
Oral contraceptives are top choice 
when it comes to birth control 
Noncontraceptive benefits help drive the power of the Pill

Take a look at your patient roster for the past month. How many
women left the office using oral contraceptives (OCs)? It’s a good bet
that more than half of them did, according to responses to Contra-

ceptive Technology Update’s 2001 Contraception Survey. The annual poll’s
results show almost 53% of providers say more than half of their patients
are using OCs, a number that rose slightly from 48.3% in 2000.

Birth control pills continue to be a popular choice among American
women, according to survey respondents. About 29% say that 26%-50%
of their patients receive pills each month, with about 13% reporting that
11%-25% receive them. Almost 6% say that 10% or less of their monthly
patient population use the Pill. 

At Arlington (VA) County Department of Human Services, the per-
centage of OC users has remained about the same in the past year, with
more than 50% of women leaving the clinic each month with pill pre-
scriptions, says Linda Hedlund, MD, medical supervisor. She also notes
that Depo-Provera (depot medroxyprogesterone acetate, Pharmacia
Corp., Peapack, NJ) remains a popular choice among the facility’s
patient population.

Numbers of OC users seem to remain steady at Planned Parenthood
of Santa Barbara, Ventura, and San Luis Obispo (CA) counties, observes
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2001 Contraception Survey results

This issue of Contraceptive Technology Update contains results from
the 2001 Contraception Survey, which provides an overview of current

family planning methods. Look inside for a wealth of information on
Norplant contraceptive implants, injectables, emergency contraception,
and oral contraceptives, as well as other family planning issues.

Don’t miss reading this special issue of CTU! ■



Deb Lowry, CNM, a clinician and quality man-
agement coordinator.

Acceptance of the Pill is growing as more
women now trust its safety and effectiveness.
According to results of a 2000 survey conducted
for the Washington, DC-based American College
of Obstetricians and Gynecologists (ACOG), less
than half (41%) of women said they believed there
were “substantial health risks” associated with pill
use.1 This figure reflects a drop from the 54% of
women reporting such views in 1993, and a sharp
decline from the 76% figure recorded in 1985.

Tri-Cyclen still tops

Ortho Tri-Cyclen, a 35 mcg ethinyl estradiol pha-
sic pill marketed by Ortho-McNeil Pharmaceuticals
of Raritan, NJ, continues to be the leading choice as
the top nonformulary and formulary selections for
a 21-year-old nonsmoking woman. (See charts on
first- and second-choice nonformulary OC for a
21-year-old nonsmoker, right.) About 37% of
respondents in the 2001 survey say Tri-Cyclen is
their top nonformulary choice, and when bound by
program formularies, almost 40% of 2001 responses
list the OC as the No. 1 choice. The pill recorded a
slight gain over its 32.9% share in the 2000 nonfor-
mulary category, and moved up from 2000’s 36.9%
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COMING IN FUTURE MONTHS

Oral contraceptives (OCs) continue to lead the list
of birth control options. More than half of respon-
dents to the 2001 Contraception Survey say more
than 50% of women leave their offices with a pill
prescription each month.
• Ortho Tri-Cyclen, a 35 mcg ethinyl estradiol pha-

sic pill marketed by Ortho-McNeil Pharmaceuti-
cals, continues to be the leading choice as the top
nonformulary and formulary selections for a 21-
year-old nonsmoking woman.

• Alesse, a monophasic 20 mcg pill from Wyeth-
Ayerst Laboratories, was named the top choice
for a 42-year-old nonsmoking woman, as well as
the No. 1 pill for women who have experienced
nausea while on previous OCs.
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figure in the formulary category.
What drives the OC’s continued popularity?
“Tri-Cyclen is our No. 1 OC because of the

price we get for it and because of patient demand
fueled by advertising,” says Lowry. 

Patients ask for Ortho Tri-Cyclen by name, due
to the company’s product advertising, says Ann
Jacob, CNM, clinic director of the University of
Texas Medical Branch’s New Caney Clinic.

