
You can help women achieve success 
with extended regimen contraception 
Counsel on early onset unscheduled spotting when beginning regimen

Since the extended regimen pill Seasonale (Barr Laboratories, Pomona,
NY) hit pharmacy shelves in October 2003, it has become the fourth
most-prescribed oral contraceptive in the United States.1 What do

you need to know in counseling women about this new option?
The new pill regimen offers women the choice of highly effective

contraception and menstrual regulation — a “win-win,” says Linda
Dominguez, RNC, NP, assistant medical director of the Albuquerque-
based Planned Parenthood of New Mexico. The success of this choice
can be ensured with thoughtful counseling regarding early unsched-
uled bleeding that should improve over time, she notes.

“If clinicians don’t pre-emptively give this important information, 
the woman may be discouraged or even frightened by the very thing
she thought she was going to avoid — bleeding,” says Dominguez.

As with starting any hormonal method (and often when switching
methods), women experience unscheduled bleeding the first few months of
use, says Susan Wysocki, RNC, NP, president and chief executive officer of
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Interest in the extended regimen oral contraceptive Seasonale has grown
dramatically since it entered the U.S. market in October 2003. Clinicians
need to counsel on early onset unscheduled spotting to ensure success
with the method.
• Let women know that spotting will subside. In Seasonale’s clinical trial,

the percentage of women who experienced breakthrough bleeding
declined with each successive 91-day extended cycle to a median of four
days by the fourth cycle.

• Not only do most providers see extended contraception as safe, many of
them have personally used it in the past. 
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the Washington, DC-based National Association
of Nurse Practitioners in Women’s Health. While
Seasonale offers the benefit of withdrawal bleed-
ing four times a year, regularity usually doesn’t
happen right away. 

“It is important to set expectations correctly
so patients don’t become discouraged during
those months when their body is adjusting to
the hormones,” she says.

Provide information

To help clinicians educate women on men-
strual suppression, the Washington, DC-based
Association of Reproductive Health Professionals
(ARHP) has focused the latest issue of its Health
& Sexuality quarterly publication on the subject.
(See resource box on p. 87 to get more informa-
tion on accessing the publication on-line.) The
issue provides information on the history of men-
struation, women’s options for contraception and
controlling menstruation, and tips for counseling
women who use extended- or continuous-regi-
men contraception.

“In this issue of Health & Sexuality, we try to
overcome the historical mindset that limiting or
eliminating the menstrual cycle is unhealthy,”
reports Leslie Miller, MD, associate professor
of obstetrics and gynecology at the University
of Washington, Seattle, and special clinical
advisor for the publication. “It is important that
women and their health care provider under-
stand the risks and benefits of menstrual sup-
pression in the context of a women’s own body
and needs so that she is well-informed when
considering extended or continuous regimen
contraception.” 

One common concern voiced by women is
that the uterine lining will build up if a period
does not occur every month. Explain to them
that taking oral contraceptives (OC) keeps the
normal uterine lining from breaking down and
bleeding, and that the lining remains thin and
does not need to be flushed out each month.2

Augment your counseling about menstruation
with an Internet resource developed by Barr
Laboratories, www.knowyourperiod.com,
Dominguez suggests. (See the resource box on
p. 87 to obtain more information on Seasonale.) 

Counsel women to expect early-onset,
unscheduled spotting and bleeding when they
begin using Seasonale or any other form of
extended contraception, and use research to help
assure them that these events will subside over
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time. In Seasonale’s clinical trial, the percentage of
women who experienced breakthrough bleeding
declined with each successive 91-day extended
cycle, from a median of 12 days per cycle during
the first cycle to a median of four days by the
fourth cycle.3

Side effects with Seasonale are similar to those
encountered on traditional OCs. In the clinical
trial, which compared the drug to Nordette
(King Pharmaceuticals, Bristol, TN), side effects
included headache (20.6% for Seasonale vs 28.3%
for Nordette), nausea (7.5% vs 8.9%), dysmenor-
rhea (5.7% vs 4.0%), and breast tenderness (3.5%
vs 1.3%).3

While Seasonale offers the convenience of 91-
day dosing, it is important to remind patients that
the copay or cost of each prescription is based on
a three-month supply. Patients should check with
their individual health benefit plans to determine
the reimbursement policy for this particular drug.

What’s your stance?

When it comes to menstrual suppression, do you
see it as a safe practice? In a 2003 survey of female
obstetricians/gynecologists conducted for the
Washington, DC-based American College of
Obstetricians and Gynecologists (ACOG), physi-
cians were nearly unanimous (99%) in the view that
menstrual suppression is safe for their patients.4

Slightly more than half (53%) of the physicians
said they had used menstrual suppression. Those
younger than age 40 were more likely than those
ages 40 and older to have tried such a regimen
(59.2% vs. 42.5%).

While providers are knowledgeable about

menstrual suppression and are comfortable with
the practice, an October 2003 survey conducted
for ARHP found women have differing view-
points on the matter.5 Results of the survey, which
queried women and providers, show that most
women had never heard of using birth control
pills to skip a period, despite the fact that most of
the clinicians surveyed said they had prescribed
contraception to suppress menstruation.5

Women and health care providers also disagree
on the necessity of having a period every month,
according to the survey results. While half of the
women said they believed a menstrual period is
necessary every month, just 7% of health care
providers held a similar position. Both groups
agreed that more education is needed on the topic.

More options to emerge?

Miller has worked with many women in con-
tinuous use of OCs, which requires one active pill
every day without a pill-free or placebo week.
(Contraceptive Technology Update reviewed con-
tinuous use regimens in the article, “Help edu-
cate for success with extended pill use,” July
2003, p. 78.)

The goal of continuous regimen is amenorrhea
or complete menstrual cycle suppression, but it is
very common to have irregular bleeding in the
first six months, she notes. She operates her own
web site, www.noperiod.com, to provide informa-
tion on the practice and has conducted research on
extended and continuous regimens.6,7

“Typically, the bleeding is light and painless if
low ethinyl estradiol dose OCs are used,” Miller
observes. “Because women will not have a week
off every month, they do not need higher doses,
and in fact, it is possible if higher doses of estrogen
are used, it will cause more side effects and risk.”

