
Inaccurate data may sway choices 
when it comes to intrauterine devices
Push is on to dispel the myths surrounding IUDs

You are discussing contraceptive options with a patient. When you
come to intrauterine devices (IUDs), she dismisses the method
and says that it can lead to an ectopic pregnancy. Where did she

get such misinformation?
Look to the Internet. According to the results of a recent survey of

consumer and provider web site, many sites carry inaccurate or out-
dated information: Half of the sites surveyed depict the IUD as increas-
ing the risk of pelvic inflammatory disease (PID) (not just in the first
few weeks), two-thirds say the device heightens ectopic pregnancy risk,
and one-fourth of the sites portray use of the method as an infertility
risk.1

Efforts are needed to improve the quality of information available to
women about their contraception options, says Kirsten Moore, MPA,
president of the Washington, DC-based health advocacy organization
Reproductive Health Technologies Project (RHTP) and co-author of the
article that discussed the survey results. This effort particularly is needed
when it comes to intrauterine devices, says Andrew Kaunitz, MD, pro-

NOW AVAILABLE ON-LINE! www.ahcpub.com/online.html
Call (800) 688-2421 for details.

View previous issues at www.contraceptiveupdate.com

FEBRUARY 2004
VOL. 25, NO. 2  •  (pages 13-24)

IN THIS ISSUE

■ Chewable oral
contraceptive: Will women
take the bite? . . . . . . . . . 16

■ Emergency contraception:
What’s your stand on advance
provision? . . . . . . . . . . . . 17

■ Trichomoniasis: New
drug under review . . . . . 21

■ Bacterial vaginosis:
Research indicates
heightened prevalence . . 22

Bulletin: Emergency contraception 
moves closer to over-the-counter

This month may well mark a milestone in women’s health if the Food
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sale of Plan B, the levonorgestrel-only emergency contraceptive (EC).
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fessor and assistant chair in the obstetrics and
gynecology department at the University of
Florida Health Science Center/Jacksonville.

“IUDs continue to America’s best-kept contra-
ceptive secret,” he observes. “Too few women
recognize that the copper and levonorgestrel
devices are completely reversible, with efficacy
comparable to that of surgical sterilization.” 

Look for ParaGard push

Get set to see more information on one IUD
option, the Copper T 380A IUD, marketed until
late 2003 as the ParaGard Intrauterine Copper
Contraceptive by Ortho McNeil Pharmaceutical
of Raritan, NJ. The device’s longtime U.S. manu-
facturer, FEI, has now secured the U.S. marketing
rights from the New York City-based research
organization, the Population Council, and plans
an extensive patient and provider campaign to
advance education of the IUD. 

The Copper T 380A, approved for contracep-
tive use up to 10 years by the Food and Drug
Administration (FDA), is the most widely avail-
able IUD in the world. FEI has manufactured and
supplied more than 65 million Copper T 380A
contraceptives for women around the globe.

“FEI’s ownership and management view the
ParaGard intrauterine contraceptive as a dramati-
cally underutilized method, given the broad range
of benefits it offers and its advantages relative to
women’s other birth control alternatives,” says
Fred Studier, FEI’s president and chief executive
officer. “FEI is in the process of investing heavily to
educate consumers, health care providers, and
payers about the product and its benefits, and to
remove barriers to more widespread use of the
product.”
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Look to updated information when it comes to the
safety and efficacy of intrauterine contraception.
• A new survey shows that intrauterine contracep-

tion information on the web often is misleading
and inaccurate, which could influence women’s
contraceptive choices.

• An extensive patient and provider awareness
campaign for the ParaGard Intrauterine Copper
Contraceptive is planned by its longtime U.S.
manufacturer, FEI. The company secured the
U.S. marketing rights from the Population
Council in November 2003.

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



The Copper T 380A was codeveloped by the
Population Council and FEI in the 1970s; the
company, which operates offices in El Segundo,
CA, North Tonawanda, NY, and New York City,
has been the exclusive U.S. manufacturer of the
device since 1984. The Population Council
announced the sale of the device’s New Drug
Application to FEI for an undisclosed sum in
November 2003.

“We are confident that FEI will work to increase
awareness of this contraceptive in the medical
community and among women who have never
before considered using the Copper T 380A to
manage their fertility,” says Sandra Arnold, vice
president of corporate affairs for the Population
Council.

FEI plans new approach

FEI has worked closely with Ortho to ensure 
a smooth transition, says Studier. The company
assumed full responsibility for marketing and
distributing ParaGard as of Jan. 1.

“As of January 2004, the price of ParaGard 
will remain unchanged from the current Ortho-
McNeil pricing,” states Studier. “FEI will intro-
duce a direct-to-consumer credit card payment
program and pricing for this new program.”
(Check the resource box, right, for product
ordering information. Contraceptive Technology
Update will provide details of the new direct-to-
consumer credit card payment program when it
is available.)

The product will continue to be branded as
ParaGard, says Studier. The company is investing
heavily in sales and marketing, including build-
ing a ParaGard-dedicated institutional sales force
and developing continuing medical education
curriculum to train and educate a range of new
providers, he states.

Mirena makes inroads

American providers currently have two
options when it comes to intrauterine contracep-
tion: the ParaGard T 380A, and the Mirena lev-
onorgestrel intrauterine system (IUS) marketed
by Berlex Laboratories of Montville, NJ. (Editor’s
note: Take a look at a comparison chart of the two
devices. Visit CTU’s web site, www.contraceptive
update.com, and click on “Toolbox” for the fact sheet.
Your user name is your subscriber number from your
mailing label. Your password is ctu [lowercase] plus
your subscriber number [no spaces].) 

The Mirena received FDA approval in December
2000. (CTU reported on the introduction of the
Mirena in its article, “FDA gives green light to
Berlex’s Mirena intrauterine system,” February
2001, p. 13, and provided an in-depth clinical 
look at the method in its Contraceptive Techno-
logy Reports supplement, “The levonorgestrel
intrauterine system: An effective new contracep-
tive option,” May 2001.)