The pill currently is the only OC to carry a spe-
cific indication for the treatment of moderate acne
vulgaris. However, two other companies have
filed with the Food and Drug Administration for
a similar indication: Wyeth-Ayerst Laboratories
of Philadelphia for its monophasic 20 mcg pill,
Alesse, and Pfizer of New York City for its multi-
phasic estrogen OC, Estrostep.

Ortho-Cyclen, a 35 mcg monophasic pill from
Ortho-McNeil, was named for the second year as
the top second-choice formulary OC for young
nonsmoking women. Survey respondents also
ranked it as the leading second-choice pill when
not under formulary constraints. 

Low-dose OCs move up

Alesse continues to gain favor as the preferred
OC for older, nonsmoking women, according to
survey results. More than 50% of responses listed
the pill as their leading choice. Loestrin, another
Pfizer OC, regained the top spot as the second-
choice pill, reversing its position with Alesse
from 2000’s poll results. (See charts on first- and
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Survey Profile

Atotal of 177 providers participated in the 2001
Contraceptive Technology Update Contracep-

tion Survey, which monitors contraceptive trends
and family planning issues among readers. Results
were tallied and analyzed by American Health
Consultants in Atlanta, publisher of CTU and
www.contraceptiveupdate.com.

Just more than 75% of responses came from
nurse practitioners or registered nurses. Physicians
represented 13% of the responses, with allied
health professionals and health educators compris-
ing more than 5% of the response group. About 7%
listed other professions. About 80% of respondents
identified themselves as care providers, with nearly
15% involved in administration. 

More than half of the respondents said they
were employed at public health facilities, with about
10% working in private practice settings. More than
13% listed student health centers as their place of
employment, with about 11% working in hospitals.
The remaining 14% work in other settings.

Rural and urban settings each comprise more
than 35% of respondents’ employment locations.
About 26% of CTU readers said they worked in a
suburban setting.  ■

What is your first-choice 
(nonformulary) oral 
contraceptive for a 
42-year-old nonsmoker?
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second-choice nonformulary OC for a 42-year-
old nonsmoker, p. 99.)

Women in perimenopause indeed may be
using low-dose OCs for more than contraception.
More than one-third of women participating in
the 2000 ACOG poll said they were either taking,
or knew someone who was taking, the Pill to
reduce symptoms of perimenopause, such as hot
flashes or irregular periods.

“As endogenous estrogen secretion is thought to
decline gradually into maturity, I like the idea of
being able to provide a lower exogenous hormone
dose,” states Patricia Carrick, FNP-C, a family
nurse practitioner at Beaverhead Family Planning
Clinic in Dillon, MT. “I have seen women who tol-
erated the 20 mcg dose right into menopause and
then made the transition to hormone replacement
therapy pretty seamlessly.”

Don’t expect the trend to stop for the lowest-
estrogen pill, says Robert Hatcher, MD, MPH,
professor of gynecology and obstetrics at Emory
University School of Medicine in Atlanta and chair-
man of the CTU editorial advisory board. A 15 mcg
pill already is being marketed in Europe, and

companies in the
United States also
are considering
such OCs, he notes.

“The concerns
raised today in
some circles about
20 mcg pills are
the same concerns
one heard 25
years ago when
we switched 
from 80 and 100
mcg pills to 50
mcg pills, and

then 35 mcg pills,” notes Hatcher.

Which pill for nausea?

For women who have experienced bother-
some nausea on previous OCs, but can’t remem-
ber the brand name of the pill used, more than
half of the respondents to the 2001 CTU survey
say they would prescribe Alesse. (See chart on
first- and second-choice OCs for women who
have experienced nausea during previous OC
use, above and below.)

Mircette from Organon of West Orange, NJ, a
pill with a unique dosing schedule (21 days of
150 mcg desogestrel/20 mcg ethinyl estradiol,
two days of placebo pill, followed by five days of
10 mcg ethinyl estradiol) was named the leading
second-choice pill for women with nausea prob-
lems. The pill rose from a third-place position in
the 2000 survey in the second-choice category. 