Continuous use is not yet approved by the
Food and Drug Administration (FDA); however,
research is under way to look at what formula-
tion and dose works best for such use, she
reports. If research can show the practice is safe
and effective, look for the introduction of a con-
tinuous pill, Miller predicts. (Editor’s note: CTU
will keep you updated in future issues on research
regarding continuous use.)
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• To read the Association of Reproductive
Health Professionals’ free issue of Health &
Sexuality about menstrual suppression, go to the
organization’s web site, www.arhp.org. Click on
“Healthcare Providers;” “Online Publications;”
“Health & Sexuality Magazine;” and “Taking
Charge of Menstruation.”

• For more information on Seasonale, call (800)
719-FOUR (3687), a toll-free number operated
by Barr Laboratories for health care profession-
als and women, or visit the product web site,
www.seasonale.com. The site contains prescrib-
ing information as well as information on clinical
studies.
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Emergency contraceptive 
access to grow in Canada

The condom breaks or the pill pack stays at
home on a weekend vacation. What will hap-

pen next? In Canada, women in all provinces will
be able to go directly to the drug store for behind-
the-counter access to emergency contraception
(EC), based on the direction of regulatory wheels
now set in motion.

Health Canada, Canada’s Ottawa, Ontario-
based health regulatory agency, is proposing to

amend its Food and Drug Regulations to remove
levonorgestrel from its prescription-only
Schedule F drug list. The move to amend the
drug list would allow levonorgestrel in the 0.75
mg dosage to be available without a prescription
from a physician.

The place of sale for a drug once it is removed
from Schedule F is determined by provincial and
territorial pharmacy regulatory authorities, reports
Paige Raymond Kovach, Health Canada spokes-
woman. However, the National Drug Scheduling
Advisory Committee (NDSAC) of the National
Association of Pharmacy Regulatory Authorities 
in Ottawa makes recommendations to the provin-
cial/territorial pharmacy regulatory authorities 
on the appropriate conditions of sale of a drug in
Canada, she explains.

“NDSAC has recommended that provinces and
territories adopt Schedule II status [behind-the-
counter] for levonorgestrel 0.75 mg, which would
require professional intervention from the phar-
macist at the point of sale,” says Kovach. 

A letter to stakeholders was sent on June 16
outlining the proposal with a 30-day comment
period. The letter and proposal also were posted
on the agency’s Therapeutic Products Directorate
web site, states Kovach. Once the amendment
was published May 25, 2004, in the Canada
Gazette, the official newspaper of the Canadian
government, a 75-day consultation period was
allotted for stakeholders to provide comments.
These comments will in turn be incorporated into
the regulatory proposal, with the final amend-
ment published in the Gazette, which signifies
final approval, Kovach reports.

Groups push for access

Levonorgestrel EC, distributed as Plan B in
Canada by Paladin Labs of Montreal, already is
available through pharmacists in three Canadian
provinces: British Columbia, Saskatchewan, and
Quebec, says Kovach. The switch to nonprescrip-
tion status will provide for uniform behind-the-
counter access across the country, she states.
(Contraceptive Technology Update reported on
British Columbia, the first Canadian province to
expand access, in the article, “Emergency contra-
ception: Direct from the pharmacist,” January
2001, p. 1.)

The move to expand EC access began in
earnest in November 2001, when members of the
National Advisory Committee on Emergency
Contraception began working with Health
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While women in the United States wait for regulatory
approval on over-the-counter status for emergency
contraception, Canada is looking at expanding
access to the method.
• Health Canada, Canada’s health regulatory

agency, is proposing to amend its drug list to
allow levonorgestrel in the 0.75 mg dose to be
available without a prescription from a physician.
However, pharmacy regulatory authorities have
recommended that the drug be sold “behind the
counter,” which will call for intervention by the
pharmacist at the point of sale.

• The drug already is available through pharma-
cists in three provinces: British Columbia,
Saskatchewan, and Quebec.
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Canada to move the drug to behind-the-counter
status. Members of the committee include the
Society of Obstetricians and Gynaecologists of
Canada, the Canadian Pharmacists Association,
the Planned Parenthood Federation of Canada,
the Canadian Public Health Association, and the
National Association of Pharmacy Regulatory
Authorities, all in Ottawa, and the College of
Family Physicians of Canada in Mississauga,
Ontario. 

Results from a 2001-2002 Toronto pilot project,
which linked 146 pharmacists in 40 pharmacies to
34 physicians through collaborative prescribing
authority, showed that direct pharmacist provi-
sion of EC could make an impact on pregnancy
prevention.1 A total of 6,931 prescriptions for EC
were provided, and 54% of the women accessed
EC within 24 hours of intercourse. Most of the
women who used the service were pleased with
it. In fact, 21.1% indicated that had they not
obtained EC through the pharmacy, they would
not have obtained it elsewhere.1

Will it be adequate?

While advocacy groups are applauding the
move to expanded access for EC, some are calling
for even broader measures. Such groups as the
Winnipeg, Manitoba-based Canadian Women’s
Health Network would like to see the drug given
over-the-counter status, similar to what is being
sought in the United States. (Review the progress
of U.S. EC access in the article, “What is next for
over-the-counter access to emergency contracep-
tion?” July 2004, p. 73.)

The Canadian Women’s Health Network sees
levonorgestrel’s move to Schedule II status as a
“half-measure,” says Abby Lippman, PhD, co-
chair of the network board and professor at McGill
University in Montreal. If the drug is moved from
prescription-only status to Schedule II, pharmacists
may be able to charge a consultation fee, which
may limit access if such fees are not covered by
government or private insurance, she adds.

If credible information about EC is provided 
at the point of sale, with information that is under-
stood by women at all literacy levels and languages,
there is no need for pharmacist intervention, states
Lippman. The Canadian Women’s Health Network
is working with other advocacy groups to make
sure when EC access is broadened, the educational
information provided is easily understood by
women of many backgrounds.

