
Folic acid and oral contraceptives: 
Will women see a combined product?
Concept: One pill to prevent unintended pregnancy, birth defects 

The next patient in your office is a nervous 23-year-old newlywed.
While she was given a prescription for oral contraceptives (OCs)
at her last visit, she admits she has not been diligent in taking

them. A lab test confirms she is two months into her pregnancy.
More than 10 million U.S. women rely on OCs as their preferred form

of contraception; the Pill is second only to female sterilization as the
most widely-used method.1 However, as family planning providers
know, the efficacy of the Pill depends on its consistent use. According to
A Pocket Guide to Managing Contraception, of every 1,000 women who
take pills consistently and correctly for one year, just one will become
pregnant in the first year. However, with typical use, the Pill’s failure
rate rises to 8%.2

Women at risk of unintended pregnancy also may be at risk of inade-
quate intake of folic acid, a necessary vitamin for proper cell growth

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

OCTOBER 2003
VOL. 24, NO. 10  •  (pages 109-120)

IN THIS ISSUE

n Patient education handout:
What is folic acid, and where
can I get it?. . . . . . . . . . . . 113

n Transdermal contraceptive:
Method catches on . . . . . . 114

n ‘Disposable diaphragm’:
Research takes closer 
look . . . . . . . . . . . . . . . . . . . 115

n Cervical cancer screening:
New guidance issued . . . . 117

n Budget challenges: Is your
facility ready? . . . . . . . . . . 118

Inserted in this issue: 
— STD Quarterly:
Incorporate prevention
message into HIV care;
help Latino patients
access care

More than 10 million American women rely on the Pill for contraception;
however, incorrect and inconsistent use of the method can lead to unin-
tended pregnancy. Women at risk of unintended pregnancy also may be at
risk of inadequate intake of folic acid, a necessary vitamin for proper cell
growth and development of the embryo. 
• The Institute of Medicine and U.S. Public Health Service now recommend

that every woman capable of becoming pregnant consume 400-mcg of
synthetic folic acid daily in addition to a diet rich in natural folates. Daily
supplementation of folic acid has been shown to reduce the occurrence of
two birth defects: spina bifida and anencephaly.

• Oral contraceptive manufacturer Ortho-McNeil Pharmaceutical Inc. is
exploring the concept of a combination oral contraceptive/folic acid pill.
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and development of the embryo. When taken one
month before conception and throughout the first
trimester,  folic acid in a 400-mcg vitamin supple-
ment has been proven to reduce the risk of two
major neural tube defects, spina bifida and anen-
cephaly, by 50%-70%.3 The average additional
lifetime cost to society for each infant born with
spina bifida is approximately $532,000 per child;
for many children, the total cost may exceed an
additional $1,000,000.4

What if there was a combined oral contracep-
tive/folic acid product designed to prevent preg-
nancy and raise serum folate levels? What would
be the potential advantages and disadvantages of
such a product? 

One oral contraceptive manufacturer, Ortho-
McNeil Pharmaceutical Inc. of Raritan, NJ, is
exploring the concept of such a combination pill.
The company is scheduled to have a preliminary
discussion of the concept of a combination oral
contraceptive/folic acid pill with the FDA’s
Reproductive Health Advisory Committee later
this year, confirms Andrew Friedman, MD, the
company’s director of women’s health research.

Why supplementation?

The Washington, DC-based Institute of
Medicine and U.S. Public Health Service now rec-
ommends that every woman capable of becoming
pregnant consume 400 mcg of synthetic folic acid
daily in addition to a diet rich in natural folates.5

To aid in this goal, the Food and Drug
Administration (FDA) in 1998 mandated grain
fortification in bleached wheat flour. Despite the
grain fortification program, as well as a public
awareness campaign on vitamin supplementa-
tion, just 20% of women participating in a 2002
March of Dimes survey knew that folic acid could
prevent certain birth defects. The proportion who
stated that they took a vitamin supplement con-
taining folic acid daily increased from 25% in
1995 to only 31% in 2002.6

“I like to make an immunization analogy that
this is as serious as polio, and it is as if we had 
the polio vaccine, and we have only given it to one
out of five people,” states Godfrey Oakley, MD,
MSPM, visiting professor of epidemiology at the
Rollins School of Public Health, Emory University
in Atlanta, and former director of the Center for
Disease Control and Prevention’s (CDC’s) Division
of Birth Defects and Developmental Disabilities.
“There isn’t a state in the country that would sit
still for two cases of polio a year, and we have in
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Georgia alone, 100 cases of spina bifida and anen-
cephaly that can be prevented [annually] with
more folic acid.”

What if there was a combined oral contracep-
tive/folic acid product designed to prevent preg-
nancy and raise serum folate levels? What would
be the potential advantages and disadvantages of
such a product? 

One oral contraceptive manufacturer, Ortho-
McNeil Pharmaceutical Inc. of Raritan, NJ, is
exploring the concept of such a combination pill.
The company is scheduled to discuss the concept
of a combination oral contraceptive/folic acid pill
with the FDA’s Reproductive Health Advisory
Committee later this year, confirms Andrew
Friedman, MD, the company’s director of
women’s health research.

Most providers know that up to 70% of neural
tube defects may be prevented by folic acid sup-
plementation; what many of them don’t realize is
that the neural tube closes around the 28th day

after conception, before most women know that
they are pregnant.7

For supplementation to work, women must
start taking folic acid prior to conception and
continue through the first three months of preg-
nancy; most women don’t learn they are preg-
nant until the sixth or eighth week.7 According
to the Atlanta-based CDC, only 13% of women
know that folic acid can prevent neural tube
defects, and just 7% know that folic acid must
be taken before pregnancy. 8 (See handout,
“What is Folic Acid, and Where Can I Get It?”
on p. 113.)