Look at the Pill’s benefits

In addition to its fertility-related benefits, the
Pill offers advan-
tages such as:

• less iron
deficiency ane-
mia, due to
lighter menstrual
bleeding;

• more regular
cycles;

• less
dysmenorrhea;

• less severe
premenstrual
symptoms;

• protection
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from two cancers of the reproductive organs:
endometrial cancer and epithelial ovarian cancer.2

According to the 2001 CTU Contraception
Survey, more providers say they are recommend-
ing pills to women specifically to reduce their risk
of cancer of the ovary. Almost 34% of survey
respondents indicated they prescribed pills based
on patient history of ovarian cancer risk, up from
2000’s 31% figure.

Ruth Shaber, MD, women’s health leader at
Kaiser Permanente Northern California in
Oakland, proactively lets women know of the
decrease in ovarian cancer risk for those with
more than one relative with ovarian cancer.

“I also routinely educate women without a fam-
ily history of the health benefits of OCs, especially
if they have been influenced by the common myths
that long-term OC use is dangerous and they are
considering stopping their pills,” states Shaber.

References

1. American College of Obstetricians and Gynecologists.
The Pill at 40: Women say it’s safer, has extra benefits, but
not covered by insurance. Press release. Washington, DC;
May 2, 2000.

2. Blackburn RD, Cunkelman JA, Zlidar VM. Oral contra-
ceptives — an update. Population Reports Spring 2000; Series
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Over-the-counter 
access for the Pill?

While the majority of respondents to the 2001
Contraceptive Technology Update Contracep-

tion Survey say they are not in favor of changing
the prescription-only status of oral contraceptives
(OCs), the number of those who support such a
switch rose almost 10% from 2000 poll results, the
largest jump in five years.

A total of 62.9% of responses to the 2001 survey
were opposed to moving OCs to over-the-counter
(OTC) status, with 37.1% registering in favor of
such action. (See chart on over-the-counter sta-
tus for OCs on p. 102.) In 2000, 28% said they
were for switching OCs from a prescription-only
status, which was virtually unchanged from the
1996 survey’s 27% figure.

Low-dose combined oral contraceptives are
safe and effective, says Jeffrey Maurus, MD,
medical director of the Rock Island (IL) County

Health Department. With proper education, OTC
status would increase contraception and prevent
unplanned pregnancy, he says.

Deb Lowry, CNM, quality management coor-
dinator at Planned Parenthood of Santa Barbara,
Ventura and San Luis Obispo counties in Santa
Barbara, CA, says, “I think OTC OCs make sense;
the possibility of adverse events is so low. I think
people can be trusted to make their own deci-
sions, given good informed consent information
in the packaging.”

However, clinicians such as Sharyn Ginsberg,
RNP, CNM, nurse practitioner at Kaiser Perma-
nente Medical Group in Walnut Creek, CA, con-
tinue to ask questions about the safety of moving
pills into direct access.

“I do think that women should be examined
and have the opportunity to review safe-sex
issues and medical history,” notes Ginsberg.
“Perhaps this can be done initially, and then 
[give access] over the counter.”

If not OCs, then ECPs?

Moving a drug from prescription-only to OTC
is usually instituted by a manufacturer with an
application to the Food and Drug Administration
(FDA). While proponents of OTC access for OCs
were able to voice their support during a July
2000 FDA hearing on the general issue of OTC
access, no company has yet come forth to apply
for such a switch.

Such is not the case with emergency contracep-
tive pills (ECPs), however. Women’s Capital
Corp. of Bellevue, WA, which markets the lev-
onorgestrel-only ECP Plan B, is moving forward
with its FDA application for OTC status, reports
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Over-the-counter (OTC) access for oral contracep-
tives (OC) continues to be a hot topic among family
planners. 
• While the majority of respondents to the 2001

Contraceptive Technology Update Contraception
Survey say they are not in favor of changing the
Pill’s prescription-only status, the number of those
who support such a switch rose almost 10% from
the 2000 poll results, the largest jump in five years.