“There needs to be a good education program

and to make sure the package insert are com-
pletely comprehensible to people,” she states. 
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Update your practice 
when it comes to IUDs

What is your approach when it comes to dis-
cussing intrauterine contraception? It may

be time to update your practice, based on infor-
mation presented at the recent clinical meeting of
the Washington, DC-based American College of
Obstetricians and Gynecologists (ACOG) and
newly published research.1

Consider this fact: In the 1970s, about 10% of
U.S. women used intrauterine contraception; today,
less than 1% do.2 More than 25 years have passed
since the era of the Dalkon Shield, an intrauterine
contraceptive whose manufacture was halted in the
mid-1980s due to product liability issues. However,
new information on intrauterine devices (IUDs)
has been slow to disseminate, says Lee Shulman,
MD, Northwestern Memorial Hospital distin-
guished physician and professor in the department
of obstetrics and gynecology at the Feinberg School
of Medicine, Northwestern University, both in
Chicago.
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Intrauterine contraception is safe and effective, but it
is underutilized in the United States, family planning
experts maintain. The Association of Reproductive
Health Professionals has organized a visiting faculty
program on intrauterine contraception to update
providers on the method.
• In a comparative study of five European coun-

tries, the intrauterine device (IUD) accounted for
9%-24% of all contraceptive use. Less than 1%
of American women rely on the method.

• While U.S. providers tend to place IUDs in multi-
parous women, the experience with IUDs in other
countries continue to show that intrauterine con-
traception is well-accepted by many women. New
research indicates that use of the levonorgestrel
intrauterine system is safe in nulliparous women.
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This trend is about to change, though: The
Washington, DC-based Association of
Reproductive Health Professionals (ARHP) has
organized a visiting faculty program on intrauter-
ine contraception to update providers on the
method. Shulman presented information on the
Copper T IUD (ParaGard IUD, FEI Women’s
Health, North Tonawanda, NY) at the ACOG
meeting as part of the ARHP program. (See the
resource box, at right, for information on the
ARHP program.)

Women in the United States have two choices
when it comes to intrauterine contraception: the
ParaGard and the levonorgestrel intrauterine sys-
tem (IUS), marketed as Mirena by Berlex
Laboratories, Montville, NJ. (See resource box ,at
right, for contact information for both devices.)
The ParaGard is approved in the United States
for 10 years of effectiveness. The Mirena is
approved for five years.2

The Copper T IUD is safe and effective for the
vast majority of women, says Shulman. A 2001 case
control study helps to refute the myths that IUDs
cause pelvic inflammatory infection, increase
ectopic pregnancy and infertility, and are inappro-
priate for young or never-pregnant women, he
notes.3 (Review information on the study in
Contraceptive Technology Update’s article, “Are
you concerned about infection, infertility risks
with IUD? You can relax,” November 2001, p. 125.)

More than half of unintended pregnancies in
the United States are a result of contraceptive fail-
ure or misuse4; such statistics could be lowered
with use of the IUD, says Shulman. While U.S.
providers tend to place IUDs in multiparous
women, the experience with IUDs in other coun-
tries continue to show that intrauterine contra-
ception is well accepted by many women, he
notes. In a comparative study of five European
countries (Italy, Spain, Poland, Germany, and
Denmark), the IUD accounted for 9%-24% of all
contraceptive use.5 Shulman says he has nulli-
parous patients who have successfully used
intrauterine contraception. 

“I think it is important that we need to under-
stand not only the IUD, but our patients, and try
to get the patient to use the method she is likely
to use consistently and correctly,” he says.

Check new research

Just-published research on the levonorgestrel
IUS indicates the device is safe and effective
when used by nulliparous women.1 In the study,

200 nulliparous women were randomized to use
the IUS or a monophasic oral contraceptive (OC).
Twelve-month continuation rates were higher in
the IUS group (80% vs. 73%). The most common
reason for discontinuation in the IUS group was
pain, while hormonal side effects were the pre-
dominant medical reason named by pill users.
About 20% of IUS users had become amenor-
rheic, compared to 1% of pill users.

While no pregnancies were noted in the study,
the typical-use annual failure rate for pill users is
approximately 8%, compared to lower than 1%
for IUD users,6,7 notes Andrew Kaunitz, MD, pro-
fessor and assistant chair in the obstetrics and
gynecology department at the University of
Florida Health Science Center/Jacksonville.
While many clinicians think that IUDs are not
appropriate for nulliparous women, the new
findings indicate that the IUS is a safe and effec-
tive option for those nulliparous women who
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• The Association of Reproductive Health
Professionals (ARHP) is sponsoring a continu-
ing medical education visiting faculty program,
New Dynamics in Health Care: A Clinical Update
on the Copper T IUD, to help ensure accurate
health care provider understanding of the Copper
T IUD. For more information on the program, go
to the ARHP web page, www.arhp.org; click on
“Healthcare Providers,” “CME/CEU,” “Visiting
Faculty Program,” then “A Clinical Update on the
Copper T IUD.” To request a lecture for your
institution, fill out the on-line registration form or
call Cynthia Lopez at (202) 466-3825.

• For more information on ParaGard, contact: FEI
Women’s Health, North Tonawanda, NY 14120.
Telephone: (800) 825-6230. Web: www.fei-wom-
enshealth.com. Also visit the product web site,
www.paragardiud.com. The ParaGard web site
offers printable versions of the package insert,
patient insertion facts, and patient insert counsel-
ing sheets. 

• For more information on Mirena, contact:
Berlex Laboratories, 340 Changebridge Road,
P.O. Box 1000, Montville, NJ 07045-1000.
Telephone: (866) 647-3646 or (973) 487-2000.
Web: www.berlex.com. Also visit the product web
site, www.mirena-us.com. The Mirena web site
offers printable versions of the package insert
and informational handouts, such as “Answering
Your Questions About Mirena” and “Thinking
About Tubal Sterilization But Just Aren’t Sure?”
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prefer the convenience of the IUS or menstrual-
suppression effect, he states.

References

1. Suhonen S, Haukkamaa M, Jakobsson T, et al. Clinical
performance of a levonorgestrel-releasing intrauterine sys-
tem and oral contraceptives in young nulliparous women: 
A comparative study. Contraception 2004; 69:407-412. 