While the Mirena is approved for use up to five
years of contraception, its noncontraceptive bene-
fits are encouraging some women to consider
IUD use, says Kaunitz. 

Recently published research indicates that the
levonorgestrel IUS reduces menstrual bleeding
associated with uterine fibroids.2 Use of the IUS
use was associated with significant reduction in
menstrual blood loss and an improvement in
hematologic parameters during a 12-month
study among women with small leiomyomatous
uteri.2

The Mirena and the ParaGard represent cost-
effective methods of contraception. When used
for five years, a new analysis shows that the three
least costly methods are the levonorgestrel-releas-
ing IUS, the Copper T 380A IUD, and the three-
month injectable (depot medroxyprogesterone
acetate, DMPA, Depo-Provera, Pharmacia Corp.,
Peapack, NJ), with total five-year costs per person
of $1,646, $1,678, and $2,195, respectively. The
five most effective methods, based on success
rates, are tubal ligation (99.7%), the IUS (98.9%),
the IUD (98.5%), DMPA (98.3%), and oral contra-
ceptives (96.2%).3

Number of insertions up

More providers are reporting interest in
intrauterine contraception, according to results
from the 2003 CTU Contraception Survey. The
number of providers reporting no insertions
dropped to 39.5%, down from 2002’s 45% level. 
A little more than 15% of survey participants said
they had inserted 11-15 devices, which is up from
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For ParaGard direct ordering information, contact:
• FEI, 4006 Beltline Road, Suite 100, Addison, TX

75001. Telephone: (800) 322-4966. Fax: (800)
299-8332. E-mail: info@fei-womenshealth.com.
Web: www.fei-womenshealth.com.
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the 9.9% reported in 2002. Device removals rose
slightly from 2002 numbers; 59% of survey
respondents reported they had removed one to
five devices in 2003, compared to 54% in 2002.

Since performing its Internet survey, RHTP has
been in contact with web sites and offered them
updated information to ensure that correct mate-
rial is posted about intrauterine contraception,
says Moore. A fact sheet, which provides key
points about the method, has been distributed.
(Editor’s note: Use the fact sheet to educate your
patients; visit CTU’s web site, www.contraceptive
update.com, and click on “Toolbox” for the fact sheet.)

In talking with women about the myths and
misinformation about the IUD, remind them that
the Internet can be a source of confusing and
inconsistent health information. Provide them
with trusted sources of Internet information. (See
the March 2003 article, “Get set for National
Women’s Health Week,” p. 35, for links to accu-
rate health information.) 

The survey should remind providers that a dis-
cerning eye and search for consistency are requi-
site elements in surfing the web, says Michael
Rosenberg, MD, MPH, clinical professor of obstet-
rics and gynecology and adjunct professor of epi-
demiology at the University of North Carolina at
Chapel Hill and president of Health Decisions, a
private research firm specializing in reproductive
health.

“Of greatest concern is that a disturbingly high
proportion of information presented is incorrect —
in this survey, one-quarter of sites oriented to con-
sumers, those who most need it and are least qual-
ified to plow through a complex and demanding
medical literature,” notes Rosenberg. “Material
can be attractively presented and well written, but
caveat emptor: Euphonious phrases may fall far
from fact.”

(Editor’s note: Have your patients obtained inaccu-
rate information from the Internet about contraceptives
or sexually transmitted diseases? If so, please share that
information with your peers. Go to www.contraceptive
update.com. Click on “forum.” See message titled
“Inaccurate information on the Internet.”) 
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First chewable OC 
enters U.S. market

Successful pill-taking is an important compo-
nent for women who use oral contraceptives

(OCs). Inconsistent use and method discontinua-
tion are estimated to account for approximately
20% of the annual 3.5 million annual unintended
pregnancies in the United States.1

Will a chewable contraceptive aid in pill-taking
compliance? The Food and Drug Administration
(FDA) has just approved the first such product.
Look for the launch of Ovcon 35 in late spring,
says Katie MacFarlane, PharmD, vice president
of marketing for Galen Holdings and Warner
Chilcott, based in Rockaway, NJ.

When a pill is reformulated into a chewable
form, it must be flavored to mask the chalky taste
of the active ingredient, says Jeff Worthington,
managing director of food and pharmaceutical
technologies at Cambridge, MA-based TIAX, 
an independent and privately held technology
development and consulting firm that aids com-
panies in developing palatable pharmaceuticals,
nutritional products, foods, and beverages. 

Taste equals compliance

Flavor quality is key to good compliance, he
states. If the product does not taste good, the
patient won’t be willing to follow the course of
treatment, Worthington observes.
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The Food and Drug Administration has approved
Ovcon 35, an oral, spearmint-flavored contracep-
tive tablet that can be chewed and swallowed.
• The pill, marketed by Warner Chilcott, contains

the same hormonal combination of ethinyl estra-
diol and norethindrone as the conventional tablet
form of Ovcon.

• The new chewable pill may be swallowed whole,
or chewed and swallowed. According to package
instructions, if the pill is chewed and then swal-
lowed, a full glass (8 ounces) of liquid should be
ingested immediately afterward so that the full
dose of medication reaches the stomach and no
residue is left in the mouth.
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“Good flavor quality becomes even more
important on chronic exposures rather than
acute,” he explains. “You could live with your 10
doses of antibiotic, but if you have to take it every
day, flavor quality is going to be important.”

What led the company to develop the chew-
able OC?

“Warner Chilcott recognizes that women con-
tinue to seek out new options for contraception;
also, the main cause of oral contraceptive failure
is women forgetting to take their tablets, and a
high percentage of current oral contraceptive
users miss at least one tablet per cycle,” says
MacFarlane. “Ovcon 35 chewable tablets provide
women a new option.” 

The new chewable pill will carry the same for-
mulation of 35 mcg ethinyl estradiol and 0.4 mg
norethindrone as the existing tablet form of
Ovcon 35. The Ovcon 35 chewable tablets will be
priced competitively with existing OCs and the
current Ovcon 35 pill, she reports.

