations may be
when either of you has been using alcohol or
marijuana, and specifically when the partner has
been using [drugs or alcohol] and you are not.”

Drugs and alcohol can lead to loss of control,
notes Blythe. A partner who is high may not be
able to pick on the cues that an intimate physical
relationship is not wanted, and a person who is
inebriated may not have the willpower to resist
sexual advances.

“There is a sense of loss of control of those situ-
ations,” notes Blythe. “When there is loss of con-
trol, there are bad feelings that result, and that
has a bad impact on relationships.”

Don’t be afraid to approach questions about
sexual relationships, advocates Rickert. While
providers face time constraints in busy clinic set-
tings, such questions are an important facet of
overall care, he notes. Rickert suggests such
questions as: 

• How is your relationship going for you?
• Can you talk to your partner?
• Do you feel comfortable talking about your

sexual wants and needs?
• When you don’t want to have sex, are you

OK with telling your partner you don’t want it?
If the patient says “yes” to these questions,

providers can move on through the examination,
says Rickert. However, clinicians should have
fingertip resources for health educators, social

workers, and other professionals for referral if
needed. 

“I think it is very difficult to learn how to com-
municate feelings, how to negotiate strategies,
and situations where [teens] need to get them-
selves out,” says Blythe. “I think as health care
providers and health educators, those are the
things we need to be able to anticipate with young
people and give them ways to say, “This isn’t the
time where I feel comfortable or want to.’” (Get
tips on how to talk with teens: see Contraceptive
Technology Update’s article, “Questions to ask
teen partners of older men,” November 1999, 
p. 131, and the article, “Check your counseling
when it comes to teens,” June 1998, p. 72.)
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Progestin eyed for use 
in contraceptive gel

Your next patient is a 17-year-old female who
is seeking contraception for pregnancy pre-

vention. She is not sure if she wants to take the
Pill, and says she’s leery of wearing a contracep-
tive patch. What options can you offer her?
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Research scientists will examine a contraceptive
gel using Nestorone, a progestin developed by the
Population Council. 
• The council has partnered with Antares Pharma

to develop Nestorone contraceptive products
with the company’s proprietary transdermal gel
platform. The gel is being developed with an eye
toward use on the arm or abdomen.

• The council also is developing other Nestorone
products, including a contraceptive spray and a
contraceptive vaginal ring. Studies are progress-
ing on both fronts. 
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Research scientists are making plans to study a
contraceptive gel that could be applied on the arm
or the abdomen. Antares Pharma, an Exton, PA-
based company, and the New York City-based
Population Council have announced plans to
develop contraceptive products containing the
council’s patented progestin, Nestorone, in
Antares’s proprietary Advanced Transdermal
Delivery gel platform. The two organizations expect
the first clinical study in women to start in 2007. 

Nestorone is a very potent antiovulatory agent;
very small doses are needed to be able to block
ovulation, says Regine Sitruk-Ware, MD, execu-
tive director of research and development at 
the Population Council. This capability makes
Nestorone ideal to use in delivery systems such
as rings, implants, or transdermal gels or sprays,
where only small amounts of product can be
delivered, she notes. 

Antares Pharma’s Advanced Transdermal
Delivery system is a clear and cosmetically accept-
able drug delivery gel. Within a few minutes of
application to the skin, an invisible depot is formed
within the epidermis, allowing the drug to be
slowly absorbed into systemic circulation. If 
the Nestorone gel formulation proves safe and
effective, it may offer a discreet option to the
contraceptive patch (Ortho Evra, Ortho-McNeil
Pharmaceutical, Raritan, NJ), since women will 
not be “labeled” with a patch on their skin, says
Stephanie Baldwin, an Antares Pharma spokes-
woman. Systemic adverse events should be mini-
mized as hepatic first-pass metabolism will be
eliminated via the transdermal route of administra-
tion in comparison to oral contraceptive products,
she notes.

Spray and ring eyed

Nestorone is but one of several new progestins
synthesized in the last two decades; other pro-
gestins include dienogest, drospirenone, nomege-
strol acetate and trimegestone. The new progestins
are designed to have no androgenic or estrogenic
actions and to be closer in activity to progesterone.1

Clinicians in the United States are most familiar
with drospirenone, which is used in the oral contra-
ceptives, Yasmin and Yaz, from Berlex in Montville,
NJ. 

The Population Council is in partnership with
Acrux, a Melbourne, Australia, pharmaceutical
company, to develop a Nestorone contraceptive
spray. (Contraceptive Technology Update reported
progress on the spray’s research in its article,

“Spray-on contraceptive moves to next step,”
May 2006, p. 57.)