2. Hubacher D. The checkered history and bright future
of intrauterine contraception in the United States. Perspect
Sex Reprod Health 2002; 34:98-103.

3. Hubacher D, Lara-Ricalde R, Taylor DJ, et al. Use of
copper intrauterine devices and the risk of tubal infertility
among nulligravid women. N Engl J Med 2001; 345:561-567. 

4. Henshaw SK. Unintended pregnancy in the United
States. Fam Plann Perspect, 1998; 30:24-29, 46.

5. Spinelli A, Talamanca IF, Lauria L. Patterns of contra-
ceptive use in 5 European countries. Am J Public Health 2000;
90:1,403-1,408.

6. Fu H, Darroch JE, Haas T, et al. Contraceptive failure
rates: New estimates from the 1995 National Survey of
Family Growth. Fam Plann Perspect 1999; 31:56-63. 

7. New estimates of contraceptive failure rates. Contraception
Report 1999; 10:10-11, 14. ■

Injectables and implants 
don’t boost cancer risk

Add the latest research finding to your counsel-
ing on progestin-only injectable and implant

contraception: Results from a large U.S. study pro-
vide further evidence that these types of birth con-
trol do not raise a woman’s risk of breast cancer.1

Clinicians have long used combined findings
from a Geneva-based World Health Organization
multinational study and a study in New Zealand2

to counsel women that that use of depot medrox-
yprogesterone acetate (DMPA, Depo-Provera,
Pfizer, New York City) does not affect the overall
risk of breast cancer.

The new research offers reassurance to women
who may have become concerned about cancer
risks following information released from the
estrogen/progestin arm of the Women’s Health
Initiative (WHI), says Andrew Kaunitz, MD, pro-
fessor and assistant chair in the obstetrics and
gynecology department at the University of
Florida Health Science Center/Jacksonville. The
estrogen/progestin arm of the WHI trial was
halted because the risk of breast cancer and heart
disease from combined hormone replacement
therapy outweighed its potential benefits.3

(Contraceptive Technology Update reported on
the findings in the article, “Hormone replace-
ment therapy: Review choices in light of new
data,” September 2002, p. 97.)

While 1 million to 2 million women in the U.S.
currently use DMPA injections, implant contra-
ception options have been lacking since the 2000
removal of the six-rod Norplant implant from U.S.
pharmacy shelves. Wyeth Pharmaceuticals in
Madison, NJ, suspended shipment of implants in
August 2000 when concerns arose about efficacy
of suspect lots. While the lots were found effective
in July 2002, the manufacturer chose not to rein-
troduce the product in the United States. (See the
following CTU articles: “Check Norplant stock,
company says: Recent batches might be ineffec-
tive,” October 2000, p. 117; “Are Norplant’s days
numbered in the U.S.? Test results could decide
its fate,” November 2000, p. 129; and “Don’t
count implants out: 2 options may take
Norplant’s place,” October 2002, p. 109.)

With the possible introduction of the single-rod
implant, Implanon (Organon, West Orange, NJ;
now under review by the Food and Drug Admini-
stration), clinicians will want to keep the new
research on hand to discuss with women if the
implant is approved for use, Kaunitz comments. 

Review the results

The current research comes from the Women’s
Contraceptive and Reproductive Experiences
(CARE) Study, funded by the federal National
Institute of Child Health and Human Development.
The hypothesis in this paper arose from previous
work suggesting that progestins might be related to
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Results from a large U.S. study provide further evi-
dence that progestin-only injectable and implant
contraceptive methods do not raise a woman’s risk
of breast cancer.
• The findings underscore earlier data that showed

the methods are safe in respect to breast cancer
risk.

• While 1 million to 2 million women in the United
States use progestin-only injections, implant con-
traception options have been lacking since six-
rod implants were removed from U.S. shelves in
2000. This scenario may change, however, if the
Food and Drug Administration approve a new
single-rod implant.
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breast cancer, says Brian Strom, MD, MPH, chair-
man of the department of biostatistics and epidemi-
ology in the School of Medicine at the University of
Pennsylvania in Philadelphia.4

The study looked at 4,575 randomly sampled
women, ages 35-64, with primary invasive breast
cancer diagnosed between 1994 and 1998, and
compared them with 4,682 age and race-matched
controls. Scientists then checked for previous
DMPA and Norplant use.

Overall, 127 participants had used DMPA, and
12 had used Norplant. No significant increase or
decrease in breast cancer risk was associated with
use of either drug.

Previous findings from the Women’s CARE
study indicated that oral contraceptives do not
increase breast cancer risk.5 Compared to women
who never had used the Pill, women who had
used any type of oral contraceptive did not have
a greater risk of developing breast cancer. When
scientists analyzed different aspects of oral con-
traceptive exposure, such as ever, current, or for-
mer use; duration of use; age at first use; time
since last use; and use by estrogen dose, they
found little evidence that oral contraceptives
increase breast cancer risk. (CTU reported on the
research in the article, “No link found between
OCs and breast cancer,” December 2002, p. 103.)

“Earlier findings from the Women’s CARE study
provided reassurance that oral contraceptives do
not increase the risk for breast cancer,” Kaunitz
says. “This new report indicates that progestin-only
injectable and implantable contraceptives also are
safe with respect to breast cancer risk.”
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Clinic-based vasectomy: 
How to do it successfully

Want to drive more men toward your family
planning clinic? You may want to consider

adding clinic-based vasectomies. The Women’s
Health Care Clinic at Harbor-University of
California Los Angeles (UCLA) Medical Center 
in Torrance has found success in steering its pro-
gram in this direction.

While the Women’s Health Care Clinic has been
seeing male patients for some time, the addition of
vasectomy services has resulted in more men com-
ing through the clinic’s doors, says Kim Burtle,
RN, CNM, director of clinical services at the clinic.

“Our male numbers are increasing,” she notes.
“That means that it is now common to see male
patients in the clinic, and that is reassuring to the
new male patient.”