• While no company has stepped forward to file
for OTC status for an OC, Women’s Capital
Corp. has filed an application with the Food and
Drug Administration for OTC status for Plan B,
its emergency contraceptive pill.
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Sharon Camp, PhD, company president. (See
further information on the move to take ECPs
over the counter in the May 2001 issue of CTU,
p. 52.)

For the FDA to consider a drug’s move to OTC
status, two studies must be performed: a label
comprehension study and an actual use study.
Women’s Health Corp. began in-depth interviews
in April 2001 for the labeling study and is con-
ducting further consumer interviews, says Camp.
Analysis of data, which will be performed by
Family Health International in Research Triangle
Park, NC, will begin shortly, she notes.

The actual use study, which will take place at
Planned Parenthood clinics and pharmacies partic-
ipating in EC access, is scheduled to begin later
this summer, says Camp. The Buffet Foundation of
Omaha, NE, and the John Merck Fund of Boston
are providing partial support for the two required
studies, she adds.

Another larger study of 3,000 women has just
begun at University of California at San Francisco
that compares clinic access to nonprescription
pharmacy access or advanced provision of three
packets of Plan B, says Camp. This study, sup-
ported by the Wallace Alexander Gerbode
Foundation in San Francisco and the Compton
and Hewlett foundations, both in Menlo Park,
CA, will supplement Women’s Capital Corp.’s
actual-use study, explains Camp. It will provide
more data on the impact of easier EC availability
on pregnancy, risk taking, patterns of regular con-
traceptive use, sexually transmitted disease risk,
and other issues. The studies should be completed

by the end of 2001, states Camp.
When the studies are completed, Women’s

Capital Corp. will submit the application to the
FDA, says Camp. With its application, the com-
pany also plans to include extensive post-market-
ing data from Europe on “behind-the-counter”
(access controlled by pharmacists) and OTC sales,
as well as data from various ECP pharmacy
access projects in the United States and Canada.

“All in all, we should have lots of data to
address any concerns that may arise about the
safety and efficacy of OTC sales of Plan B and
about the way women are likely to use the OTC
product,” says Camp.  ■

Lunelle use rises, 
Norplant use drops

As the contraceptive injectable Lunelle (Pharma-
cia Corp., Peapack, NJ) is being added to the

list of options at many family planning sites, the
contraceptive implant Norplant (Wyeth-Ayerst
Laboratories, Philadelphia) is being subtracted 
due to unavailability of new product.

Almost 60% of respondents to the Contraceptive
Technology Update 2001 Contraception Survey say
their facility is offering Lunelle injections or is
planning to do so before the close of the year. The
drug, which contains 25 mg of medroxyproges-
terone acetate and 5 mg of estradiol cypionate in
each monthly dose, offers safe, effective, and 
easily reversible contraception. (For more infor-
mation on Lunelle, see CTU’s special news bul-
letin inserted in the November 2000 issue, the
article in the December 2000 issue, p. 144, and the
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Should oral contraceptives 
be available over the counter?

Almost 60% of respondents to the 2001 Contracep-
tion Survey say their facility is now offering, or plans
to offer before year end, the monthly contraceptive
injectable Lunelle (Pharmacia Corp.).
• Wyeth-Ayerst Laboratories of Philadelphia,

which markets the contraceptive implant
Norplant, says it continues to work with the
Food and Drug Administration to evaluate infor-
mation on suspect lots of the product. 

• The company has not shipped new product
since the suspect lots came into question in
August 2000, a move that has led to dwindling
supplies of the implant.
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special Contraceptive Technology Reports
inserted in the March 2001 issue.) 

“We are seeing more teens who want
injectables going with Lunelle,” Jeffrey
Maurus, MD, medical director of the Rock
Island (IL) County Health Department.
“Regular periods and less chance of 
weight gain are important noncontracep-
tive benefits.”