While about three-quarters of providers
report discussing folic acid use with their preg-
nant patients, just 26% bring the subject up with
their nonpregnant patients.7 Talking about folic
acid with “pregnancy noncontemplators” (a
term coined by the CDC’s National Center on
Birth Defects and Developmental Disabilities) is
key, say public health officials. These women,
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For resources on folic acid, consider the following: 
• National Center on Birth Defects and Develop-

mental Disabilities, Folic Acid Now Campaign.
Web: www.cdc.gov/ncbddd/folicacid/.

The Folic Acid Now web site is operated by the center,
an agency of the Atlanta-based Centers for Disease
Control and Prevention (CDC). It offers several publi-
cations for purchase, as well as free downloading in
Adobe Acrobat Portable Document Format (PDF).
Click on “Resources” to review available options. The
“Ready, Not” series of brochures, posters, print ads,
and public service announcements are intended for
women who are not considering pregnancy now or in
the near future. A portion of the web site also is pre-
sented in Spanish.
• National Folic Acid Campaign. Web: www.

folicacidinfo.org.
The CDC, the March of Dimes, and the National
Council on Folic Acid have organized the National
Folic Acid Campaign to promote the use of folic acid
to prevent the neural tube defects spina bifida and
anencephaly. The goal of the campaign is to educate
all women who could possibly become pregnant to
consume 400 mcg of synthetic folic acid daily from
vitamin supplements and/or fortified foods in addition
to eating food folate in a healthful diet. The Alexandria,
VA-based National Healthy Mothers, Healthy Babies
Coalition assumed leadership of the National Council
on Folic Acid in 2002. The site carries a calendar of
events and links to other resources. A portion of the
web site also is presented in Spanish.

• Pregnancy Foresight Project. Web: www.
swedishmedical.org/PregnancyForesight/home.
html.

This site is funded by the March of Dimes as part of 
the Pregnancy Foresight Project and maintained by
Swedish Medical Center in Seattle. It provides informa-
tion about preconceptional and prenatal health, patient
education materials in multiple languages, and links to
other helpful information. Its goals are to improve pre-
conception and prenatal patient education, increase
the use and awareness of preconception folic acid sup-
plementation, and facilitate patient education through
the development of multilingual patient brochures cov-
ering the topics of preconception/prenatal folic acid
use, smoking and alcohol use, and genetic screening.
Providers can download a patient brochure in PDF
format, “Before You Get Pregnant . . . Planning Is the
Key.” The brochure addresses timing of pregnancy,
good and bad habits, and important issues to discuss
with health care providers when considering preg-
nancy. It is available in eight languages: English,
Spanish, Ukrainian, Somali, Russian, Korean, tradi-
tional Chinese, and Vietnamese. 
• March of Dimes. Web: www.marchofdimes.com.
Click on “Professionals and Researchers” to visit the
organization’s clinician site. It offers continuing edu-
cation information, fact sheets, and lists of available
materials for educational use. A fact sheet, “Folic
Acid,” is available in a printable format for patient
use; click on “March of Dimes Fact Sheets,” then
“Folic Acid.”
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ages 18-24, are not planning to become pregnant
immediately and are more resistant than con-
templators to behaviors that improve pregnancy
outcomes.9 These women need to hear that
“your body is ready for pregnancy even if
you’re not planning a pregnancy now.”9 (See
the resource box, on p. 111, for links to patient
education materials.)

Protection in the Pill?

What if women could get their daily dose of
folic acid in their oral contraceptive? Oakley
points to a study of Georgia family planning clin-
ics to make his point: While 42% of women in the
clinics used oral contraceptives, just 17% were
taking a multivitamin fortified with folic acid.10

“If there were folic acid in those oral contra-
ceptive pills, and that was the standard in that
clinic, with no behavior change, you would have
42% of women in that age group who don’t
think they’re going to get pregnant, but if they
do they would be protected [against neural tube
defects],” says Oakley. 

But if such a combined pill were to become
available, how would clinicians provide counsel-
ing on a pill that would provide pregnancy pro-
tection, yet also afford the folic acid levels needed
to prevent neural tube defects?

“I think the challenge to clinicians, should they
be able to prescribe folic acid-fortified pills, would
be, on the one hand, to reassure patients that when
taken effectively, today’s birth control pills are
highly effective, but on the other hand, a number
of women do get pregnant on the Pill because they
don’t take it properly, and should such a preg-
nancy occur, since there is folic acid in the pill, the
risk of a neural tube defect would be reduced,”
says Andrew Kaunitz, MD, professor and assis-
tant chair in the obstetrics and gynecology depart-
ment at the University of Florida Health Science
Center/Jacksonville. “I think our challenge would
be to keep both of those messages clear, so they do
not conflict or contradict one another.”

Allan Rosenfield, MD, dean of the Mailman
School of Public Health and DeLamar Professor
of Public Health and obstetrics/gynecology at
Columbia University in New York City, sees the
potential use of such pills as a plus for those
women using OCs for spacing purposes and for
those who have a contraceptive failure. It would
be important for clinicians to instruct women to
continue folic acid supplementation after
discontinuation of the pill, he comments.

Begin the Dialogue

If folic acid was added to an oral contracep-
tive, it would add a point of entry for clinicians
to discuss the importance of folic acid supple-
mentation during the contraceptive counseling
session, says Oakley. Even if a woman were to
choose another form of contraception, she
would be made aware of the importance of folic
acid, he notes.