Since the first vasectomy procedure was per-
formed in December 2002, male patient numbers
have grown steadily, Burtle reports. With appoint-
ment availability now running two months out, the
clinic hopes to expand its vasectomy services soon,
she says. The approximate charge for the procedure
is $312, Burtle says

Why add services?

The clinic provides services under California’s
Family PACT (Planning, Access, Care, and Treat-
ment) Program, which offers family planning repro-
ductive health services to low-income women and
men. In January 2000, Family PACT was expanded
statewide to provide more services to men, 
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Since the Women’s Health Care Clinic at Harbor-
University of California Los Angeles Medical
Center in Torrance added vasectomy services to
its clinic menu in 2002, more men have been using
the facility’s program.
• The clinic previously had offered referrals to an

off-site provider, but it has found that the conve-
nience of on-site services is appreciated by its
male patients. 

• A urologist and residents from the adjoining med-
ical center provide examinations and perform no-
scalpel vasectomies. 

• Clinic staff handle preoperative counseling and
postoperative sperm checks.
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including reproductive health exams; contraceptive
methods, including barrier methods, vasectomy,
and fertility evaluation; sexually transmitted infec-
tion screening and treatment; HIV screening; and
education and counseling.1 In fiscal year 1999-2000,
more than 95,000 male clients in the state were
served under Family PACT, which represents 8% of
all clients served.1

While the clinic’s previous Family PACT covered
vasectomy service, its nearest referral was located
about 20 miles away, says Burtle. The distance rep-
resented a barrier for the clinic’s patients, most of
whom are Hispanic and financially disadvantaged,
Burtle notes. As part of the Harbor-UCLA Medical
Center, the clinic contacted the center’s urology
department and Richard Reznichek, MD, MHA,
director of the urology clinics at Harbor-UCLA
Medical Center and assistant clinical professor at
UCLA, expressed interest in working with the clinic.

Men who are interested in a vasectomy at the
clinic go through a series of three visits, explains
Reznichek. The first visit includes a counseling
visit, which takes about 45-60 minutes and is per-
formed by a specially trained staff member, says
Burtle. The counseling covers the risks involved
with vasectomy, the permanency of the proce-
dure, what the procedure will entail, and pre- and
postoperative instructions. The consent form is
signed at this visit, and the patient is provided
take-home educational material.

The second visit includes an exam by Reznichek,
accompanied by urology residents. They review
the points covered in the first counseling session,
check to see that the consent form has been signed,
then perform a physical exam. Patients are pro-
vided an instruction form that covers information
for both pre-and post-vasectomy, and they are
given appointment times for the actual procedure. 

Prior to the vasectomy procedure, the consent
to sterilization is reviewed by the physician who
then completes and signs the physician’s state-
ment portion. Following the procedure, the
patient returns for a postoperative sperm check,
which is performed by a clinic employee, explains

Burtle. Patients call prior to obtaining specimens
to make sure an employee is on site. They then
bring specimens in and wait until a microscopic
examination is performed for the results.

While no-scalpel vasectomy is the technique used
for sterilization, Reznichek says men are more inter-
ested in how the procedure will affect them than
how it is performed. (Learn more about no-scalpel
vasectomy; see the Contraceptive Technology
Update article, “Expand male contraceptive ser-
vices by offering no-scalpel vasectomies,” March
1998, p. 29.) The clinicians take time to cover such
questions as:

• Is it going to be painful? 
The clinicians explain that local anesthetic will

be used for the procedure. Men are advised to
bring a jock strap to wear after the procedure for
support, and they are encouraged to use an ice
pack to help reduce swelling.

• How will it change my sex life?
The clinicians explain that the procedure does

not change a man’s sexual drive; erections and cli-
maxes will be the same. Vasectomy does not affect
masculinity; there is no change in a man’s beard,
voice, or any other male trait. Men do not lose 
their strength as a result of the procedure. Men 
are advised that they can have sex as soon as it is
comfortable, but protection must be used until an
examination of the sperm finds that sterility has
been achieved. 

How hard is it to add vasectomy services?
According to Burtle, the clinic has not increased
its staffing. The vasectomy clinic does use one
extra health worker during its three- to four-hour
session, which usually includes three procedures
and three to four pre-operative exams. While the
clinic’s outreach coordinator does promote the
vasectomy service during community presenta-
tions, word of mouth from clinic female patients
and fliers posted in the facility have helped to
bring men in for the procedure, she notes.

“I think it is so important for patients to have
the choice of the best contraceptive method that
meets their needs,” says Burtle. “Adding this pro-
cedure has helped the Women’s Health Care
Clinic to have a full range of contraceptive meth-
ods/services.” 
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For more information on vasectomy services, contact:
• Kim Burtle, RN, CNM, Women’s Health Care

Clinic, Harbor-University of California Los
Angeles Medical Center, 1124 W. Carson St., N-
28, Torrance, CA 90502. Telephone: (310) 222-
3715. E-mail: kburtle@rei.edu. 
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Contraceptive coverage 
is growing, data show 
By Cynthia Dailard
Senior Public Policy Associate
The Alan Guttmacher Institute
Washington, DC

Since a decade ago, when the Alan Guttmacher
Institute (AGI) first documented that private

health insurance plans routinely excluded cover-
age of contraceptives from their prescription drug
benefits,1 family planning advocates have worked
tirelessly to improve contraceptive coverage.
These efforts have targeted Congress, state legis-
latures, courtrooms, and collective bargaining
agreements between labor unions and employers.
New research from AGI shows that this 10-year
effort has yielded handsome dividends.2

According to AGI's study, contraceptive cover-
age improved dramatically between 1993 and 2002
among health plans purchased by employers for
their employees.In 2001 and 2002, AGI researchers
surveyed insurance companies across the nation,
asking whether prescription contraceptives and
other comparable drugs, devices, and services
were covered in the "typical" managed care plans
they wrote for their employers. The study did not
look at the coverage provided by employers who
self-insure, and as a result, covers about half of the
private-sector employer-sponsored health insur-
ance market in the United States.

In the new research, findings show that the
proportion of typical plans covering the full
range of reversible contraceptive methods tripled
from 28% to 86%, and the proportion covering no
method at all plummeted from 28% to 2%.  