Does the new formulation of Ovcon have any
impact on its contraceptive efficacy?

The formulation of estrogen and progestin in
the Ovcon 35 chewable tablets is identical to 
that of the currently available Ovcon 35, answers
McFarlane. Bioequivalence studies were per-
formed to gain the approval from FDA; these
studies have not yet been published, she states.

The spearmint-flavored Ovcon 35 will be avail-
able in a 28-day regimen, with each package con-
taining 21 round, white tablets with norethindrone
and ethinyl estradiol, followed by seven reminder
green inactive tablets to complete a four-week-
cycle. Package instructions state that the pill may
be swallowed whole or chewed and swallowed. If
the pill is chewed and then swallowed, a full glass
(8 ounces) of liquid should be ingested immedi-
ately afterward so that the full dose of medication
reaches the stomach and no residue is left in the
mouth.2

Chewable, flavored pharmaceuticals have
become popular in pediatric formulations, as evi-
denced by children’s flavored aspirin and vita-
mins. But where does a chewable, flavored OC fit
into the spectrum of birth control?

Such products are becoming more common-
place as companies are looking to provide their
adult customers with dosage options so they do
not always have to take the same form all the time,
says Worthington. While his company did not
work with the Ovcon 35 formulation, it has been
involved in development of palatable oral dosage
forms for a wide variety of drugs in clinical devel-

opment, from HIV therapies to antibiotics. 
Whether women chew a tablet or take a pill,

the most important aspect when it comes to OCs
is strict adherence to the daily dosing regimen.
Recent research confirms that compliance prob-
lems are common among all age groups, with
47% of women missing one or more pills per
cycle, and almost a quarter (22%) missing two 
or more pills per cycle.1

In one study, poor compliance was associated
with a lack of established routine for pill-taking
and failure to read and understand written mate-
rials that came with the OC package.3 Those who
understood little or none of the instructions were
2.4 times more likely to be among women who
missed two or more pills per cycle.3

How can you help patients become more suc-
cessful with pill-taking? Compliance has been
linked to patient satisfaction with the clinician,
the absence of certain side effects, establishing a
regular daily routine to take OCs, and reading
information distributed with OC packaging.1

Focus your patient counseling on the transience
of most side effects, offer instructions on dealing
with a missed pill, provide a backup method, and
help women establish a daily pill-taking routine.1

Be sure to provide easy-to-understand literature
for women to take home. (Review “Tips on how
to take the Pill,” inserted in the December 2000
issue of Contraceptive Technology Update, for
suggestions to help women achieve success with
oral contraceptives. This article is available on
our web site, www.contraceptiveupdate.com.)
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Advance EC pills don’t 
decrease contraceptive use 

When it comes to emergency contraception
(EC), are you impeding access to women
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who might need it? According to research
recently presented at the annual meeting of the
Washington, DC-based American Public Health
Association, provider attitudes may be the stum-
bling block when it comes to women obtaining
the method.1

Even though the American College of Obstetri-
cians and Gynecologists (ACOG) in Washington,
DC, has promoted advance prescription of EC,
some providers may be hesitant in following
through with the directive. (Contraceptive Tech-
nology Update reported on ACOG’s push in the
article, “Emergency contraception is gaining
momentum from local to national levels,” May
2002, p. 49.)

In performing a qualitative study of Bronx, NY-
area family medicine providers designed to iden-
tify barriers to the prescription and use of EC,
researchers found that most physicians had heard
of EC, but very few discussed it with their patients
on a regular basis, and almost none prescribed it
proactively.1

There are many situations, such as when a
woman misses her appointment for a contracep-
tive injection or has yet to get a refill of oral con-
traceptives, when an advance prescription for EC
can be of great use, says Marji Gold, MD, profes-
sor of clinical family and social medicine at the
Albert Einstein College of Medicine, Bronx, NY.
Patients who participated in the study agree with
that concept, she notes, but the providers offered
a differing viewpoint, she notes.

Some providers said they would not want to
offer advance prescription because it might pro-
mote promiscuous behavior or lead women to
have unprotected sex that would put them at risk
for sexually transmitted diseases (STDs.)

“It really evolved into a question of morality,
and the issue that if you don’t use contraception all

the time, then you are being irresponsible,” says
Gold. Since the conclusion of the research, she has
worked to enact EC education for providers in her
area, as well as to begin staff inservice sessions. She
also has communicated with other facilities that are
interested in replicating the study to check their
own providers’ attitudes on EC. (See resource box
on p. 20 for contact information.)

Advance Rx is OK

In a randomized clinical trial that compared EC
use and contraceptive compliance of patients given
EC in advance of need with patients given informa-
tion only, preliminary results indicate that giving
EC in advance does not decrease contraceptive use.
In addition, advance prescription nearly doubles
the use of the EC method, and it is taken correctly
by most women.2

The study, coordinated by the Los Angeles-
and Berkeley-based California Family Health
Council (CFHC), recruited women from more
than 25 family planning clinics throughout
California. More than 9,000 English- and Spanish-
speaking women seeking gynecologic services
other than obstetric care were enrolled. Half
received a packet containing EC product and
instructions, while others received an identical-
appearing packet containing EC information 
only. Clinicians did not know the contents of the
packet they gave to their patients.

About four months after the enrollment visit,
about 10% of the participants were selected for a
10-minute phone interview, which included ques-
tions about whether the participant had unpro-
tected intercourse or a contraceptive failure,
whether EC was used and, if so, how it was self-
administered. The interview also contained sev-
eral questions about the participant’s knowledge
and attitude about EC. 

Clinicians need to increase women’s confi-
dence in EC and allay their fears about health
effects, including future fertility. Such education
is important: 88% of those interviewed said they
would feel safer talking to a clinician first before
taking EC, says Terri Walsh, MPH, director of
clinical trials at CFHC. CFHC researchers are con-
tinuing to analyze their findings and will be pub-
lishing further results from the investigation.