Preliminary results from two Phase I studies
with the spray showed that the progestin was
well absorbed and reached in the blood levels
well within the range targeted for blocking ovula-
tion, reports Sitruk-Ware. The council is prepar-
ing for a Phase II study in which scientists will
test the formulation to confirm its action on ovu-
lation inhibition, she notes.

The Population Council also is moving forward
with research on a Nestorone contraceptive vagi-
nal ring. A multicenter one-year dose-finding trial
looked at three dose combinations of Nestorone
and ethinyl estradiol in a ring delivery system to
study its effectiveness, safety, and acceptability.
Results indicate that the studied formulations,
used on a 21-day-in and seven-day-out regimen,
provided women safe and effective contraception.2

Results from a just-published study indicate
that a Nestorone contraceptive vaginal ring
should be as safe as a combined oral contracep-
tive when it comes to thrombosis risk.3 Scientists
compared use of a vaginal ring with 150 mcg of
Nestorone and 15 mcg ethinyl estradiol against
an oral contraceptive (Stediril 30, 30 mcg ethinyl
estradiol and 15 mcg levonorgestrel; Wyeth
Pharmaceuticals, Collegeville, PA). The study
included 45 women who were randomly
assigned to use one of the drugs for 77 days. 

The next step in research will include a large-
scale Phase 3 study, using manufactured rings. The
council is working with a contract manufacturer,
QPharma, Malmö, Sweden, to make the devices.
Since Phase II tests were carried out with rings
manufactured at the council’s Center for Biomedical
Research, further tests will need to be carried out 
to evaluate the effectiveness and side effects of the
mass-manufactured ring, as well as a pharmacoki-
netic trial designed to determine the amount of
Nestorone taken up into the bloodstream with use
of the ring over a course of three cycles. 

According to the Population Council, the Phase
III study will run until late 2008. Study results will
form the basis of an application to the Food and
Drug Administration for possible U.S. approval.
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Add option of fertility 
awareness-based methods

How much do you know about natural meth-
ods of family planning? While such options

may be exactly what some women are seeking,
many providers don’t learn about them during
their medical training.1

Get ready for that scenario to change. Experts
at the Washington, DC-based Georgetown
University’s Institute for Reproductive Health
have just published a review of two fertility
awareness-based (FAB) methods and are pre-
senting information at upcoming national 
family planning conferences.1

“Ideally, a provider should be aware of the
pros and cons of all available types of family
planning so that she or he is able help a patient
chose the method that is best for her needs,” 
says Victoria Jennings, PhD, institute director
and professor of obstetrics and gynecology at
Georgetown University. “An important compo-
nent in helping a patient choose an appropriate
contraceptive method is to consider her prefer-
ences as well as medical eligibility criteria.” 

While some FAB methods, such as the Ovula-
tion Method and Symptothermal Method require

patients to attend several instruction sessions, two
more recent methods, the Standard Days Method
(SDM) and the TwoDay Method (TDM), can be
taught in one brief session, says Jennings.1

Newly published research indicates that while
there is no clear profile of clients for whom the
SDM (and TDM) would be inappropriate, it is
important for providers to help couples overcome
potential difficulties by focusing on male involve-
ment,2 says Jennings.

Research supported by the Office of Population
Affairs is ongoing in collaboration with Planned
Parenthood of San Diego/Riverside County to
look at SDM, says Jennings. The investigation 
is focusing on how inclusion of the SDM in the
agency’s program affects the 1) the ability of ser-
vice providers to incorporate a “couple-focused”
perspective into their counseling; 2) the ability of
women to gain their partners’ support for family
planning use; and 3) the involvement of men in
family planning decision making, says Jennings. 

Take a closer look 

Fertility awareness-based methods rely on a
woman’s observations of the fertile and infertile
phases of her menstrual cycle. Women who
choose a FAB method avoid unprotected inter-
course on fertile days by abstaining or using a
barrier method to prevent pregnancy.1

Success with a FAB method depends on three
things: the method’s accuracy in identifying the fer-
tile days, the woman’s ability to follow the method
instructions to determine when she is fertile, and
the couple’s ability to avoid unprotected intercourse
on the woman’s fertile days.3 (Contraceptive Tech-
nology Update reported on the Standard Days
Method in its October 2002 article, “Standard
Days Method: Family planning option,” p. 114,
and offered new information on both SDM and
the TwoDay Method in the June 2004 article,
“Check new advances in natural family plan-
ning,” p. 68.)