Arlington (VA) County Department of
Human Services does not offer Lunelle,
according to Linda Hedlund, MD, medical
supervisor. Cost and scheduling of monthly
injections are barriers, she notes.

“We are thinking about making it available
to women who are not good pill takers and
who have had problems with Depo [Provera,
depot medroxyprogesterone acetate, Pharma-
cia Corp.],” Hedlund says. “If the state would
pay for Lunelle like they have Depo, we
would be more inclined to use it.”

Lunelle is available at Kaiser Permanente
Northern California in Oakland, but it is in
limited use while the staff examine how to
handle the additional workload of monthly
injections, says Ruth Shaber, MD, women’s
health leader. Clinicians will offer the inject-
able to those women who are unable to tolerate
pills, unable to follow pill regimens, or experience
too many side effects with Depo-Provera, Shaber
states.

Norplant on hold

Wyeth-Ayerst Laboratories has shipped no
new Norplant implants since it issued an advi-
sory in August 2000 that alerted providers that
routine shelf-life stability laboratory tests indi-
cated product from certain specified lots might
not release enough levonorgestrel to deliver effec-
tive, ongoing contraception. (For complete infor-
mation on the suspect lots, see the October 2000
issue, p. 117, and November 2000 issue, p. 129,
of CTU.) Some 22,000 kits were contained in the
suspect lots, according to company estimates.

Wyeth-Ayerst continues to work with the Food
and Drug Administration (FDA) to evaluate
information about the suspect lots, says company
spokeswoman Audrey Ashby. The company is
unable to provide an exact date or timeline on
when the matter will be resolved, she states.

While the evaluation continues, providers 
have seen a continued drop-off in Norplant use.
According to the 2001 CTU survey, about 56% of

respondents said they inserted no new implants in
the past year. About 30% said they had performed
up to 10 insertions, with about 13% reporting more
than 10 procedures. As for removals, about 42%
reported no such procedures, with about 55% per-
forming one to 10 procedures, and the remaining
3% performing more than 10 removals. (See charts
on Norplant insertions and removals, above.)
About 74% of respondents in the 2000 survey said
they had inserted no implants, with about 71% say-
ing they had performed no removals.

“We recently inserted the last Norplant we had
in stock,” states Maurus. “Use has been down,
and I do not expect to see Norplant back on the
market.”

Norplant has not been available for the past
year at Arlington County Department of Human
Services, but prior to that time, clinicians had
seen declining requests for the method, notes
Hedlund.

Examine seven-year data

Anita Nelson, MD, professor in the obstetrics
and gynecology department at the University of
California in Los Angeles (UCLA) and medical
director of the women’s health care clinic and nurse

September 2001 / CONTRACEPTIVE TECHNOLOGY UPDATE ® 103

How many Norplant implants have you inserted?

How many Norplant implants have you removed?

0% 10% 20% 30% 40% 50% 60% 70% 80%

>25

11-25

6-10

1-5

0

0% 10% 20% 30% 40% 50% 60% 70% 80%

>25

11-25

6-10

1-5

0

77.4

18.6

3.4

0.6

0.0

70.6

21.5

7.3

0.6

0.0



practitioner training program at Harbor-UCLA
Medical Center in Torrance, points to recent pub-
lished data that indicate Norplant offers up to
seven years of effective use, which is two years
beyond the current labeling approved by the FDA.1

Among women ages 18-33, the seven-year
Norplant pregnancy rates are comparable to the
median pregnancy rates of tubal sterilization meth-
ods for women of the same age and duration of
use. For women ages 34 and older, the seven-year
effectiveness of Norplant equals or surpasses that
of tubal sterilization, researchers found. (For more
information on the study, see CTU, August 2000,
p. 91.)

Clinicians should keep these data in mind when
evaluating current Norplant users, says Nelson.