Many of the adult and adolescent women
interviewed in Gold’s research thought that the
reason that their clinician had not mentioned EC
to them was because it was unsafe.1,3 It is impor-
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According to recent research, provider attitudes may
be the stumbling block when it comes to women
obtaining emergency contraception (EC). In a study
of New York state providers, researchers found that
most had heard of EC, but very few discussed it with
their patients on a regular basis and almost none
prescribed it proactively.
• New research indicates that advance prescrip-

tion of EC does not decrease contraceptive use.
• Talk about EC and its safety so women feel com-

fortable in using the method when it is needed.
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In a joint meeting of the FDA’s Reproductive
Health Drugs and Nonprescription Drugs
Advisory committees, members voted 23 to 4
to recommend OTC sale of the drug. The final
decision rests with the FDA’s commissioner,
Mark McClellan, MD, MPH. While the FDA
doesn’t always follow its advisory panels’ rec-
ommendations, it would be “surprising” if it
did not in this case, says James Trussell, PhD,
professor of economics and public affairs and
director of the Office of Population Research at
Princeton (NJ) University.

“There wasn’t much opposition, and there
was considerable support” for making the EC
drug available on retail pharmacy shelves, says
Trussell, who was a member of the FDA joint
committee.

Barr Laboratories of Pomona, NY, which is
acquiring Plan B from the Washington, DC-
based Women’s Capital Corp., says it is work-
ing within the FDA approval process to secure
OTC status for the drug. (Contraceptive
Technology Update reported on the pending
drug sale in its article, “Barr to acquire Plan B:
EC access to expand?” December 2003, p. 138.)

“While we were extremely pleased with the
positive recommendation of the joint FDA
Advisory Committee, we realize that that is
just the first step,” states Carol Cox, Barr Lab’s
vice president of investor relations and corpo-
rate communications. “We are expecting to
meet with the FDA and anticipate a decision 
on our application in late February 2004.”

Review the science

Evidence was presented at the Dec. 16, 2003,
meeting by FDA staff members, Barr Labs, and
the public. Members of the FDA panel included
experts in a variety of fields, including obstet-
rics and gynecology, pediatrics, pharmacology,
and internal medicine, with varying views on
birth control.1

The company presented findings from clinical
study data on nearly 11,000 women who have
taken the pills used in Plan B after sex to prevent
pregnancy, including results of its label compre-
hension study2 and the OTC actual-use study,
which was designed to mimic OTC distribution.3

(To review the results of label comprehension
study, see the October 2002 article, “EC access
initiatives moving forward in U.S.,” p. 113.
Details of the actual use study are highlighted
in the December 2003 article, p. 138.) Study 
data indicate that women can understand the
label and take the drug as intended, Barr Labs
contends.

The company also submitted an overview of
an extensive education program it plans to aim
at physicians and other health care profession-
als, as well as an array of educational materials
that will be available for women who have
questions about Plan B or its appropriate use.
The materials include consumer-friendly label-
ing, an informational web site, and a 24-hour
hotline that will connect consumers directly
with trained health care professionals to
answer any questions about the drug.

In making their recommendation for the
OTC switch, committee members called for
clearer wording on the package so that women
understand the drug should be used as soon as
possible after unprotected sex; know that as
with other hormonal contraceptives, it does not
protect against sexually transmitted diseases;
and recognize it as a backup contraceptive, and
not an alternative to routine birth control.4

Seventy leading health and medical organiza-
tions, including the Association of Reproductive
Health Professionals and the American College
of Obstetrics and Gynecology, both based in
Washington, DC, as well as the Chicago-based
American Medical Association have pledged
support for OTC access for Plan B.

Opposition also has been voiced to the OTC
switch. Forty-four members of Congress have
issued a letter to the FDA asking for continuance
of prescription-only status. They said that sale
without a prescription would make Plan B “as
accessible to our nation’s teen-age daughters as
aspirin or hair spray.”5 (Editor’s note: Read the
signed letter at the Republican Study Committee’s
web site, located at Congressman John Shadegg’s web
site: johnshadegg.house.gov. Click on “Republication
Study Committee,” “Conservative Activity,” then
“Letter to the FDA.”)

“Although we recognize that EC represents 
a safe and effective post-coital approach to
contraception, currently restricted access
means that too few U.S. women take advantage
of it,” states Andrew Kaunitz, MD, professor
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tant to talk about EC and its safety so women feel
comfortable in using the method when it is
needed, says Gold. Many women confuse EC
with mifepristone, the abortion drug, she says.
(Use discussion points from the January 2001
article, “Make the distinction: EC prevents preg-
nancy,” p. 4, to help women understand the dif-
ference between EC and mifepristone.)

“I have to spend a little time, explaining that
EC is contraception, it prevents pregnancy, and
this is what you use if you have had unprotected
sex and don’t want to be pregnant,” explains
Gold. “People ask a lot of questions, and then I’d
say 99% of people want to walk out of my office
with a prescription they can fill and keep in their
medicine cabinet.”

If the federal Food and Drug Administration
does move EC to over-the-counter status,
providers still will play an important role in
advocating advance preparation for EC use,
notes Walsh.

“Just like promoting condom use, clinicians
will need to keep reinforcing the message: EC is
safe, effective, available — protect yourself,” she

says. “There’s also a big difference between hav-
ing the EC in the medicine cabinet instead of the
drug store.”
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and assistant chair in the obstetrics and gyne-
cology department at the University of Florida
Health Science Center/Jacksonville. “OTC sta-
tus for Plan B would go a long way toward
increasing EC access, therefore reducing unin-
tended pregnancy and abortion.”

How will providers’ tasks change if EC
becomes available OTC?

“Consider the role that clinicians currently
have to educate patients about the proper use
of condoms and spermicides. These products
have always been over the counter,” observes
Susan Wysocki, RNC, NP, president and chief
executive officer of the Washington, DC-based
National Association of Nurse Practitioners in
Women’s Health. “This role to educate about
awareness and appropriate use should not 
be different for Plan B if it goes over the
counter.”