Consistency is key

The Standard Days Method is appropriate 
for women whose menstrual cycles are usually
between 26 and 32 days long.1 A two-year clinical
trial evaluated the effectiveness of the method for
478 women in Bolivia, Peru, and the Philippines,
all of whom were of childbearing age with men-
strual cycles between 26 and 32 days long.3 The
study followed the women over 13 cycles. A life
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The Standard Days Method and the TwoDay
Method represent two options in fertility aware-
ness-based (FAB) methods. Both rely on a
woman’s observations of the fertile and infertile
phases of her menstrual cycle.
• Use of the Standard Days Method is enhanced

by the use of CycleBeads, a string of 32 color-
coded beads. The beads help a woman keep
track of her cycle days, know which days she
can get pregnant, and monitor her cycle lengths
to be sure they are between 26 and 32 days.

• The Two-Day Method is a simple observation
method based on the presence or absence of
cervical secretions that help to track fertile days
in the cycle.

E X E C U T I V E  S U M M A R Y



table analysis of the data indicates a cumulative
probability of pregnancy of 4.75% over 13 cycles
of correct use of the method, and an 11.96% prob-
ability of pregnancy under typical use. 

To use the method, a woman must count the
days of her menstrual cycle, starting with the day
her menstrual bleeding begins. The first day of
bleeding is Day 1, and during Days 1 through 7, the
woman can have unprotected intercourse. On Days
8-19, the woman should be counseled to use a bar-
rier method or avoid intercourse if she does not
want to become pregnant. From Day 20 until the
end of the cycle, the woman can resume unpro-
tected intercourse.4

One way to help women use SDM successfully
is to introduce use of CycleBeads. (See resource
box, this page.) The beads, a string of 32 color-
coded beads, help a woman keep track of her
cycle days, know which days she can get preg-
nant, and monitor her cycle lengths to be sure
they are between 26 and 32 days.1

CycleBeads can be combined well with con-
doms, says Anita Nelson, MD, professor in the
obstetrics and gynecology department at the
University of California in Los Angeles (UCLA)
and medical director of the women’s health care
programs at Harbor-UCLA Medical Center in
Torrance. Women often use condoms when they
think they are at risk, says Nelson; the CycleBeads
could identify those days for women more accu-
rately, she notes.

Studies in several countries are looking at fac-
tors associated with correct use and continuation
of the Standard Days Method, reports Jennings.
She says issues include whether women who buy
CycleBeads from commercial outlets can use the
method as well as women who receive instruction
from a provider; whether community educators
can provide the same quality service as clinical
providers or trained counselors; and how various
strategies to help women build the skills to com-
municate about method use with their partners
affect correct use and continuation.

Ask two questions 

The Two-Day Method is a simple observation
method based on the presence or absence of cer-
vical secretions. To use the method, a woman
asks herself two questions every day of her cycle:

• Do I have secretions today?
• Did I have secretions yesterday?
If the woman had secretions of any type

either “today” or “yesterday,” she should

consider herself fertile.4

Researchers conducted an efficacy trial of the
method, which was designed as a prospective,
nonrandomized, multicenter study. A total of 450
women ages 18-39 were followed for up to 13
cycles of method use. The first-year pregnancy
rate was 3.5 pregnancies per 100 women/years
with correct use of the method (pregnancies and
cycles with no intercourse on identified fertile
days), 6.3 with use of a backup method on the
fertile days, and 13.7 including all cycles and all
pregnancies in the analysis.5
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Materials for training and service provision in the
Standard Days Method and TwoDay Method are
available from the Institute for Reproductive Health’s
web site, www.irh.org. Click on “Implementing SDM”
to review the most recent edition of the publication,
Standard Days Method Implementation Guidelines
for Program Personnel, which is designed to assist
program managers to integrate the method into their
services. Support materials include screening and
follow-up checklists, a reference guide for counseling
patients, informational videos, a training video, a
provider training manual, and patient brochures.
Contact the institute at: 4301 Connecticut Ave. N.W.,
Suite 310, Washington, DC 20008. Telephone: (202)
687-1392. 

To order CycleBeads, visit the manufacturer’s
web site, www.cyclebeads.com. Pricing varies 
by order size. For more information about ordering
CycleBeads, send an e-mail to info@cyclebeads.com
or write to: Cycle Technologies, 5505 Connecticut
Ave. N.W., No. 237, Washington, DC 20015.
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Banish the myths about
fertility, contraception 

Review the following scenario: a patient has used
oral contraceptives for 15 years, starting her first

pill pack at age 28. Now at age 43, she tells you, “I
had three children by 28 when I started using the
Pill. I got divorced three years ago, and now I’m
remarried. Why can’t I get pregnant? It must be the
Pill.” What is your counseling strategy? 