Reference

1. Sivin I, Mishell DR Jr., Diaz S, et al. Prolonged effec-
tiveness of Norplant capsule implants: A seven-year study.
Contraception 2000; 61:187-194. ■

Providers share 
insight into OC use

Anew mother is breast-feeding. An older
woman is a light smoker. What oral contra-

ceptive (OC) options are available to them, if any?
Contraceptive Technology Update readers 

offered their viewpoints on these distinct 
patient populations, as well as other OC issues,
in their responses to the 2001 Contraception
Survey. 

When it comes to older women who smoke,
the majority of CTU survey respondents continue
to hold the line against providing OC prescrip-
tions. About 72% of those responding to the 2001
poll say they would not give pills to women ages
35-39 who smoke 10 cigarettes a day, a finding
consistent with the 2000 survey results. And for
women ages 40 or older, almost 90% say they
would refuse OCs. (See chart on OC prescrip-
tion practices for smokers, above.)

According to the Geneva-based World Health
Organization (WHO), for women age 35 and older
who smoke 20 or fewer cigarettes per day, use of
OCs is not generally recommended unless other,
more appropriate methods are not available or
acceptable. For those in the same-age bracket who
smoke more than 20 cigarettes per day, OCs are
not to be used.1

“I don’t feel comfortable with the increase in
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The majority of 2001 Contraception Survey respon-
dents continue to hold the line against providing oral
contraceptive prescriptions to older women who
smoke. About 72% say they would not give pills to
women ages 35-39 who smoke 10 cigarettes a day,
with almost 90% refusing pills to smokers ages 40
and above.
• For new nonbreast-feeding women, the majority

of respondents would provide combined oral
contraceptives at four to six weeks postpartum.
When it comes to progestin-only pills for nursing
mothers, 38% say they would begin pills at four
to six weeks postpartum.

• Most providers include specific information in their
written patient instructions that women who con-
tinue pills after developing vomiting or diarrhea
use a backup contraceptive until their next period.
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cardiovascular and cerebral vascular risks in
smokers over age 35 on OCs,” says Ruth Shaber,
MD, women’s health leader at Kaiser Permanente
Northern California in Oakland. “I encourage
women who smoke more than five cigarettes per
day to consider progestin-only contraceptives or
an intrauterine device; however, I don’t see any
contraindications for smokers over age 35 to use
emergency contraception.”

Jeffrey Maurus, MD, medical director of the
Rock Island (IL) County Health Department says
he very recently changed his opinion on the sub-
ject. For those women who smoke fewer than 15
cigarettes a day and have no other risk factors, he
is willing to use combined OCs. He says he usu-
ally uses 20-mcg OCs in all women older than 34
years of age.

Research should be initiated on the use of low-
dose OCs in women who smoke, says David
Archer, MD, professor of obstetrics and gynecol-
ogy and director of the Clinical Research Center

at the Eastern Virginia Medical School in Norfolk.
“I believe that the risk-benefit ratio using preg-

nancy as a risk is in favor of the OCs in this group
of women,” observes Archer. “Pregnancy-related
side effects are high in older women.”

Moms need options

For new mothers who are not breast-feeding,
about 40% of CTU survey respondents say they
would prescribe OCs four to six weeks postpar-
tum. About 30% say they would initiate OCs one
to six weeks postpartum, with about 17% provid-
ing pills upon hospital discharge. About 8%
would start pills at first menses, with about 5%
using other approaches. These views are consis-
tent with those reported in the 2000 survey. (See
chart on pill practices for new mothers, above.)

For new mothers who choose to breast-feed,
38% say they would begin progestin-only pills
(POPs) at four to six weeks postpartum, with
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Providers examine 
teen contraceptive use 

Chalk it up to increased condom use, the rise
of injectable and implant contraceptives, or a

leveling-off in teen sexual activity, but statistics
now show that America’s teens were less likely to
become pregnant in 1997 than at any time since
1976, when national data on pregnancy rates first
became available.1

The teen pregnancy rate fell 19% from its all-
time high in 1991 to reach a record low of 94.3
pregnancies per 1,000 women ages 15-19 years
in 1997, according to the new report from 
the National Center for Health Statistics in
Hyattsville, MD. The report analyzes the most
recent data in tracking the effects of changes in
sexual activity, marriage patterns, contraceptive
use and attitudes, and economic and educa-
tional opportunities on pregnancies and preg-
nancy rates in the United States.