No matter what decision is reached by the
FDA, be prepared for more questions about
EC, says Wysocki. The publicity surrounding
the FDA committees’ decision has increased
the public’s awareness of EC; look to that pub-
licity to translate into many more inquiries by
women and couples about the use of EC, she
says.

“I hope we are bombarded with questions
about Plan B,” says Sharon Schnare, RN, FNP,
CNM, MSN, clinician at South Kitsap Family
Care Clinic, Port Orchard, WA. “We are begin-
ning a new age of independence for women,
and we should welcome the questions we
receive.” (Editor’s note: Are you expanding access
to EC? Read the article on p. 17, “Advance EC pills
don’t decrease contraceptive use.”)
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For more information on the emergency contracep-
tion provider research, contact:
• Marji Gold, MD, Albert Einstein College of

Medicine, Department of Family and Social
Medicine, 3544 Jerome Ave., Bronx, NY 10467.
E-mail: mgold@montefiore.org. 
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Treatment options for 
trichomoniasis to grow?

Aquick check of your next patient’s file shows
that she is returning for yet another round of

treatment for trichomoniasis. The infection is not
responding to standard metronidazole therapy.
What is your next move?

Metronidazole has been the drug of choice 
for Trichomonas vaginalis infections since 1960. 
It remains effective today, with a cure rate of
approximately 95%.1 While metronidazole is an
effective treatment for most persons infected with
T. vaginalis, the existence of drug-resistant infec-
tions is becoming increasingly recognized, says
Evan Secor, PhD, a microbiologist with the
Atlanta-based Centers for Disease Control and
Prevention’s (CDC’s) Division of Parasitic Diseases.

“For example, in 1995, when the Division of
Parasitic Diseases began performing the metronida-
zole susceptibility testing, we received 15 requests,”
he notes.” In 2003, the number of requests for sus-
ceptibility testing will exceed 100,” he reports.

Metronidazole (Flagyl, GD Searle, Chicago;
metronidazole, Watson Pharmaceuticals, Corona,
CA) is the only approved drug for use in the

United States; however, another drug, tinidazole,
is under review by the Food and Drug Admini-
stration (FDA). Presutti Laboratories of Arlington
Heights, IL, submitted a new drug application in
November 2003 for tinidazole for the treatment of
trichomoniasis, giardiasis, intestinal amebiasis,
and amebic liver abscess. 

Tinidazole, which is available in Europe, is avail-
able in the United States on a compassionate-use
basis from Presutti Laboratories for the treatment
of metronidazole-resistant trichomoniasis and
metronidazole-resistant giardiasis. It recently was
granted orphan drug status by the FDA for the
treatment of giardiasis. 

If the drug is approved by the FDA, it may be
available in 2004, says John Presutti, company pres-
ident. If the drug does reach U.S. market shelves, it
will be competitively priced with other branded
antibacterial therapies, he notes.

Take aim at trich

T. vaginalis infections account for nearly one-third
of the 15.4 million cases of sexually transmitted dis-
eases (STDs) in the United States.2 The Geneva-
based World Health Organization estimates the
number of adults with trichomoniasis at 170 million
worldwide, which is more than the numbers for
gonorrhea, syphilis, and chlamydia combined.3

Signs of trichomoniasis in women can include
a yellow, gray, or green frothy vaginal discharge,
often accompanied by a foul odor, with burning,
itching, soreness, and redness of the vulva or
vagina often present. While trichomoniasis is fre-
quently asymptomatic in men, when symptoms
are found, they may consist of urethral discharge
and irritation.

Trichomoniasis is substantially underdiagnosed
in the United States for a number of reasons, says
Presutti. Detection of the infection in a clinical set-
ting depends on visual recognition in a fresh vagi-
nal specimen in a wet-mount preparation; however,
this technique has limited sensitivity.4 Culture has
better sensitivity, but the technique is more cumber-
some and labor-intensive, which limits its use for
many facilities.5 Recent research indicates that poly-
merase chain reaction (PCR) testing for the detec-
tion of T. vaginalis exceeds that of wet preparation
and culture, with a high specificity.4 PCR testing
also indicates a higher prevalence of infection in
men than found in culture or wet mount.6

The CDC calls for treatment of trichomoniasis
with metronidazole, 2 g orally in a single dose.7 If
treatment failure occurs, the CDC recommends
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Tinidazole is under review by the Food and Drug
Administration for the treatment of trichomoniasis. 
• The infection accounts for nearly one-third of the

15.4 million cases of sexually transmitted dis-
eases in the United States.

• Metronidazole has been the drug of choice for
Trichomonas vaginalis infections. While it is an
effective treatment, public health officials are
increasingly recognizing the existence of drug-
resistant infections.
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re-treatment with metronidazole, 500 mg twice a
day, for seven days. If treatment failure occurs
repeatedly, patients should be treated with a sin-
gle 2 g dose of metronidazole once a day for three
to five days.7

Researchers at CDC began looking at alterna-
tive treatment regimens for T. vaginalis following
clinicians’ requests for help with metronidazole-
resistant cases, says Secor. Scientists focused on
tinidazole, which is approved for use in Europe,
following reports of its effectiveness against
metronidazole-resistant infections.8 Their find-
ings indicate a role for tinidazole in the treatment
of trichomoniasis.9

“Tinidazole may be an effective alternative drug
to treat patients with metronidazole-resistant
infections,” says Secor. “Although this study
remains to be performed, it may mean that even
infections that are sensitive to metronidazole may
be able to be treated with lower doses of tinida-
zole, which could be especially important for those
patients with adverse reactions to metronidazole.” 

Anecdotal data suggest that tinidazole causes
fewer side effects than metronidazole, says Secor.
If such findings are proven true, use of tinidazole
may lead to greater patient compliance with
treatment, including compliance of asymptomatic
partners to accept treatment, he observes.
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Focus attention on
bacterial vaginosis 

Your next patient says she has a vaginal dis-
charge. A closer examination reveals a white,

noninflammatory discharge that smoothly coats
the vaginal walls. What is your next step?