Women who have chosen reversible methods
to delay pregnancy until they are older may find
that they have difficulties in conceiving.1 When
discussing the matter with their health care
provider, women may attribute the difficulty to
the former contraceptive method, when in fact,
both aging and parity are the culprits.2-4

There is a large and well-defined body of liter-
ature that shows that the use of hormonal contra-
ception does not increase the chance of either
primary or second infertility, says Lee Shulman,
MD, professor of obstetrics and gynecology at
Feinberg School of Medicine at Northwestern
University in Chicago.

“I think the first issue that we need to explain
to patients is that as we get older, fertility does
decrease,” observes Shulman. “The fact that time
has passed by while using contraception does not
mean that contraception has reduced fertility, it is
time, which we know does reduce fertility.”

Research shows that there is no decrease in fer-
tility after stopping hormonal contraception,2 says
Shulman. Use of current intrauterine contraception
also does not increase of infertility.5,6

Other medical conditions can impact fertility,
including endometriosis, polycystic ovarian syn-
drome, diabetes, obesity, thyroid dysfunction, and
sexually transmitted diseases. Women who seek to
become pregnant later in life following use of con-
traception and who experience problems will need
to be evaluated for these and other conditions,
with their partners checked as well, says Shulman.

Don’t ‘take a break’ 

Another myth encountered in contraceptive
counseling sessions involves the belief that users
of hormonal methods can protect their future fer-
tility by periodic “breaks” in use. There are no
data to support this myth, says Carolyn Westhoff,
MD, MSc, professor of obstetrics/gynecology and
epidemiology/population and family health at
Columbia University in New York City.

Women who think they need to take a “rest”
from taking their daily pills risk an unintended
pregnancy, state the authors of Contraceptive
Technology.7 Fertility resumes promptly after the
discontinuation of most hormonal contraceptives.1

While there have been no long-term studies of
return to fertility following discontinuation of con-
traceptive patch or ring use, effects are expected 
to be similar to those encountered with combina-
tion oral contraceptives — about one to three
months. In a comparison study of the copper T 
and levonorgestrel intrauterine devices (IUDs),
median time to pregnancy was three months after
copper T IUD removal and four months after lev-
onorgestrel IUD removal.8

Women who choose the newly approved single
rod implant method Implanon should be counseled
about rapid return to fertility upon method discon-
tinuation. (See the September 2006 Contraceptive
Technology Update article, “Bulletin: Single-rod
contraceptive implant Implanon gets Food &
Drug Administration’s OK,” p. 97.) In small stud-
ies, ovulation and fertility resumed after three
months following device removal.9,10

In contrast, the use of the contraceptive injection
(depot medroxyprogesterone acetate (DMPA),
Depo-Provera, Pfizer, New York City) has been
associated with a prolonged contraceptive effect.
The median time to conception following method
discontinuation is about 10 months.11 Time to con-
ception for women may be delayed for up to two
years.1

Women’s contraceptive needs change over
time: an adolescent may choose a method to
delay pregnancy while preserving fertility; a
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Return to fertility is an important factor when many
women choose a contraceptive method. Clinicians
should review information on various methods
when discussing family planning methods.
• Use of hormonal contraception does not increase

the chance of either primary or second infertility
in women, research shows. Age and parity play
factors in fertility, as well as such medical condi-
tions as endometriosis, polycystic ovarian syn-
drome, diabetes, obesity, thyroid dysfunction,
and sexually transmitted diseases. 

• Debunk myths that “breaks” in oral contraceptive
use preserve future fertility. Counsel women that
breaks in pill-taking may lead to unintended
pregnancy.
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young mother may look for an option to space
her family order; an older woman may select a
reversible method to protect against pregnancy
until menopause. Help women choose contracep-
tion with an eye toward individual childbearing
goals. (See resource listing, this page.)
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The Pill & bone health: 
New study eyes impact

Revamp your oral contraceptive (OC) counsel-
ing: Results of a new study indicate that Pill

use is not associated with an increase or a decrease
in fracture risk.1

Two earlier investigations had shown an
increased fracture risk in premenopausal women
who used the Pill, explains Peter Vestergaard,
MD, PhD, lead author of the research and senior
registrar in the Department of Endocrinology 
and Metabolism at Aarhus (Denmark) University
Hospital.2,3 “The reason why we wanted to inves-
tigate this was that oral contraceptives are in
widespread use, and that prior studies had indi-
cated that oral contraceptives could be associated
with an increase in fracture risk,” he explains.
“Even though the increase was small, a large
number of fractures could thus theoretically be
the result of oral contraceptives.”