Would the concept of a vitamin-supplemented
birth control pill be accepted? “Whether we are
talking about acne, menstrual cramps, or peri-
menopausal symptoms, U.S. clinicians and their
patients have gotten quite comfortable treating
the Pill as both a contraceptive or sometimes for
mixed use, or increasingly, just for noncontra-
ceptive use,” states Kaunitz. “The idea of some
nutritional benefit that could help prevent birth
defects, I don’t think that would be hard for
clinicians or women to comprehend.”
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Contraceptive patch 
catches on with women

When a patient discusses possible switches in
birth control, what contraceptive options

can you offer her?
One method that may stick with her is the trans-

dermal contraceptive Evra. Since manufacturer
Ortho-McNeil Pharmaceutical of Raritan, NJ,
released the contraceptive patch in 2002, it has
become the fastest-growing hormonal contraceptive
in the United States. In a survey of more than 8,000
women conducted by the company, nine out of 10
patch users said they preferred the transdermal con-
traceptive over their former birth control method,
and 95% of women said they were satisfied with the
patch as a discreet form of birth control.1

As with any form of contraception, careful
counseling is an important aspect in ensuring
patient satisfaction with the method, says Lee
Shulman, MD, professor of obstetrics and gyne-
cology at the Feinberg School of Medicine,
Northwestern University, Chicago.

“With issues particular to the patch, there are
unique events that are specific to patch use,” says
Shulman. “Since it is a patch, there needs to be a
clear description of the best way to use it.”

Make it stick 

Each Evra patch should be worn continuously
for one week and then be replaced with a new
patch on the same day of the week for a total of
three weeks of patch wear. 

The fourth week, which is patch-free, allows a
woman to have her menstrual period, which is sim-
ilar to the regimen for oral contraceptives (OCs). 

In order for the patch to adhere to the patient, it
must be applied to clean, dry skin, with no oils,
emollients, perfumes or other ointments on the skin
surface, says Shulman. Researchers analyzed per-
formance of patch adhesion in women participating
in contraceptive studies, a subset of women in
warm and humid climates, and a study of women
in a crossover exercise study. 2 In the contraceptive
studies, 4.7% of patches were replaced because they
fell off or became loose; patch replacement rates in
centers from a warm, humid climate were 1.7%; 
only one of 87 patches completely detached in the
exercise study.2

“Detachment rates are very low, but they do
occur, and clear instructions need to be given if the

patch does detach,” says Shulman. According to the
product literature, if a patch seems loose, partially
lifts up off the skin, or falls off, instruct the woman
to try to reapply it or apply a new birth control
patch immediately, using the following directions:

• Press down firmly on the patch with the
palm of the hand for 10 seconds, making sure that
the edges stick well, then run your fingers around
the edge of the patch. 

• Do not use tapes or wraps to keep the birth
control patch in place. 

• Do not try to reapply a patch if it is no longer
sticky, if it has been stuck to itself or another sur-
face, if it has other material stuck to it, or if it has
become loose or has fallen off before. If the birth
control patch does not stick well, remove it, and
then apply a replacement birth control patch. This
patch should be replaced on the original “patch-
change day.” Single replacement patches are
available. 

If the detached patch is reapplied in less than
24 hours, no backup contraception is needed and
the patient’s “patch change day” will remain the
same. If detachment has occurred for more than
24 hours, or if the patient is unsure of the time
span, instruct her to start a new four-week cycle
immediately by applying a new patch. This will
begin a new “day one” and a new “patch change
day” for her. Counsel the patient to use backup
birth control, such as a condom, spermicide or
diaphragm, for the first week of her new cycle.3

Another counseling item to include is expected
side effects. Self-limited, mild breast tenderness
has been noted with initial use of the patch with
some women, so it is important to counsel on it
prior to Evra use,4 states Shulman.

“It’s not associated with any problems, and for
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Since the Ortho Evra transdermal contraceptive was
released in 2002 by Ortho-McNeil Pharmaceutical, it
has become the fastest-growing hormonal contracep-
tive in the United States.
• Women should be counseled on potential side

effects and method management. Women should
be instructed on what to do should a patch become
loose or detached and counseled on possible side
effects, such as mild breast tenderness.

• A new study suggests that the contraceptive
patch is more effective than a birth control pill in
suppressing ovulation in normal cycles and after
dosing errors.
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the vast majority of women who do experience
this mild to moderate breast discomfort, it is gone
by the end of the second cycle,” he states. “Then
it is no different from what we find with oral
contraceptives.”

Is it more forgiving?

A new study suggests that the contraceptive
patch is more effective than birth control pill in sup-
pressing ovulation in normal cycles and after dos-
ing errors. In the study, scientists compared three
OCs to the patch in terms of follicle size and inci-
dence of ovulation in normal cycles and after a dos-
ing error, such as would be caused by a patient not
changing a patch when indicated.5 Researchers
found that during normal cycles and after the dos-
ing errors, the women using the contraceptive patch
had smaller follicle size and were much less likely
to ovulate than the women who used OCs.

“The recent findings of less follicular develop-
ment compared to oral contraceptives with
ultrasound imaging is intriguing,” states study co-
author David Archer, MD, professor of obstetrics

and gynecology and director of the Clinical
Research Center at the Eastern Virginia Medical
Center in Norfolk. “A possible explanation is 
that the consistent delivery of the transdermal
steroids have better suppression of serum FSH
[follicle-stimulating hormone] than oral steroids.”
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Research eyes use of OTC
‘disposable diaphragm’

The manufacturer of a feminine hygiene prod-
uct is exploring potential use of the device as

a disposable diaphragm and carrier for a microbi-
cidal gel to deliver protection against pregnancy
and sexually transmitted infections (STIs), includ-
ing AIDS and HIV.