If you suspect bacterial vaginosis (BV), you
have just identified the most common cause of
vaginal discharge in the United States.1 In a just-
published study of nearly 2,000 young, healthy
women entering military recruit training, find-
ings show that the condition is more common
than previous estimates indicated, including
among women who are virgins.2

BV is an infection caused by an overgrowth of
certain bacteria that occur naturally in the vagina.
Although the main symptom is an increased thin,
white vaginal discharge with a strong fishy odor,
approximately 50% of women have no symptoms. 

Accurate diagnosis and treatment of BV is
essential, states Jeffrey Peipert, MD, MPH, pro-
fessor in the School of Medicine’s obstetrics and
gynecology department at Providence, RI-based
Brown University.

“BV is important to providers since it is associ-
ated with a number of potential adverse out-
comes: sexually transmitted diseases [STDs],
pelvic inflammatory disease [PID], postoperative
infections such as post-hysterectomy infections
and postpartum endometritis, and HIV acquisi-
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tion,” says Peipert, whose own research linked
presence of bacterial vaginosis to a threefold
increased risk of upper genital tract infection.3

Researchers with the new study looked at a
cross-section of diverse young women from all 50
states and Puerto Rico who were enrolling in the
military. What led to their current investigation?

“For the military, these women were going to
have a Pap smear regardless of sexual experience
status, and we were invited to do an STD and
pregnancy intervention,” explains Sophia Yen,
MD, an adolescent medicine specialist in the
department of pediatrics in the School of Medicine
at the University of California-San Francisco and
lead author of the research paper. “We seized the
opportunity and tested them for STDs, [as well as]
BV.”

Researchers found the overall prevalence of BV
was higher than expected and it differed by race
and ethnicity. Asian/Pacific Islander women had
the lowest prevalence (11%), while Native Ameri-
can women (34%) and black women (32%) had the
highest rates. 

In the finding of low prevalence among

Asian/Pacific Islanders, Yen theorizes there may
be a biological difference, as evidenced in previ-
ous research.4 The finding also could be due to
differences in women’s hygiene practices, such 
as tampon use (introduction of a foreign body),
douching, or anything that might affect the vagi-
nal ecosystem,5 she notes.

Researchers also noted that women who took
the birth control pill had a lower rate of BV (24.9%)
compared to women who did not (30.6%). What
could have influenced this finding?

“It may be that the birth control pills maintain
the vaginal flora at a more stable, even, balanced
state than the regular hormonal swings of a
woman off birth control,” Yen observes.

Investigators in the new study used the Nugent
criteria, the current gold standard for diagnosing
BV, she says. Participants’ self-collected vaginal
swabs were applied to a glass slide for Gram stain
evaluation, according to the Nugent criteria. 

Providers must be vigilant when it comes to
treatment of BV, due to the high recurrence rate
after treatment, observes Peipert. Be sure to coun-
sel women to use all of the medicine prescribed
for treatment of the infection, even if the signs
and symptoms go away. 
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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. ■

In a just-published study of nearly 2,000 young,
healthy women entering military recruit training,
findings show that bacterial vaginosis (BV) is more
common than indicated by previous estimates.
• BV is associated with several potential adverse

outcomes: sexually transmitted diseases, pelvic
inflammatory disease, postoperative infections
such as post-hysterectomy infections and post-
partum endometritis, and HIV acquisition.

• The use of pH measurement, whiff test, and
microscopy can make an accurate diagnosis in
normal clinical settings.

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

Correction

An error appeared in the executive summary
that accompanied the December 2003 article,

“Contraception forecast: You’ll have new options,”
p. 136. The executive summary incorrectly states
the time period that the contraceptive implant
Implanon, now under review by the Food and
Drug Administration, provides contraception. The
correct time period is three years. ■



3. Peipert JF, Montagno AB, Cooper AS, et al. Bacterial
vaginosis as a risk factor for upper genital tract infection. Am
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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 contraceptive
technology or other reproductive services. (See
“First chewable OC enters U.S. market” and
“Treatment options for trichomoniasis to
grow?”)

• Describe how those issues affect service deliv-
ery and note the benefits or problems created in
patient care in the participant’s practice area. 

• Cite practical solutions to problems and inte-
grate information into daily practices, according
to advice from nationally recognized family
planning experts. (See “Inaccurate data may
sway choices when it comes to intrauterine
devices” and “Focus attention on bacterial
vaginosis.”)

5. What two options are available to U.S.
providers when it comes to intrauterine
contraception?

A. Mirena levonorgestrel intrauterine system and
the Progestasert 

B. ParaGard T 380A intrauterine device and the
Mirena levonorgestrel intrauterine system 

C. ParaGard T 380A and the Lippes loop
D. Mirena levonorgestrel intrauterine system and

the Dalkon Shield

6. What hormones are contained in the Ovcon
35 chewable contraceptive?

A. Ethinyl estradiol (EE) and desogestrel 
B. EE and norgestimate
C. EE and norethindrone
D. EE and gestodene

7. What is the only approved drug for United
States use in treatment of trichomoniasis?

A. Triazole 
D. Fluconazole
C. Griseofulvin
D. Metronidazole

8. What is a leading symptom of bacterial
vaginosis?

A. Increased thin, white vaginal discharge with a
strong fishy odor

B. Painless, progressive ulcerative lesions
C. Mucopurulent discharge
D. Genital warts

Answers: 5. B; 6. C; 7. D; 8. A.
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The most comprehensive analysis of U.S. HIV
cases completed to date reveals that new HIV

diagnoses in 29 states increased in 2002, accord-
ing to the Centers for Disease Control and
Prevention (CDC).1 Overall, new diagnoses rose
by 5.1% from 1999 to 2002, which sends a clear
signal that the fight against the AIDS epidemic is
far from over.

“These new findings strongly support three
key realities of today’s epidemic: The HIV epi-
demic in this country is not over; more often than
not, the face of HIV in this country is black or
Latino; and gay and bisexual men in several
communities are facing a possible resurgence 
of HIV infection,” says Julie Gerberding, MD,
MPH, CDC director.