According to Vestergaard, the two prior studies
were based on the same prescription register and
did not adjust for a number of important factors.
The Danish researchers had access to a large
national register that could help to better deter-
mine if oral contraceptives were associated with
fracture risk, he explains.

Danish researchers selected all women with a
fracture (64,548) in the year 2000 in Denmark from
the National Hospital Discharge Register to serve as
cases in the study. For each case, three age-matched
controls were randomly drawn from the general
population. Exposure was use of OCs between Jan.
1, 1996, and Dec. 31, 2000. Adjustments were made
for use of other drugs, pregnancy, prior fracture,
other diseases and social variables. 

In the unadjusted analysis, use of OCs in low
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Results of a new study indicate that Pill use is not
associated with an increase or a decrease in frac-
ture risk.
• Decline in bone density in women normally starts

between the ages of 30 and 40. Oral contracep-
tives (OCs) may counter this demineralization.

• Researchers are conducting a study to see if use
of OCs reduce stress fracture incidence and pre-
vent loss of bone mass or increase bone mass
among highly trained female athletes.

E X E C U T I V E  S U M M A R Y

The Washington, DC-based Association of
Reproductive Health Professionals offers a
freely-reproducible patient information sheet,
Which Contraceptive Is Right For You? at its web
site, www.arhp.org. Click on “Patient Education,”
“Resource Centers,” “Contraception Resource
Center,” “Patient Information,” and the sheet title.
Designed in a chart form, it allows clinicians to
review available contraceptive methods; information
on return to fertility is included with each method.
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dose was associated with a small increase in over-
all fracture risk. However, upon adjustment, no
increase in fracture risk could be demonstrated in
any age or dose group.1

Although researchers adjusted for several poten-
tial confounding factors in the statistical analyses,
they note that results still may be influenced by
potential confounding factors not included in the
analyses, such as smoking, physical activity, differ-
ences in body weight, and use of calcium/vitamin
D supplements.1

OCs for bone health?

Decline in bone density in women normally
starts between the ages of 30 and 40; OCs may
counter this demineralization.4 According to one
review of the literature, evidence suggests that
premenopausal use of OCs is beneficial for pre-
serving bone mass.5 While researchers have not
yet determined the optimal estrogen dosage, “it
appears that in the premenopausal woman, oral
contraceptives that will provide bone-sparing
effects while minimizing long-term complications
should contain the equivalent of > 20 mcg/day,”
the review states.5

One analysis indicates that exposure to the
estrogen from OCs during the premenopausal
years may have a small beneficial effect on the
skeleton in white women.6 (Contraceptive
Technology Update reported on the study’s
results in the article, “The Pill and bone health:
What is the impact?” April 2003, p. 43.)

Female athletes may experience loss of menses,
low bone mass, and an increased frequency of
stress fractures due to intense physical activity.
Researchers are conducting a study to see if use
of OCs reduce stress fracture incidence and pre-
vent loss of bone mass or increase bone mass
among highly trained female athletes. 

Low serum estrogen levels are believed to be 
a principal cause of bone loss in highly trained
female athletes. If so, re-establishing normal estro-
gen levels in these women should prevent or
retard bone loss and decrease the incidence of

stress fractures, researchers believe.
Data collection for the study has been completed,

says Kristin Cobb, PhD, lead investigator for the
study and clinical assistant professor in the health
research & policy-epidemiology department at 
the Stanford (CA) University School of Medicine.
Results are being analyzed, she says. (Editor’s note:
CTU will report on the data upon publication.)
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CE/CME Instructions 

Physicians and nurses participate in this con-
tinuing medical education/continuing educa-

tion program by reading the articles, using the
provided references for further research, and
studying the questions at the end of the issue.
Participants should select what they believe to be
the correct answers and refer to the list of correct
answers to test their knowledge. To clarify confu-
sion surrounding any questions answered incor-
rectly, please consult the source material. After
completing this activity with the December issue,
you must complete the evaluation form provided
and return it in the reply envelope provided in
that issue to receive a certificate of completion.
When your evaluation is received, a certificate
will be mailed to you. ■

■ Expedited partner
therapy for gonorrhea
treatment?