As a result of this enormous shift, several

major coverage disparities that had been so glar-
ing in 1993 have all but disappeared for this seg-
ment of the marketplace. For example:

• In 1993, coverage was much higher for abor-
tion and sterilization than for reversible contra-
ception (reflecting the industrywide bias toward
surgical care and against preventive care). In
2002, this disparity had been eliminated.

• In 1993, different types of health plans
enjoyed different levels of coverage, with coverage
highest among health maintenance organizations
(HMOs) and lowest among fee-for-service plans
and preferred provider organizations (PPOs). In
2002, these variations were largely negligible. 

• In 1993, there was considerable variation in
coverage for different contraceptive methods.
Most of these gaps had closed by 2002, and even
newer contraceptive methods enjoyed high levels
of coverage, including Lunelle (Pfizer, New York
City, no longer marketed in the United States)
and emergency contraception. (The study did not
ask about coverage of the contraceptive patch or
vaginal ring, both of which came on the market
while AGI was fielding its survey.)

This improved overall coverage, and the
improved coverage across contraceptive methods
in particular, means that privately insured women
are now better poised to select the contraceptive
method that best meets their individual needs,
lifestyle, and health situation, and thus the method
that they can use correctly and consistently over
time. This ability to exercise a true choice of con-
traceptive methods, unencumbered by price, is
crucial to efforts to reduce rates of unintended
pregnancy and abortion.  

Mandates drive increase

Additionally, AGI’s study shows that the 20
state laws now requiring health plans to cover
contraceptives on par with other prescription
drugs have had a dramatic impact. (Fifteen states
had laws in place at the time of AGI's study.)
Plans in states with such contraceptive coverage
mandates had better coverage overall and were
more likely to cover individual methods than
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plans designed for states without mandates.
The impact of these laws extended far beyond

their home-state borders. This is because plans
designed at the national level by insurance compa-
nies operating in states both within and without
mandates provide coverage everywhere in accor-
dance with the state mandates. When those
national plans are removed from the equation,
plans designed specifically for states without man-
dates had far less extensive coverage. For example,
fewer than half of the PPOs designed specifically in
states without mandates covered all of the leading
contraceptive methods; more than one in 10 such
PPOs had no contraceptive coverage at all. In other
words, significant gaps in coverage still remain.

Although the trends in contraceptive coverage
are heartening, it is clear that family planning advo-
cates have much to do before coverage is universal.
More than half of all women of reproductive age
live in the 30 states without a contraceptive cover-
age law. (To check your state’s law, visit the AGI
website, www.guttmacher.org; click on “State
Policies in Brief,” then under “Prevention and
Contraception, click on "Insurance Coverage of
Contraceptives,”to see a list of state information.)
AGI's research shows that coverage is still sorely
lacking in these states, which highlights the need 
for more state laws. Similarly, about half of all
Americans with employer-based insurance cover-
age obtain that coverage from employers who self-
insure. These plans are beyond the reach of state
mandates, and little is known about their level of
coverage. Passage of federal legislation pending
before Congress, known as the Equity in Prescrip-
tion Insurance and Contraceptive Coverage Act 
is necessary to guarantee coverage for women in
states without mandates and for individuals in self-
insured plans.

Similarly, enhanced enforcement of gender dis-
crimination laws, coupled with other efforts to
persuade employers to provide coverage, also will
play vital roles. In short, a multipronged strategy
to improve contraceptive coverage still is needed
to ensure that women have the contraceptive cov-
erage they need to avoid unintended pregnancy.
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Broader access now
available for HIV test

Get ready for wider availability of the
OraQuick HIV-1/2 rapid HIV test: with a

June 2004 waiver issued by the Food and Drug
Administration (FDA), the test now can be used
by more than 180,000 sites in the United States,
including outreach clinics, community-based
organizations, and physicians’ offices.

While the FDA had issued approval for use of
the test, manufactured by OraSure Technologies of
Bethlehem, PA, on oral fluid samples in March
2004, its application was limited to facilities certi-
fied for high-complexity tests. With the CLIA
(Clinical Laboratory Improvements Amendments
of 1988) waiver in hand, the OraQuick test now
can be used in many more health care settings by
many different health providers. (Contraceptive
Technology Update reported on the FDA approval
on oral fluid samples in the article, “FDA approves
oral fluid-based test,” June 2004, p. 64.)

With the OraQuick diagnostic technology,
patients can have a finger prick or a swab of
saliva tested, with the results available in about
20 minutes. As with all screening tests for HIV,
any reactive test result must be confirmed with
an additional specific test.

In making the June announcement, federal offi-
cials said that widespread availability of the
rapid HIV test may help increase overall HIV
testing and decrease the estimated 225,000
Americans who are unaware they are infected
with the HIV virus.  ■
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CE/CME Instructions 

Physicians and nurses participate in this continu-
ing medical education/continuing education pro-

gram 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 confusion surround-
ing any questions answered incorrectly, please con-
sult the source material. After completing this
activity with the December issue, you must com-
plete 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. ■
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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

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

• Identify clinical, legal, or scientific issues
related to development and provisions of con-
traceptive technology or other reproductive ser-
vices. (See “Injectables, implants don’t up
cancer risk.”) 

• Describe how those issues affect service deliv-
ery and note the benefits or problems created in
patient care in the participant’s practice area.
(See “Trichomoniasis drug gets FDA
approval.”) 

• Cite practical solutions to problems and inte-
grate information into daily practices, according
to advice from nationally recognized family
planning experts. (See “You can help women
achieve success with extended-regimen
contraception” and “Update your practice
when it comes to IUDs.”) 

5. What side effect was NOT noted in the clinical
trial of the oral contraceptive, Seasonale?

A. Breast tenderness
B. Nausea
C. Headache
D. Hyperplasia 

6. What is the U.S.-approved length of effective-
ness for the ParaGard intrauterine device and
the Mirena intrauterine system?

A. 15 years and 10 years, respectively
B. 10 years and five years, respectively
C. Seven years and three years, respectively 
D. Five years and two years, respectively

7. What is the name of the single-rod progestin-
only implant under development by Organon
that is under review by the Food and Drug
Administration?