Survey respondents to the Contraceptive
Technology Update 2001 Contraception Survey 
report that use of the contraceptive injectable Depo-
Provera (depot medroxyprogesterone acetate
[DMPA], marketed by Pharmacia Corp., Peapack,
NJ) continues to be a popular choice among teens.

According to Linda Hedlund, MD, medical
supervisor at Arlington (VA) County Department
of Human Services, DMPA is well-liked among
teens in her practice. More teens use oral contra-
ceptives, though, she notes.

The recent introduction of the monthly
injectable Lunelle, also marketed by Pharmacia
Corp., will provide yet another option for adoles-
cents. (For more information on Lunelle, see
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about 33% beginning POPs at one to three weeks
postpartum. About 23% would initiate POP use at
hospital discharge, with 1.2% starting mini pills at
first menses. About 5% said they would use other
approaches. (See chart on pill practices for new
mothers, p. 105.) The number of providers initiat-
ing POPs at four to six weeks postpartum dropped
from the 2000 survey results, with a subsequent
increase in those who would begin mini pills at
one to three weeks postpartum. 

According to the WHO guidelines, women
who are not breast-feeding can begin combined
OCs after the second to third postpartum week.1

If women choose to breast-feed and use pro-
gestin-only pills, the POPs may be started after
six weeks postpartum, the WHO guidelines
recommend.1

Put it in writing

In your written patient instructions, do you
recommend that women who continue pills after
developing vomiting or diarrhea use a backup
contraceptive until their next period? More than

75% (78.4%) of CTU survey respondents say they
include such information, a significant rise from
the 58.3% who indicated such practice in the 2000
poll.

The University of Texas Medical Branch’s New
Caney Clinic uses such written instructions for its
patients, says Ann Jacob, CNM, clinic director.
Such information has proven helpful for patients,
practitioners report. (See patient education
handout on OCs enclosed in this issue.)

Patricia Carrick, FNP-C, a family nurse practi-
tioner at Beaverhead Family Planning Clinic in
Dillon, MT, says, “We try to offer information using
a variety of approaches: written handouts, verbal
counseling, initial video instruction. We encourage
patients to share written materials with others if
they can’t keep them at home [due to their living
arrangement].” 

Reference

1. World Health Organization. Improving access to qual-
ity care in family planning: Medical eligibility criteria for
contraceptive use. Geneva: WHO; 1996. ■

Adolescents make up a significant portion of many
family planning providers’ patient populations.
According to survey respondents to the 2001
Contraception Survey, the contraceptive injectable
Depo-Provera (depot medroxyprogesterone
acetate [DMPA]) continues to be a popular choice
among teens.
• Despite lingering questions about the progestin-

only shots effect on bone density, the majority of
2001 survey respondents say they would give
DMPA to young teens.

• More than 30% of those responding to the 2001
survey use a variety of methods to address the
bone density issue. Most providers note they
counsel on increased calcium intake. 
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CTU’s special news bulletin inserted in the
November 2000 issue, the article in the
December 2000 issue, p. 144, and the special
Contraceptive Technology Reports inserted in
the March 2001 issue. Also see the article on
Lunelle use in this issue, p. 102.)

DMPA is OK for teens

Almost 97% of 2001 CTU survey respondents
say they will prescribe DMPA for young teens.
This figure rose slightly from the 94% figure
recorded in 2000. (See chart, above.)