Instead, San Diego has received approval from
the Moscow-based Russian Academy of Medical
Sciences to market its Instead Softcup as an over-
the-counter disposable contraceptive diaphragm in
the Russian Federation. The company and the
academy are launching clinical trials to test the effi-
cacy of the Instead Softcup and its patented micro-
bicidal and spermicidal gel Amphora. 

“The Russian research will first address the
efficacy of the Softcup/Amphora combination as
a contraceptive, before moving on to proving its
STI prevention capabilities,” states Mary Frost,
president of Instead. “The first round of testing
is expected to involve hundreds of thousands of
women at three clinical sites in Russia and
should be under way this fall; the clinical testing
for STI prevention should begin by the second

quarter of 2004.” 
The Instead Softcup is a physical barrier-type

intravaginal device made from a nonabsorbent,
nonlatex material, which is a blend of polyethy-
lene and synthetic plastics. It was launched in
1997 as a feminine hygiene product following
FDA approval. It is sold in retail grocery stores
and drug outlets in the United States and
Canada, as well as on the company’s web site,
www.softcup.com. 

Does the company plan to pursue research of

The manufacturer of the Instead Softcup feminine
hygiene product is exploring potential use of the
device as a disposable diaphragm and carrier for
its microbicidal gel, Amphora, to protect against
pregnancy and sexually transmitted infections,
including AIDS and HIV.
• The Instead Softcup is a physical barrier-type

intravaginal device made from a nonabsorbent,
nonlatex material. The device may be worn as a
feminine hygiene product for up to 12 hours.

• Amphora has undergone research as an acid-
buffering vaginal gel. Early testing indicates it
has spermicidal and microbicidal properties.
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contraceptive use of the Instead device in the
United States? Yes, says Frost, and if the device
receives regulatory approval as a disposable
diaphragm, it will be the first such product that
can be sold over the counter, she says. 

“Instead expects to complete its research on
spermicide compatibility by the end of August
and intends to file a pre-market notification with
the U.S. Food and Drug Administration (FDA) 
by early October,” reports Frost. “The research,
which is being conducted by an independent test-
ing laboratory, is part of an ongoing testing pro-
gram that stretches back into the early 1990s that
was designed to show how the Softcup could be
used as both a feminine hygiene device and as a
drug delivery device.”

The company also is moving ahead to launch
Amphora as a personal lubricant in the United
States, states Frost. The company expects to have
Amphora in distribution by the end of January
2004 and will be pricing the product at $5.99 for a
3 oz. package, says Frost.

Look at the device

According to the product web site, the device can
be safely worn as a feminine hygiene product for up
to 12 hours. When removed, it can be discarded in
the trash, similar to tampons and panty liners.

The product directions instruct a woman to
insert the Softcup into her vagina and slide the
device under the cervix and behind the pubic
bone. Women who use an intrauterine device
(IUD) are advised by the product literature not to
use the Softcup, as there is a risk of dislodging or
removing the IUD by pulling on the IUD string
while removing the Softcup.

Gel focus of research

Scientists may recognize Amphora as Acidform,
an acid-buffering vaginal gel. Instead signed an
agreement in February 2003 with Chicago-based
Rush-Presbyterian-St. Luke’s Medical Center for
an exclusive worldwide license to the microbicide,
which was developed by Rush’s Program for the
Topical Prevention of Conception and Disease. 

To understand the microbicidal capabilities of
Amphora, it is important to know that many
STD-causing microbes, including HIV, as well as
spermatozoa are inactivated at a pH less than
5.0, explains Lourens Zaneveld, DVM, PhD,
emeritus professor of obstetrics and gynecology
at Rush University, Rush-Presbyterian-St. Luke’s

Medical Center in Chicago. 
The pH of vaginal fluid ranges from 3.5 to 5.0

and is inclined to be protective against pathogenic
microbes and immobilize spermatozoa; however,
semen has a pH of 7.2 to 8.0 and has “quite good”
buffering activity, he says. When semen enters the
vagina, the pH rises to above 6.0, which allows
spermatozoa and STD-causing microbes to sur-
vive. The pH of the vagina also rises to above 6.0
in the case of bacterial vaginosis (BV), which can
put women at risk of infection from HIV and other
STDs, says Zaneveld.

“The goal of our research was to develop a for-
mulation with strong acid-buffering properties
that can decrease the pH of semen to less than 5.0
and also acidify the vagina when the woman has
bacterial vaginosis,” he explains. “Amphora
accomplishes this goal.” 

To study the acid-buffering, bioadhesive, vis-
cosity-retaining, and spermicidal properties of
Amphora, in vitro tests were performed.1 The
study findings indicated Amphora brings the pH
of semen down to below 5.0 even in the presence
of threefold excess semen, states Zaneveld. 

A Phase I study indicates that Amphora is safe,
he says. Women who participated in the study
recorded no complaints when the product was
applied vaginally for six consecutive days, and no
vaginal or cervical irritation was noted on visual
or colposcopic inspection.2 Further testing will be
needed to confirm the results of the early studies.

One of the problems with presently marketed
contraceptive formulations is that many of them
don’t adhere well to the vaginal wall; some may
remain in the vagina only for 30 minutes, says
Zaneveld. Intercourse may further hasten the
elimination of these products, he notes.

Amphora incorporates a bioadhesive compo-
nent that causes adhesion of the gel to the surface
of the vagina and cervix so that it cannot be easily
removed, he observes.