■ New test developed
for lymphogranuloma
venereum 

■ New ideas for
boosting use of
condoms

■ Extended regimens:
How do they affect
premenstrual
symptoms?

■ Contraceptive
options for
perimenopausal
women

COMING IN FUTURE MONTHS
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Contraceptive Technology Update is endorsed by 
the National Association of Nurse Practitioners in
Women’s Health and the Association of Reproductive
Health Professionals as a vital information source for
health care professionals.

CE/CME Questions

[For details on Contraceptive Technology Update’s
continuing education program, contact: Customer
Service, American Health Consultants, P.O. Box
740056, Atlanta, GA 30374. Telephone: (800) 688-
2421. Fax: (800) 284-3291. E-mail: ahc.customer
service@thomson.com. Web: www.ahcpub.com.]

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

• Identify clinical, legal, or scientific issues related
to development and provisions of contraceptive
technology or other reproductive services. 

• Describe how those issues affect services and
patient care.

• Integrate practical solutions to problems and
information into daily practices, according to
advice from nationally recognized family plan-
ning experts. 

13. Which of the following is NOT a progestin?
A. Dienogest
B. Drospirenone
C. Nestorone 
D. Mestranol

14. In small studies, when did ovulation and
fertility resumed following removal of the
Implanon implant?

A. Immediately
B. After three months 
C. After six months 
D. After one year 

15. According to the 2006 STD Treatment
Guidelines, when should clinicians and
health care agencies consider advising all
women with chlamydial infection to be
retested? 

A. Approximately three weeks after treatment
B. Approximately two months after treatment
C. Approximately three months after treatment
D. Approximately six months after treatment

16. Which drugs should be used in for gonor-
rheal infections in men who have sex with
men?

A. Ciprofloxacin 
B. Ofloxacin
C. Levofloxacin 
D. Ceftriaxone or cefixime 

Answers: 13. D; 14. B; 15. C; 16. D.
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The next patient in your exam room is a 25-
year-old single woman who has come in for

her quarterly contraceptive injection. At her last
visit, she tested positive for chlamydia. She was
given a prescription to treat the infection and
counseled to have her partner come in for treat-
ment as well. When her lab results are returned
prior to your present exam, results are positive
for chlamydia.

If repeat chlamydia infections are common 
in your clinic, you are not alone. According 
to research presented at the recent National 
STD Prevention Conference, data indicate

higher-than-expected rates of repeat chlamydia
infection among young women.1,2

An analysis by the Richmond-based California
Department of Health Services shows at least one
in 10 women tested for chlamydia through the
state family planning program and at a large
health maintenance organization were infected
again within six months, with adolescent women
most affected.1 Results from a similar report from
the New York City Department of Health and
Mental Hygiene show that one in eight women
diagnosed with chlamydia citywide in recent
years had a repeat infection within one year of
their initial diagnosis; nearly a third of repeat
infections occurred within three months.2 Young
women were especially at risk, according to the
analysis. Researchers found the reinfection rate
for young women ages 10-19 was about twice
that seen in women ages 25-29.2

According to the Centers for Disease Control
and Prevention (CDC), such findings reinforce
the need for comprehensive sexually transmitted
disease (STD) prevention and treatment services
for young people. This prevention and treatment
should include not only chlamydia screening for
all sexually active women younger than the age
of 26, but also continued follow-up for infected
women and their sexual partners, according to
the CDC. 

“These new data show that we need to improve
efforts to keep young women chlamydia-free after
they receive initial treatment,” says John Douglas

Repeat chlamydia infection: Improve 
partner notification and treatment
Use CDC guidance to enhance current practice strategies 

Research presented at the recent National STD
Prevention Conference indicates higher-than-
expected rates of repeat chlamydia infection
among young women.
• At least one in 10 women tested for chlamydia

through the California family planning program
and at a large health maintenance organization
were infected again within six months, with ado-
lescent women most affected.

• Results from a similar New York City report
show that one in eight women diagnosed with
chlamydia citywide in recent years had a repeat
infection within one year of their initial diagnosis.
Nearly a third of repeat infections occurred
within three months.
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Jr., MD, director of the division of STD prevention
at the CDC’s National Center for HIV, STD, and TB
Prevention. “That means providing education on
risk reduction, ensuring that women’s sexual part-
ners are diagnosed and treated for chlamydia,
implementing innovative approaches such as pro-
viding women with medicine that they can take
directly to their partners, and providing routine
rescreening of women after treatment to permit
earlier detection and treatment of reinfection.” 