A. Jadelle
B. Implanon
C. Lunelle
D. Norplant II

8. What is the name of the new drug therapy
approved in May 2004 for treatment of
trichomoniasis?

A. Tinidazole
B. Paromomycin
C. Furazolidone
D. Ornidazole

Answers: 5. D; 6. B; 7. B; 8. A.
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The 18-year-old patient before you, scheduled
for an annual exam, is sexually active and

admits that condoms are not always used. What
is your next move?

If the patient is female, chances are she will be
tested for chlamydia, but if the patient is male
and asymptomatic, your practice may not include
a routine screen for the sexually transmitted dis-
ease (STD). New research may have you rethink
your approach. In a nationally representative,
prospective cohort study of 14,322 young adults
ages 18 to 26, more than one in 25 tested positive
for Chlamydia trachomatis.1 The prevalence of
chlamydial infection was higher than expected,
especially among men, investigators note. 

While prevalence varied little by age, infection
was more common among women (4.74%) than
men (3.67%).1 While chlamydial infection was
present in all races, it was six times greater in
young black adults than in young white adults,
figures indicate. Almost 14% of young black
women and more than 11% of black men of com-
parable ages tested positive for the infection.1

Current screening approaches that focus pri-
marily on clinic-based testing of young women
are inadequate, says William Miller, MD, PhD,
MPH, lead author of the new research and assis-
tant professor of medicine and epidemiology at
the University of North Carolina at Chapel Hill.

“These sexually transmitted infections are
important causes of morbidity in the U.S.; how-
ever, almost all of our information and under-
standing is based on clinical data,” he notes.
“This study provided us with the most compre-
hensive view of these infections in the general
population. These infections were undiagnosed
and represent a hidden burden of disease in the
general population.”

What is the impact?

Chlamydia is the most frequently reported bac-
terial sexually transmitted infection in the United
States, according to the Centers for Disease Control
and Prevention (CDC).2 In 2002, 834,555 chlamydial
infections were reported to CDC from 50 states and
the District of Columbia.2

Check your sexually transmitted disease screening: 
More young adults are at risk for chlamydia
One in 25 young Americans are infected with chlamydia, research shows

One in 25 young Americans is infected with chlamy-
dia, according to results of a nationwide study of the
sexually transmitted disease’s prevalence. 
• While chlamydial infection was present in all

races, it was six times greater in young black
adults than in young white adults, figures indi-
cate. Almost 14% of young black women and
more than 11% of black men of comparable
ages tested positive for the infection.

• Asymptomatic young adult men account for a
large reservoir of infection in the general popula-
tion; however, screening recommendations have
largely excluded men.
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About 75% of infected women and about half
of infected men have no symptoms of chlamydial
infection. If symptoms do occur, they usually
appear within one to three weeks after exposure.
Symptoms in women may include abnormal
vaginal discharge or painful urination; men may
have abnormal penile discharge or painful urina-
tion.2 Chlamydial infections also may increase
susceptibility to and transmission of HIV in
women and men.3

If untreated, chlamydia can spread into the
uterus or fallopian tubes and cause pelvic inflam-
matory disease (PID) in women. Untreated chlamy-
dial infection in men may lead to epididymitis.2

Recent research has linked decreased pregnancy
rates in couples where the man had IgG antibodies
— a marker of previous or persistent chlamydial
infection.4

While there are no conclusive studies showing
that men infected with Chlamydia trachomatis are
less fertile than uninfected men, such infection is
a threat to female fertility.5

“If one in eight women who are exposed to
chlamydia gets PID, and by removing the expo-
sure, you are protecting women’s health, and one
in eight babies gets pneumonia, and by preventing
the pregnant woman from getting chlamydia you
protect the baby, there is a clear potential to be cost-
effective,” says Julius Schachter, PhD, professor of
laboratory medicine at the University of California
San Francisco. (Editor’s note: Chlamydia is a leading
cause of early infant pneumonia.)

Nucleic acid amplification tests, used on urine
samples, offer a noninvasive approach to testing.
(Contraceptive Technology Update reviewed
these tests in the article, “How to stem chlamy-
dia’s silent spread? Look at nucleic acid ampli-
fication tests,” February 2001, STD Quarterly
supplement, p. 1.) Infection can be easily treated
and cured with antibiotics; a single dose of
azithromycin or a week of doxycycline, given
twice daily, are the most common drug therapies,
according to the CDC.2

Routine screening for young women has
increased in recent years, thanks to updated
practice guidelines issued by major medical
organizations. Routine screening for young
women younger than 25 is spelled out in recent
guidelines issued by the Chicago-based American
Medical Association, the Elk Grove Village, IL-
based American Academy of Pediatrics, the
Washington, DC-based American College of

Preventive Medicine, the CDC, and the U.S.
Preventive Services Task Force. (CTU reported on
the latest of these guidelines in the article,
“Group issues guidelines on chlamydia screen-
ing,” August 2003, STD Quarterly supplement,
p. 3.) 

Chlamydia screening of sexually active women
ages 15-25 now is one of the performance measures
included in the Washington, DC-based National
Committee for Quality Assurance’s Health Plan
Employer Data and Information Set (HEDIS). The
measure was added in 2000. (CTU reported on the
addition in its February 2000 article, “Women’s
health issues included in managed care report
card,” p. 17.) 

What about men?

Asymptomatic young adult men account for a
large reservoir of infection in the general popula-
tion; however, screening recommendations have
largely excluded men, says Miller. 

There is no mandate for screening young men,
observes Schachter. Previous studies have shown
high prevalence of chlamydia in men.6,7

“It’s clear that there are populations, and we
need more research as to which populations are
deserving of such screening,” he says.

Screening men for chlamydia can be an effec-
tive intervention to prevent PID compared to
screening women, if the prevalence among men
to be screened is substantially higher than in
women who can be screened, according to recent
research presented at the March 2004 National
STD Prevention Conference in Philadelphia.8

If young people are to be screened, it is impor-
tant to provide services that are sensitive to their
needs. According to focus groups conducted
among young adults, screening programs should
provide more information about the effects of
chlamydia, availability of urine testing, and offer
ease of treatment to motivate more young people
to seek testing.9

While the newly published research is wel-
come, it reinforces the need for more screening
and treatment of chlamydia, says Schachter.