The 29 states included in the analysis have con-
ducted confidential, name-based HIV case report-
ing since 1999. The analysis of 102,590 people

diagnosed with HIV between 1999 and 2002 shows
that African-Americans continue to account for
more than half (55%) of the new diagnoses.1

Increases in new HIV diagnoses were recorded
among Latinos (26%) and non-Hispanic whites
(8%), while HIV diagnoses grew 17% among gay
and bisexual men and 7% among men overall.1

The new study is based on reported new HIV
diagnoses, which are defined as the point at
which an individual learns of his or her HIV
infection. According to the CDC, increases in
HIV diagnoses don’t always reflect increases in
new infections since figures showing new diag-
noses include individuals who were recently
infected, as well as those who were infected long
ago but only recently tested and diagnosed. 

While increases in HIV testing can lead to
more numbers of people being diagnosed with
HIV, study authors believe the new data suggest
a rise in actual new infections.1 More people who
had progressed to AIDS before their HIV diag-
noses might have been detected if increased test-
ing were a major factor; this was not evidenced
in the study, they note.1

Move to rapid testing

The year 2003 was a watershed one for HIV test-
ing, as rapid testing options finally became avail-
able to U.S. clinicians. Shipments of the OraQuick
Rapid HIV-1 Antibody Test, manufactured by
OraSure Technologies, Bethlehem, PA, began early

HIV is on the rise — Take aim with 
rapid testing, prevention initiatives
African-Americans, Latinos, gay and bisexual men most affected

The most comprehensive analysis of U.S. HIV
cases completed to date shows that new diag-
noses are on the rise.
• The new report shows HIV diagnoses increased

17% among gay and bisexual men and 7%
among men overall. African-Americans contin-
ued to account for more than half of the new
diagnoses. Increases also were seen among
Latinos and non-Hispanic whites.

• Look for more use of rapid HIV testing.
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in 2003 following the November 2002 approval by
the Food and Drug Administration (FDA). The
FDA issued another approval in April 2003 to a sec-
ond rapid testing option, the Reveal Rapid HIV-1
Antibody Test, manufactured by MedMira of
Halifax, Nova Scotia. (Contraceptive Technology
Update reported on the OraQuick approval in the
article, “Rapid HIV testing method approved-
prepare now to apply new strategies,” February
2003, p. 13, and the Reveal approval in the article,
“The war gears up against HIV: Scientists, pro-
viders seek enhanced prevention,” August 2003,
STD Quarterly supplement, p. 1.)

OraQuick Rapid Test changed

Two important changes have been made in 
the OraQuick Rapid HIV-1 Antibody Test since
its FDA approval. It now has been approved for
use with venipuncture whole blood specimens,
which will allow OraQuick testing on whole
blood samples routinely drawn from patients by
venipuncture. Also, the maximum time for read-
ing results of the OraQuick test has been reduced
from 60 minutes to 40 minutes to minimize the
possibility of false-positive test results. The test’s
revised instructions now indicate the test should
be read no sooner than 20 minutes and no later
than 40 minutes after the test device is inserted
into the developer vial. This change applies to
fingerstick whole blood and venipuncture whole
blood specimens.

In 2003, the CDC distributed more than
250,000 rapid HIV tests to health departments
and community-based organizations to increase
testing among persons at highest risk for HIV,
says Ronald Valdiserri, MD, MPH, deputy direc-
tor of the CDC’s National Center for HIV, STD,
and TB Prevention. The CDC has purchased the
same amount of tests to distribute in 2004, he
reports.

The agency also has trained more than 475
people at 20 regional training sessions and initi-
ated demonstration projects using rapid testing
in nonclinical settings, acute care hospitals, and
prisons, he reports. Giving same-day results for
HIV tests puts greater responsibility on outreach
staff, counselors, clinicians, and others who now
administer the test in addition to offering client-
centered counseling and referral.2 Thus, it is
important that staff be properly trained.2 (See the
resource box on p. 3 on training information.)

The testing push already is yielding results, says
Valdiserri. The CDC’s routine monitoring indicates
an increase in testing among persons at highest
risk for HIV in areas where rapid HIV testing has
been deployed; however, the CDC has not yet
released data on the amount of the increase.

Work with communities

How are public health officials taking aim at
the rise in new diagnoses, particularly among
African-Americans and Latinos?

According to Valdiserri, the CDC is partnering
with African-American communities and other
government agencies to ensure appropriate HIV
prevention programs for all those at risk to pro-
vide access to early testing, treatment, and pre-
vention programs.

“CDC funds hundreds of community-based
organizations for HIV prevention programs, that,
for example, recruit and train peer educators to
do street outreach, educate low-income African-
American women to adopt safer sexual practices,
and also work to reduce the risk of HIV among
African-Americans living in shelters and other
transitional living facilities,” states Valdiserri. 

CDC also funds community-based prevention
programs that focus on reaching Latinos at high
risk for HIV infection. Examples include pro-
grams targeting recent immigrants who may not
relate to traditional HIV prevention messages,
efforts to educate Latino intravenous drug users
at high risk for HIV and connect them to drug
treatment programs, and also programs that pro-
vide HIV education, testing, and counseling to
young Latino men who have sex with men and
counseling of their friends, family and peers. 

Minority populations targeted

The CDC also recently has launched a new ini-
tiative to help reduce the number of new HIV
infections and includes working with local com-
munities to help those at risk in hard-hit African
American and Latino communities learn their
HIV status, understand ways of preventing HIV
infection, and seek treatment if they test positive
for HIV. (For ideas on reaching Latinos, see the
article, “Help Latino patients break through
barriers,” October 2003, STD Quarterly supple-
ment, p. 3; for African-Americans, see the arti-
cle, “Expanding HIV prevention programs in
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African-American communities,” September
1999, STD Quarterly supplement, p. 1.)

Know that the CDC is committed to making
progress in HIV prevention, says Valdiserri.