“Such long-lasting presence not only will pro-
vide long-term protection but will also allow the
gel to be inserted well before intended inter-
course, greatly increasing the spontaneity of the
sex act,” Zaneveld states.
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More support voiced 
for cancer screening test

Expect to see more insurance coverage of a
recently released cervical cancer screening test

now that it has been included in just-published
practice guidelines issued by the Washington,
DC-based American College of Obstetricians and
Gynecologists (ACOG).1

Shipment of the DNAwithPap test, manufac-
tured by Digene Corp. of Gaithersburg, MD, began
in June 2003, confirms Albert Fleury, company
spokesman. The Food and Drug Administration
approved the method, which combines the
company’s Hybrid Capture 2 High-Risk HPV
(human papillomavirus) DNA test with a Pap test,
in March 2003 as a primary screening option for
women 30 years of age and older. (Contraceptive
Technology Update reported on the test’s approval
in its June 2003 article, “Get ready to take cervical
cancer screening to the next level,” p. 61.)

“By the end of June, we had signed up over 20
[insurance] plans, covering 15 million Americans,
to reimburse for our new indication,” he reports. 

More insurance reimbursement will come as
welcome news for women, since the new test costs
more than the conventional Pap test. Digene’s com-
bined test costs $50 to $60, compared with $14 to
$30 for a Pap-only test.2 (See the resource box on 
p. 118 for more information on the DNAwithPap
test.)

Up to 20% of the sexually active U.S. popula-
tion is believed to be infected with HPV at any
one time; many women who become infected
with the virus are able to eradicate it with no
apparent long-term consequences to their health.3

Some women, however, develop a persistent
infection that eventually can lead to precancerous
changes in the cervix.

Almost all cervical cancers are caused by HPV.
According to the Atlanta-based American Cancer
Society (ACS), 12,200 women will be diagnosed
with cervical cancer in 2003 and 4,100 will die
from the disease.3 Screening is an important tool
in the fight against the disease.

The new ACOG guidance calls for the first
screening of cervical cytology to begin by approxi-
mately three years after first sexual intercourse or
by age 21, whichever comes first. This recommen-
dation differs somewhat from earlier guidance,
which called for screening by the onset of sexual
activity or by age 18, whichever occurred first. 

Women up to age 30 should undergo annual cer-
vical cytology screening, advise the new guidelines.
According to ACOG, the addition of age guidelines
is an important one, since women younger than age
30 have a higher likelihood than older women of
acquiring high-risk types of HPV that cause prema-
lignant cervical disease that should be ruled out
before extending the testing intervals. 

For women age 30 and older, the guidelines
offer two acceptable screening options for women
in this age group. Under either of the following
options, women may not need annual screening: 

• Testing using cervical cytology alone: If a
woman age 30 or older has negative results on three
consecutive annual cervical cytology tests, then she
may be rescreened with cervical cytology alone
every 2-3 years, according to the ACOG guidelines. 

• The combined use of a cervical cytology test
and an FDA-approved test for high-risk types of
HPV: Once women test negative on both tests,
rescreen with the combined tests no more fre-
quently than every three years, advises ACOG. If
only one of the tests is negative, however, more
frequent screening will be necessary. Higher-risk
women may require more frequent rescreenings.
Higher-risk women include those who are infected
with HIV, are immunosuppressed (such as kidney
transplant recipients), were exposed to DES
(diethylstilbestrol, a synthetic form of estrogen
prescribed between 1940 and 1971 to help women
with certain complications of pregnancy) in utero,
or were previously diagnosed with cervical cancer. 

Women who have had a hysterectomy with
removal of the cervix for benign reasons and 
have no history of abnormal or cancerous cell
growth may discontinue routine cytology testing, 
according to the guidelines. Women who have
had such a hysterectomy but who have a history
of abnormal cell growth (classified as CIN 2 or 3)
should be screened annually until they have three
consecutive, negative vaginal cytology tests; then
they can discontinue routine screening. 

When to stop screening?

When can clinicians stop providing cervical
cancer screening? Providers can determine on
an individual basis when an older woman can
stop having such screening, based on such fac-
tors as her medical history and the provider’s
ability to monitor the patient in the future, the
ACOG practice bulletin states. 

This recommendation differs slightly from those
issued by the ACS and the U.S. Preventive Services
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Task Force. ACS calls for cessation of testing in
non-high-risk women at age 70, and the task force
specifies by age 65. Due to limited studies of older
women, it is difficult to set an across-the-board
upper-age limit for cervical cancer screening, states
ACOG; the recommendation is just “a difference in
expert opinion,” states Alice Kirkman, ACOG
spokeswoman. 
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Battle of the budget:
How can your clinic win?

With forecasts of shortfalls in state revenues,
stagnant federal Title X funding, and

increased operating costs, what is your facility
doing to combat the battle of the budget?

Achieving success with pared budget figures
will be a true challenge for family planning
providers, forecasts Judith DeSarno, president
and chief executive officer of the Washington,
DC-based National Family Planning and
Reproductive Health Association (NFPRHA).

“There is not a lot of fat in clinic budgets, so
there is no real room for saving without cutting
staff, services, or patients — solutions which only
undermine quality and access to care,” states
DeSarno.How can your facility wage the budget
war? Consider these suggestions: 

Karla Schmitt, PhD, MPH, ARNP, chief of the
Florida Department of Health’s Bureau of
Sexually Transmitted Diseases (STDs) in
Tallahassee, says the primary cost containment

approach has been the following:
• The department has revisited all business

practices to assess how the department can oper-
ate “smarter.” 

• It has reduced wasted staff time. 
• It has increased client case loads for staff.
While Schmitt’s department has not experi-

enced a direct impact from falling budget rev-
enues on STD services, indirectly reduced or level
funding has meant that vacant positions have
been more difficult to fill since there has been no
additional salary to offer clinical staff, she says.