“This new report says that nationwide we
have a very high prevalence of an infection
which we now know how to detect and is easily
treatable,” he states. “It is an important cause of
morbidity, and we should be doing something
about it.”
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Trichomoniasis drug 
given FDA approval

Clinicians now have a second option in treating
trichomoniasis, which accounts for nearly one-

third of the 15.4 million cases of sexually transmit-
ted diseases (STDs) in the United States.1 The Food
and Drug Administration (FDA) has approved
Tindamax (tinidazole) for the treatment of tri-
chomoniasis, giardiasis, intestinal amebiasis, and
amebic liver abscess.

Recent data have found trichomoniasis to 
be far more prevalent today than chlamydia or
gonorrhea, says John Presutti, president of
Presutti Laboratories of Arlington Heights, IL,
the drug’s manufacturer. A recently published
analysis shows that trichomoniasis, human

papillomavirus, and chlamydia, accounted for
88% of all new cases of STDs among young
Americans ages 15-24.2

Presutti Laboratories plans to begin marketing
500 mg and 250 mg tablets of Tindamax early in
the third quarter of 2004. The drug, approved in
May 2004, was scheduled to reach pharmacy
shelves in July, reports Barbara Palombo, com-
pany spokeswoman. Estimated wholesale price
is $18 for a 2 g course of therapy, she states. For
trichomoniasis, the treatment regimen is a one-
time 2 g dose; it is recommended that the drug 
be taken with food to further minimize gastroin-
testinal upset. (See the resource box, p. 4, for
company contact information.)

Option for drug resistant cases

Tinidazole, a second-generation 5-nitroimidazole
compound, joins metronidazole (Flagyl, GD Searle,
Chicago; metronidazole, Watson Pharmaceuticals,
Corona, CA) as a treatment option for trichomonia-
sis. While metronidazole remains an effective treat-
ment for most persons infected with T. vaginalis, the
existence of drug-resistant infections is becoming
increasingly recognized. 

Tinidazole may provide an option for such
cases. (Contraceptive Technology Update
reported on tinidazole and drug resistant tri-
chomoniasis in the article, “Treatment options
for trichomoniasis to grow?” February 2004 , p.
21.) Both drugs are effective: in a meta-analysis
of nitroimidazoles where the majority of studies
used tinidazole or metronidazole to treat tri-
chomoniasis, parasitological cure was achieved
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The Food and Drug Administration has approved
Tindamax (tinidazole, Presutti Laboratories, Arlington
Heights, IL) for the treatment of trichomoniasis, giar-
diasis, intestinal amebiasis, and amebic liver abscess.
• For trichomoniasis, the treatment regimen is a

one-time 2-g dose. It is recommended that the
drug be taken with food to further minimize gas-
trointestinal upset.

• The drug, a second-generation 5-nitroimidazole
compound, joins metronidazole as a treatment
option for trichomoniasis, which accounts for
nearly one-third of the 15.4 million sexually trans-
mitted diseases in the United States. 
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in 90% of cases.3

Reported adverse effects during clinical trials
with tinidazole generally have been self-limiting,
according to Presutti Labs. According to the
package insert, among 3,669 patients treated with
a single 2-g dose for trichomoniasis or giardiasis,
adverse effects were reported by 11% of patients.
These include gastrointestinal effects such as
metallic taste and nausea, and weakness/fatigue.

Check for symptoms

What should clinicians check for when it
comes to trichomoniasis? In women, symptoms
can include a yellow, gray, or green frothy vagi-
nal discharge, often accompanied by malodor.
Burning, itching, soreness, and redness of the
vulva or vagina often are present. Urination and
intercourse may be painful, and signs and symp-
toms may worsen during menstruation.

Trichomoniasis infection is frequently asymp-
tomatic in men. When symptoms are present, they
may consist of urethral discharge and irritation.

Wet mount preparation has been the most
commonly used method for diagnosis of tri-
chomoniasis. In women, vaginal secretions may
be obtained from the lateral walls and fornices
using a swab or plastic loop In men, urethral dis-
charge, prostate secretions, or urethral scrapings
may be tested.4
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Help patients know 
risks for hepatitis

When discussing sexually transmitted dis-
eases (STDs), do you include information

on hepatitis A and hepatitis B, the only STDs that
can be prevented through immunization? 

It may be time to update your practice. Accord-
ing to a new survey of Americans ages 18-35,
about half of respondents did not realize that hep-
atitis A and hepatitis B can be sexually transmitted,
and an equal number said they did not know the
two are vaccine-preventable. The survey was con-
ducted on behalf of the American Social Health
Association (ASHA) of Research Triangle Park,
NC, as part of an educational initiative surround-
ing the April 2004 observance of STD Awareness
Month.

How it is spread

Hepatitis A and hepatitis B cause more than
170,000 infections and more than 5,000 deaths
each year in the United States, according to
ASHA. About 25% of hepatitis A cases can be
attributed to sharing living quarters with an
infected person or sexual contact. The virus can
be spread during oral-anal sex by the contami-
nated stool of someone who has the disease.
Hepatitis B can be spread from person to person
via direct or indirect contact with infected blood
or body fluids such as semen and vaginal secre-
tions; 54% of hepatitis B infections are transmit-
ted sexually, according to ASHA.

ASHA has developed an educational brochure,
a one-page checklist for risk factors, and a one-
page overview of the survey findings, all of
which are available as Adobe PDF files at the
organization’s web site, www.ashastd.org. Click
on the banner headline, “Survey Suggests Lack
of Awareness Heightens Risk for Sexually
Transmitted Diseases,” on the opening page.
Scroll down to the bottom of the press release 
for links to the three publications.  ■
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For more information on tinidazole, contact:
• Presutti Laboratories, 1607 N. Douglas Ave.,

Arlington Heights, IL 60004. Telephone: (888)
405-7800 or (847)359-7800. Web: www.presutti
labs.com.
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