Seeking those unaware of HIV status

The agency’s Advancing HIV Prevention
Initiative, part of its comprehensive approach to
HIV prevention, represents approximately $145
million of the CDC’s $793 million prevention
budget. Through this initiative, the agency is
working to identify the estimated 180,000-
280,000 people infected and unaware of their
HIV status in order to link them to prevention
and treatment services, he says.

“Studies show infected individuals are more
likely to take steps to protect their partners after
learning their HIV status,” observes Valdiserri.
“Making testing more widely available also
increases opportunities to provide prevention
information to both infected individuals and HIV-
negative people at risk.” (Get more information on
the prevention initiative in the article, “Are your
HIV-infected patients putting other persons at

risk of infection?” October 2003, STD Quarterly
supplement, p. 1.)
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Syphilis rates climb 
for the second year

Double up on your efforts to detect syphilis.
Syphilis rates in the United States rose in

2002 for the second consecutive year, following 
a decade-long decline that resulted in an all-time
low in 2000, according to new data from the
Atlanta-based Centers for Disease Control and
Prevention (CDC).1

Between 2001 and 2002, the overall rate of
syphilis increased 9.1%, from 2.2 cases to 2.4
cases per 100,000 population, the highest rate
since 1999, according to the CDC’s statistics. The
total number of reported cases increased 12.4%,
from 6,103 to 6,862 cases. Since some syphilis
cases go undiagnosed, the actual number of
infections may likely be higher, say public health
officials. (Contraceptive Technology Update first
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• For more information on rapid testing, visit
www.cdc.gov/hiv/rapid_testing, the rapid HIV test-
ing web site developed by the Centers for Disease
Control’s National Center for HIV, STD, and TB
Prevention, Divisions of HIV/AIDS Prevention.
The web site offers an overview of rapid testing,
information on HIV counseling with rapid testing,
and state and agency resources for rapid testing.
Also included are studies on rapid testing and
links to package inserts for the OraQuick and
Reveal rapid tests. 

• Implementing Rapid HIV Testing: A Primer for
State Health Departments is available at www.
nastad.org, the web site for Washington, DC-based
National Alliance of State and Territorial AIDS
Directors (NASTAD). This document is designed to
assist health departments in adopting rapid HIV
testing technologies. It describes the potential ben-
efits of rapid HIV testing; suggests key steps in
planning for implementation, and highlights key
issues and challenges that health departments may
face in adopting rapid HIV testing. To access it, go
to www.nastad.org, click on “NASTAD Programs,”
“HIV Prevention,” and the publication title.

R E S O U R C E S

Syphilis rates in the United States rose in 2002 for
the second consecutive year, following a decade-
long decline that resulted in an all-time low in 2000.
• While data for the new report were not collected

by sexual orientation, the study authors estimate
that more than 40% of all syphilis cases reported
in 2002 occurred among gay and bisexual men,
accounting for much of the reported overall
increase in the disease.

• The Centers for Disease Control and Prevention
is developing a syphilis-elimination “tool kit,” a
packaged set of strategies that local and state
health departments can use to orchestrate syphilis
prevention responses.

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



reported on the increase in cases in its February
2003 STD Quarterly article, “Syphilis rate rises
for first time since 1990,” p. 3.)

Syphilis cases among men increased 27.4%
between 2001 and 2002, from 4,134 to 5,267 cases.
While the CDC does not collect syphilis data by
sexual orientation, the study authors estimate
that more than 40% of all syphilis cases reported
in 2002 occurred among gay and bisexual men,
accounting for much of the reported overall
increase in the disease.

MSM present challenges

The recent increases in reported syphilis cases
in the United States among men who have sex
with men (MSM) may be due to a number of
complex prevention challenges this group faces,
observes Ronald Valdiserri, MD, MPH, deputy
director of the CDC’s National Center for HIV,
STD, and TB Prevention.

“Many gay and bisexual men who already
have HIV may have a lower level of concern
about other STDs,” he states. “Others may lack
information on the health risks of syphilis or
have a more relaxed attitude about safer sex due
to the impression that available treatments have
made HIV less of a threat.”

A high rate of HIV coinfection has been reported
among gay and bisexual men involved in the
recent syphilis outbreaks.2,3,4 A new CDC multistate
study indicates a 17% increase in HIV diagnoses
among men who have sex with men between 1999
and 2002.5 These increases have raised concerns
about a resurgence of HIV in gay and bisexual
men; there is a two- to fivefold increased risk of
acquiring HIV infection when syphilis is present.6

Take a closer look

When looking at the figures by race, the
increase in syphilis cases among men included
an 85.2% increase among non-Hispanic white
men and a 35.6% increase among Latino men.
Syphilis cases among African-American men
declined slightly (2.6%); however, African-
American men continue to have the highest rate
of syphilis among men: 13.5 cases per 100,000
population, compared to 4.5 among Latino and
2.2 among non-Hispanic white men. 

Ongoing syphilis education and testing efforts
may have resulted in declines in syphilis among

African-Americans and among women of all eth-
nic groups, says the CDC. However, vigilance is
needed to keep these declines in motion, state
public health officials.

Valdiserri says the CDC is working alongside
state and local community partners in cities that
are most affected to reverse the increasing toll of
syphilis among gay and bisexual men. 

“It is essential that efforts address the chal-
lenges among gay and bisexual men by increasing
knowledge of the health complications of syphilis
infection, particularly for people with HIV; imple-
menting prevention programs in venues such as
the Internet that may facilitate unprotected sex;
and continuing to alert health care providers who
serve gay and bisexual patients of the urgent need
for routine STD screenings, particularly among
their HIV-infected patients,” he states. 

Community-based programs are adapting 
to meet the needs of the patients they serve,
observes John Douglas, director of the CDC’s
Division of STD Prevention.

The CDC is developing a syphilis-elimination
“tool kit,” a packaged set of strategies that local
and state health departments can use to orches-
trate syphilis prevention responses, with a large
emphasis on awareness, he states. (CTU will alert
providers when the kit becomes available.) 
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