“Due to the severe nursing shortage in the
state, salaries for nurses are highly competitive
and driving the comparable salaries for other
health professionals,” reports Schmitt.

Finding ways to operate more efficiently has
been a challenge for Tecumseh, NE-based Family
Health Services, says its deputy director Jean
Brinkman. 

• The program stretches its dollars is by pur-
chasing items through the Los Angeles-based
Family Planning Purchasing Cooperative. 

While Family Health Services has used the
cooperative’s services for less than a year,
Brinkman estimates the agency has saved $500 to
$800 in expenses. (Contraceptive Technology
Update reported on the cooperative in its August
2002 article, “Will rising prices limit the options
for patients at family planning clinics,” p. 85.)

• To maximize staff hours, when patients do
not show up for scheduled appointments, the
time is allocated as “down time.” 

Some staffers prepare new patient charts, ready
handouts on HIPAA (Health Insurance
Portability and Accountability Act), and perform
other clerical tasks, while other staffers catch up
on reading material and provider updates,
Brinkman says.

• For more information on HPV testing , contact:
Digene Corp., 1201 Clopper Road, Gaithersburg,
MD 20878. Telephone: (800) 344-3631 or (301)
944-7000. Fax: (301) 944-7121. Web: www.
digene.com or www.thehpvtest.com. 

R E S O U R C E

More tight financial times may be facing many
family planning clinics, due to forecasts of short-
falls in state revenues and stagnant federal Title X
funding, coupled with the reality of increased oper-
ating costs.

• Twenty-eight states anticipate upcoming short-
falls in Medicaid. 

• While a recent one-time federal funding
increase may take care of short-term problems,
analysts say it may bring little long-lasting relief to
the growth of Medicaid costs.
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“This has probably saved us approximately 10
hours a month of extra paid staff time that won’t
be paid now due to doing this work during down
time at clinics,” she says “We are such a small
agency here in rural southeast Nebraska that I
only have two full time staff and one part time.
We do not have many staff, and the staff I do
have to wear hats of many colors as they do
many, many jobs.”

• Family Health Services has increased its
number of family planning patients by garnering
referrals from established patients.

If the referral becomes a patient, the agency
may give the established patient two free packs of
pills to say “thank you,” says Brinkman.

However, due to the lack of extra funding, the
ability to attract additional patients is a challenge
in its own right, states Brinkman.

“We do not even have enough money to adver-
tise our program on a continual basis, due to high
costs of advertising,” she observes. “How are
you supposed to see more clients when you do
not have the funding to help you do that?”

Forecast: no increases

Agencies may be tightening their fiscal belts
even more  in the coming months due to short-
falls in Medicaid funding. The program is the sin-
gle largest source of funds for family planning
services and supplies.1 Twenty-eight states
anticipate Medicaid shortfalls in the current fis-
cal year due to growing patient rolls, according
to a recent survey. 2 A one-time $10 billion boost
from the federal government to state Medicaid
programs may aid in avoiding current cuts, but
offer only short-term relief to the growing
deficits caused by increased Medicaid costs, say
state budget directors and policy analysts.3

On the federal Title X front, do not expect an
increase in funding levels, forecasts DeSarno.
Instead, look to the government to increase
emphasis on abstinence education, she predicts.

“In FY 2003 alone, [the federal government]
will spend more than $117 million on absti-
nence-only education programs through three

separate programs funded through the U.S.
Department of Health and Human Services,
representing a $15 million increase over FY
2002,” reports DeSarno. “As for FY 2004, absti-
nence-unless-married education programs are
headed for double-digit increases, while fund-
ing for family planning appears likely to barely
maintain level funding.”

[Editor’s note: What are some of the cost-con-
tainment tactics your facility is implementing to
win the budget battle? Share them with
Contraceptive Technology Update readers. E-mail
them to joy.dickinson@ahcpub.com, fax to (229)
551-0539, or mail to Contraceptive Technology
Update, PO Box 740056, Atlanta, GA 30374.)
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In your care of HIV-infected patients, are you
including information about what they can do

to prevent transmitting the virus to others? The
Atlanta-based Centers for Disease Control and
Prevention (CDC) has just issued new guidance
to help you incorporate such prevention mes-
sages in your care of those living with the disease.

While research has shown that some people
who are aware of their HIV infections tend to
reduce risky behavior,1-4 recent reports suggest
that such behavioral changes often are not main-
tained and that a substantial number of HIV-
infected persons continue to engage in behaviors

that place others at risk for HIV infection.5-6 One
such report from California shows that 38% of
men with syphilis interviewed said they used the
Internet to find sex partners during the first half
of 2003.7 About 66% of the men with syphilis said
they were HIV-positive, says Terrence Lo, MPH,
an epidemiologist with the sexually transmitted
disease (STD) control branch of the Berkeley-
based California Department of Health Services.

“It is important to focus prevention messages on
those living with HIV, their sex and needle sharing
partners, and other persons who continue to be at
high risk of infection,” states Robert Janssen, MD,
director of the CDC’s division of HIV/AIDS pre-
vention. “There are an estimated 850,000 to 950,000
people currently living with HIV in the U.S.; one-
quarter of infected individuals are unaware of their
status and may unknowingly transmit HIV —
emphasizing testing will help those people learn
their status.”

The CDC has developed screening practices
including questionnaires and interviews to
assess risk behaviors as well as testing for STDs
when appropriate.8 (See examples of screening
questions on p. 2.) The guidelines recommend
talking to female patients about the possibility of
pregnancy to help prevent mother-to-child HIV
transmission.

Many studies have shown that once people
learn they are HIV-positive, they take steps to
reduce the risk of transmission to their partners,
says Janssen.