California takes action

Why is it so important to successfully treat
chlamydia the first time? The principal danger of
reinfection for women is the increased risk for
pelvic inflammatory disease (PID), with each
repeat infection increasing the risk for PID as
well as ectopic pregnancy.3,4

California has taken steps to address the chal-
lenges of chlamydia infection, says Gail Bolan,
MD, chief of the STD Control Branch for the
California Department of Health Services in
Richmond. The state was the first in the nation to
legalize patient delivered partner therapy (PDPT)
for chlamydia treatment. Since 2001, state legisla-
tion has allowed physicians to prescribe and
nurse practitioners, physician assistants, and
certified nurse midwives to dispense antibiotic
therapy for male and female partners of infected
patients, even if providers have not been able to
perform an exam of the partner(s). 

There have been challenges in implementing
legislation, says Bolan. The Centers for Medicare
and Medicaid Services has issued an interpreta-
tion stating that providers cannot issue medica-
tion to those who are not an enrollee of the
state’s MediCal or family planning programs,
she states. “We are in the process of trying to find
funding mechanisms to pay for PDPT so that it
can be more widely used when appropriate,”
says Bolan.

The state also is looking at innovative ways to
expand partner therapy, including delivery of
medication to partners by public health field
workers, states Bolan. It also is eyeing use of phar-
macies to facilitate partner therapy, whereby phar-
macies could issue partner treatment when initial
treatment prescriptions are filled. Researchers 
also are looking at new ways to facilitate rescreen-
ing, including the possible use of self-collected
vaginal swabs, Bolan reports. Data suggest that

such self-collected swabs are appropriate speci-
mens for diagnosing chlamydial infection by
nucleic acid amplification tests.5

Thanks to the Chlamydia Action Coalition, a
public/private partnership of the California STD
Control Branch, the University of California at
San Francisco, and the California HealthCare
Foundation in Oakland, provider and public
awareness has been raised about the importance
of successful chlamydia treatment, says Bolan.

Use new CDC guidelines

Research shows that expedited partner care 
can decrease the patient’s risk of reinfection and
increase the number of treated partners.6-8

Based on such research, the CDC has issued
specific guidance on expedited partner therapy.9

(See the resource listing, this page, for instruc-
tions on how to download the guidance.)
Although ongoing evaluation will determine
when and how expedited partner therapy can
best be used, the CDC issued the guidance for
clinicians to use it as an additional strategy in
partner management.

Also look to the newly released 2006 Sexually
Transmitted Diseases Treatment Guidelines for
guidance when it comes to chlamydia rescreen-
ing. According to the new document, clinicians
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• Visit the Chlamydia Action Coalition’s web
site, www.ucsf.edu/castd/chlamydia_coali-
tion.html, for information on chlamydia care. Click
on “Clinical Guidelines” to access a Chlamydia
Care Quality Improvement Toolbox that contains a
comparison of chlamydia testing technologies, a
guide to sexual history taking, and patient therapy
instruction sheets for patient delivered partner
therapy in English and Spanish. 

• Visit the Centers for Disease Control and
Prevention (CDC) National Center for HIV, STD,
and TB Prevention’s web site, www.cdc.gov/std,
to download the Expedited Partner Therapy in the
Management of Sexually Transmitted Diseases and
the 2006 Sexually Transmitted Diseases Treatment
Guidelines. Under “Key Resources” on the right side
of the page, click on “Publications” to access both
documents.
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and health care agencies should consider advis-
ing all women with chlamydial infection to be
retested approximately three months after treat-
ment. Providers also are strongly encouraged 
to retest all women treated for chlamydial infec-
tion whenever they next seek medical care
within the following three to 12 months, regard-
less of whether the patient believes that her sex
partners were treated, it states.10

Limited evidence is available on the benefit 
of retesting for chlamydia in men previously
infected, advise the guidelines; however, some
specialists suggest retesting men approximately
three months after treatment.10
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Stay vigilant in 
stemming gonorrhea 

While strides have been made in stemming
gonorrhea, clinicians are advised to keep the

sexually transmitted disease (STD) on the radar
screen. Preliminary new data from the Centers for
Disease Control and Prevention (CDC) show sharp
increases in reported gonorrhea cases since 2000 in
seven states: Alaska, California, Hawaii, Nevada,
Oregon, Utah, and Washington.1

Utah recorded a 206% increase, followed by
Hawaii (107%), California (55%), Washington
(53%), Oregon (50%), Alaska (48%), and Nevada
(40%).1 The CDC estimates more than 700,000 new
gonorrhea infections occur each year.2 Gonorrhea
is the second most commonly reported notifiable
disease in the U.S.3