Are your HIV-infected patients putting
other persons at risk of infection?
New guidelines incorporate prevention message into HIV care

The Centers for Disease Control and Prevention
has released new guidelines aimed at helping
health care professionals communicate with their
HIV-infected patients about what they can do to
prevent transmitting the virus to others.
• While research has shown that some people who

are aware of their HIV infections tend to reduce
risky behavior, recent reports suggest that such
behavioral changes often are not maintained and
that a substantial number of HIV-infected persons
continue to engage in behaviors that place others
at risk for HIV infection.

• The new guidance includes information on
screening for risk of HIV transmission, delivering
prevention interventions, and partner counseling
and referral services.
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“These studies suggest that by working with
HIV-infected persons, the nation can achieve
greater reductions in risk behaviors and HIV
transmission,” he states. “CDC believes it is
important to continue to work with both HIV
infected and uninfected persons, especially the
partners of those already infected with HIV.” 

Deliver the message 

Help reduce patients’ risk of transmitting
HIV through such strategies as delivering pre-
vention messages, providing condoms and
printed information, and, when appropriate,
referring patients to outside prevention ser-
vices, advises the CDC.

Display posters and educational material in
examination rooms and waiting rooms to get
out the prevention messages. These materials
usually can be obtained through local or state
health department HIV/AIDS and STD pro-
grams or from the National Prevention Infor-
mation Network (NPIN), suggests the CDC.
[Dial NPIN’s toll-free number, (800) 458-5231,
or visit its web site, www.cdcnpin.org.] 

Patients may have misconceptions about HIV
transmission, particularly with regard to the risk
for HIV transmission associated with specific
behaviors, the effect of antiretroviral therapy on
HIV transmission, or the effectiveness of post-
exposure prophylaxis for nonoccupational expo-
sure to HIV, advises the CDC.8 Use office visits to
clear up any confusion on such misconceptions.

Reach the partners

It is important to determine whether patients
have notified partners of their infections and then
help them contact local health departments to
arrange for notification, the new CDC guidelines
assert. Interviews of HIV-infected persons in vari-
ous settings suggest that more than 70% are sexu-
ally active after receiving their diagnosis, and
many have not told partners about their infection.9

Most states have laws and regulations regard-
ing partner notification. Some health departments
require that even if a patient refuses to report a
partner, the clinician should report the informa-
tion to the health department.8 Clinicians should
know and comply with any such requirements in
the areas in which they practice, advises the CDC. 

With the new focus on prevention messages to
those already infected with HIV, will the CDC
continue to support primary prevention/behav-
ioral risk reduction?

Yes, says Janssen. “CDC’s primary HIV pre-
vention mission — to keep people from becom-
ing infected with HIV — has not changed,” he
attests. “CDC will continue to support primary
prevention and behavioral risk-reduction pro-
grams, such as health education risk reduction
and prevention case management through pro-
grams funded through state and local health
departments. 
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Screen patients for 
HIV transmission risk
Ask:
• “Since your last checkup here,” or if first visit,

“Since you found out you were infected with
HIV.”

• “Have you been sexually active; that is, have you
had vaginal, anal, or oral sex with a partner?”

If yes:
• “Have you had vaginal or anal intercourse

without a condom with anyone?”
If yes:
• “Were any of these people HIV-negative, or

are you unsure about their HIV status?”
• “Have you had oral sex with someone?”
If yes:
• (For a male patient) “Did you ejaculate into

your partner’s mouth?”
• “Have you had a genital sore or discharge, dis-

comfort when you urinate, or anal burning or
itching?”

• “Have you been diagnosed or treated for a
sexually transmitted disease (STD), or do you
know if any of your sex partners have been
diagnosed or treated for an STD?”

• “Have you shared drug-injection equipment
(needles, syringes, cotton, cooker, water) with
others?”

If yes:
• “Were any of these people HIV negative, or

are you unsure about their HIV status?”

Adapted from: CDC. Revised guidelines for HIV counseling,
testing, and referral. MMWR 2001; 50(No. RR-19).
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Help Latino patients 
break through barriers
Almost one-fifth of new HIV infections are Latinos

What is your facility doing to reach out with
HIV prevention messages to the Latino

community? Know this: While Latinos represent
approximately 14% of the U.S. population, they
account for almost one-fifth (19%) of the 40,000
new HIV infections estimated to occur in the
United States each year.1

The Washington, DC-based National Alliance
of State and Territorial AIDS Directors (NASTAD)
has just issued a publication, Addressing HIV/AIDS

. . . Latino Perspectives and Policy Recommendations,
to help develop strategies in combating the AIDS
epidemic in the Latino population. (Review the
free publication at the organization’s web site,
www.nastad.org. Click on “Publications,” “HIV
prevention,” “Reports,” then the publication
title: Addressing HIV/AIDS . . . Latino
Perspectives and Policy Recommendations.) 

Little insurance, no documentation

Health care providers face many challenges
in working with Latino communities, observes
Alberto Santana, MS, NASTAD’s HIV preven-
tion program manager. Latinos are underin-
sured or not insured at all, and many are
undocumented and afraid to access care
because of fear of deportation, racism, and
stigma, he says.

“Latinos are diverse ethnically, racially, and
socially; and because of this diversity, programs
and health care services need to be tailored to
meet the needs of the person being served,”
Santana states. “Language barriers also are a
challenge faced by health care providers, and a
health care provider may miss important infor-
mation or misdiagnose a person because of this
barrier.” (Review the following Contraceptive
Technology Update articles for assistance in
overcoming such barriers: “Meeting the
challenge of caring for Hispanic women,”
December 1999, p. 141; “Break down barriers 
to gynecologic care,” January 2002, p. 6; and
“Reach diverse audiences with appropriate
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While Latinos represent about 14% of the U.S.
population, they account for 19% of the 40,000
new HIV infections each year.
• Offer patient information in Spanish and English

at the literacy levels of the target audience. Try
to develop educational materials in Spanish first;
literal translations of English materials may not
deliver the desired message.

• Latinos may be more likely to be tested late for
HIV in their illness, either presenting with a diag-
nosis of AIDS at the time of testing or developing
AIDS within one year of testing positive. Work
with organizations directly affiliated with Latinos
to reach those at risk.
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facts,” January 2002, p. 8.) 
Understanding the issues of health care access

and diversity are important in shaping, refining,
and implementing service delivery models that
are innovative, culturally competent, and meet
patients’ needs, he asserts.

Overcome the hurdles

Latinos, particularly women, will not seek treat-
ment for themselves because the family comes
first, says Monica Nuño, program specialist in the
education department at AIDS Project Los Angeles
(APLA) and co-author of the NASTAD publica-
tion. The publication offers a comprehensive litera-
ture review of research pertaining to Latino health
care.

“Women have so many outside issues that are
so much more important that getting treatment
itself, such as food and transportation,” she says.
“We found that those things had to be met before
their priorities for treatment.”

Patient information should be available in
Spanish and English with careful consideration
to the literacy levels of the target audience, says
Nuño. See if educational materials can be devel-
oped first in Spanish when possible; literal trans-
lations of English materials may not get the
desired message across to Latino patients, she
notes.

APLA produces a quarterly publication,
Impacto!, which is written entirely in Spanish and
is aimed at HIV-positive Latinos, says Nuño. The
publication contains treatment information that
is helpful for Latino patients, she notes. (Obtain
the publication for free at the organization’s
web site, www.apla.org; click on “Español,”
then the publication title: Impacto!) 

When it comes to HIV testing, studies indi-
cate that Latinos may be more likely to be tested
late for HIV in their illness, either presenting
with a diagnosis of AIDS at the time of testing
or developing AIDS within one year of testing
positive.1

According to a 2001 study, when Latino
patients finally seek out medical assistance, they
report several barriers to receiving competent
care, including such factors as providers not lis-
tening to everything said, not fully understand-
ing their providers, and not asking questions
during their visit.2

The report concludes that Latinos have greater

difficulty in communicating with their providers,
as compared to other racial/ethnic groups.2

“Latinos come into care with very high expec-
tations,” observes Nuño. “Once they get there,
they have expectations that they are going to be
cured immediately.”

Collaboration is key

Collaborate with colleagues in getting the
message out on health care access for Latinos.
NASTAD has organized the Latino Advisory
Committee, which includes AIDS directors and
HIV/AIDS program staff from state health
departments and health departments in cities
directly funded by the Atlanta-based Centers for
Disease Control and Prevention to conduct pre-
vention activities, says Santana. 

The committee bridges programmatic con-
cerns with current policy challenges and pro-
vides guidance to NASTAD staff to create
initiatives in support of prevention and care
services for Latino communities throughout 
the United States, he notes.

APLA has worked to engage Latinos within
the communities, working in collaboration with
other agencies and those familiar with that par-
ticular population, says Nuño. By working with
smaller organizations that have direct impact
with Latino citizens, the organization is better
able to meet the individual needs of Latino
patients, she says.

Research shows that television is the No. 1
source of HIV/AIDS information for Latinos,
followed by radio and billboards.3 Collaboration
with other agencies may be one way to cost-
share and get prevention messages on the televi-
sion. Nuño suggests that seeking to educate
through public awareness campaigns also may
be effective.

“Go into the television studios, and talk to
those people,” she advocates. “Target them to
show how important raising awareness is for this
community.” 
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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 devel-
opment and provisions of contraceptive technology or
other reproductive services. (See “Folic acid and oral
contraceptives: Will women see a combined prod-
uct?”; “Contraceptive patch catches on with women”;
“Research eyes use of “disposable diaphragm”; and
“More support voiced for cancer screening test,” in
this issue.) 

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

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

13. What is the daily recommended dose of synthetic
folic acid recommended by the Institute of Medicine
and U.S. Public Health Service for every woman
capable of becoming pregnant? 

A. 200 mcg, in addition to a diet rich in natural folates 
B. 400 mcg, in addition to a diet rich in natural folates
C. 600 mcg, in addition to a diet rich in natural folates
D. 1,000 mcg, in addition to a diet rich in natural folates

14. What is the recommended use of the Evra transder-
mal contraceptive?

A. A new Evra patch should be applied every three
months.

B. Each Evra patch should be worn continuously for
one week and then be replaced with a new patch on
the same day of the week for a total of three weeks
of patch wear. The fourth week is patch-free.

C. Each Evra patch should be worn continuously for
three weeks; the fourth week is patch-free.

D. A new Evra patch should be applied every two
weeks, with no breaks in patch wear.

15. What is Amphora (Acidform)?
A. A form of nonoxynol-9
B. An over-the-counter treatment for vaginitis
C. An intrauterine device
D. An acid-buffering vaginal gel under research as a

possible spermicide/microbicide

16. What is the recommended time period for the first cer-
vical cytological screening, according to the American
College of Obstetricians and Gynecologists?

A. The first screening should begin by the onset of sex-
ual activity or by age 18, whichever occurs first. 

B. The first screening should begin by approximately
three years after first sexual intercourse or by age
21, whichever occurs first.

C. The first screening should begin by age 21.
D. The first screening should begin by age 18.

Answers: 13. B; 14. B; 15. D; 16. B.