At this point, the CDC is not able to deter-
mine the exact reasons for the recent increases in
reported gonorrhea cases in the West, says Lori
Newman, MD, a medical epidemiologist with the
CDC’s Division of STD Prevention. The increases
are likely due to a combination of several factors,
states Newman, who reported on disease trends
at the recent National STD Prevention Confer-
ence. For example, providers in the West may 
be identifying more gonorrhea than in the past
through the use of more sensitive testing technol-
ogy, such as nucleic acid amplification tests, test-
ing for gonorrhea more frequently as a result of
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New preliminary data from the Centers for Disease
Control and Prevention show sharp increases in
reported gonorrhea cases since 2000 in seven
states: Alaska, California, Hawaii, Nevada,
Oregon, Utah, and Washington.
• Check the latest STD Treatment Guidelines, avail-

able at www.cdc.gov/std/treatment, to make sure
your practice is up-to-date on treatment regimens. 

• Quinolones ciprofloxacin, ofloxacin, and lev-
ofloxacin should not be used for infections in
men who have sex with men or in those with a
history of recent foreign travel or partners’ travel,
infections acquired in California or Hawaii, or
infections acquired in other areas with increased
quinolone-resistant gonorrhea.

E X E C U T I V E  S U M M A R Y



the availability of dual testing for both chlamydia
and gonorrhea, or participating in expanded out-
reach and screening efforts, Newman states.
“However, the increases in gonorrhea also may
reflect true increases in disease,” she says. 

The agency is facilitating communication
between the involved state and local areas to
exchange ideas on how to investigate as well 
as respond to these increases, reports Newman.
State and local efforts to investigate these
increases include enhanced surveillance efforts
and special studies, she notes. “We are also
encouraging state and local areas to communi-
cate with patients and providers about the
importance of screening for gonorrhea in select
populations, prompt diagnosis, appropriate
treatment, and partner management of patients
with gonorrhea.” 

Update your treatment

The CDC has just released the latest version of
its Sexually Transmitted Diseases Treatment Guidelines.
Review the section of gonorrhea to make sure your
practice is up to date.4

For treatment of uncomplicated gonococcal
infections of the cervix, urethra, and rectum,
recommended regimens include:

• Ceftriaxone 125 mg intramuscular in a single
dose; 

• Or Cefixime 400 mg orally in a single dose; 
• Or Ciprofloxacin 500 mg orally in a single

dose; 
• Or Ofloxacin 400 mg orally in a single dose; 
• Or Levofloxacin 250 mg orally in a single dose. 
In all cases, treatment for chlamydia should be

included if chlamydial infection is not ruled out,
the CDC advises.

The quinolones ciprofloxacin, ofloxacin, and
levofloxacin should not be used for infections in
men who have sex with men (MSM) or in those
with a history of recent foreign travel or partners’
travel, infections acquired in California or Hawaii,
or infections acquired in other areas with increased
quinolone-resistant N. gonorrhoeae prevalence,
advises the CDC. 

In 2004, of 6,322 isolates collected by CDC’s
Gonococcal Isolate Surveillance Project (GISP),
6.8% were quinolone-resistant.5 However,
quinolone resistance in 2004 among heterosexual
men outside of California and Hawaii was 1.4%,
says Newman.

The CDC’s recommended regimens for MSM
or heterosexuals with a history of recent travel
includes Ceftriaxone 125 mg IM in a single dose
or Cefixime 400 mg orally in a single dose, as
well as treatment for chlamydia if chlamydial
infection is not ruled out.

Cefixime has not been marketed in the United
States since October 2002.6 In 2004, Baltimore-
based Lupin received Food and Drug Admini-
stration (FDA) approval to manufacture generic
cefixime, but currently only a 1,000 mg suspen-
sion vial is available. The CDC plans to post
updates on the availability of cefixime in the
United States on its web site, www.cdc.gov/std/
treatment. 

Alternative regimens for treatment include:
• Spectinomycin 2 g in a single IM dose;
• Or single-dose cephalosporin regimens;
• Or single-dose quinolone regimens.4

While spectinomycin is useful for the treatment
of patients who cannot tolerate cephalosporins
and quinolones, it is unavailable in the United
States. The sole distributor, New York City-based
Pfizer, has discontinued U.S. sales of spectino-
mycin, which it marketed as Trobicin. The CDC
and the Food and Drug Administration are work-
ing with the company to make the drug available
again in the United States, say CDC officials.7
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