What precautions do providers take in prescrib-
ing DMPA, given the possibility that it may have a
diminishing effect on bone mass? Providers con-
tinue to examine DMPA’s impact on bone mass
following research published in the early 1990s,
which indicated that users of DMPA may develop
decreased bone density.2 A subsequent study of
some of the original DMPA users who discontin-
ued the method found that bone density tended to
increase after the method was stopped.3 The con-
cern for adolescent bone health comes from the
fact that nearly half of adult bone mass is formed
during this time.4

About 50% of providers participating in the 2001
survey say they inform patients of the possible side
effect. About 10% do not take any special precau-
tions, while about 5% offer estrogen replacement
therapy to those who exhibit low levels of the hor-
mone. (See chart on precautions to take in pre-
scribing DMPA, given the possibility that it
might diminish bone mass, above right.)

More than 30% of those responding to the 2001
survey use a variety of methods to address the
bone mineral density issue. Most providers note

they counsel on increased calcium intake. 
According to calcium guidelines recom-

mended in 1997 by the Washington, DC-based
National Academy of Sciences, adolescents
should take in 1,300 mg of calcium each day.4

Data from the Washington, DC-based U.S.
Department of Agriculture shows that about
eight out of 10 teen girls fail to meet even the
former daily level of 1,200 mg.

Up the calcium intake

All adolescents need to increase calcium
intake, says Anita Nelson, MD, professor in the
obstetrics and gynecology department at the
University of California at Los Angeles (UCLA)
and medical director of the women’s health care
clinic and nurse practitioner training program at
Harbor-UCLA Medical Center in Torrance.

What are some ways you can help teens boost
their calcium levels? Stress the intake of such food
items as dark green leafy vegetables, including
broccoli, kale, and bok choy; calcium-fortified
foods and juices; soy milk; and tofu made with cal-
cium. Also use the following suggestions, offered
by the Rosemont, IL-based National Dairy Council:

• Whip up a fruit and yogurt smoothie. 
• Grab a milk (or a milkshake) to go at the

drive-through window. 
• Add a slice of cheese to a sandwich.
• Go for a string cheese snack. (See the
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enclosed patient handout on calcium and osteo-
porosis, available in both English and Spanish
versions.)
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More facilities provide
emergency contraception

Flash back five years ago: 44% of participants 
in the 1996 Contraceptive Technology Update

Contraception Survey say they provide emergency
contraceptive pills (ECPs) on site and provide them
anytime. Fast forward to 2001, when 80.6% of sur-
vey respondents indicate ready access to the
method. (See chart, p. 109.)

In the span of five years, access to emergency
contraception (EC) has taken the fast track,
according to responses to the CTU annual survey.

When the newsletter began monitoring EC
access in 1996, 28% of respondents said they pre-
scribed on site in emergencies only, 13% indicated
they counseled and referred to another provider
for prescriptions, and 11% reported they would

not — or could not — discuss the method. 
Five years forward, those respective numbers

dropped to 13.7%, 4%, and 1.1%. Less than 1% in
the 2001 survey said they provide counseling only. 

“The number of patients seeking ECPs has
increased in the past year because we just started
offering ECPs about a year ago,” says Linda
Hedlund, MD, medical supervisor at Arlington
(VA) County Department of Human Services.
“We offer ECPs for our family planning clients,
tell them about it when they are here for a visit,
[as well as use] bulletin boards and printed mate-
rials.” (See patient education handouts on ECPs
enclosed in this issue.)

Clinicians at Kaiser Permanente Northern
California in Oakland have been very aggressive
in getting the word out on ECPs, reports Ruth
Shaber, MD, women’s health leader. 

A variety of patient education materials on
ECPs, including posters in the exam rooms, wal-
let-size information cards, and articles in newslet-
ters to members, are used. Clinicians also use
prophylactic prescribing to women who depend
upon barrier methods, withdrawal, or rhythm for
contraception, says Shaber. In addition, providers
are reminded that copper intrauterine devices are
an option for those women who present for EC
between three to five days following unprotected
intercourse.

Providers go to Plan B

In 1996, EC proponents were bolstered by the
Food and Drug Administration’s (FDA) advisory
committee opinion that certain oral contracep-
tives could be used safely and effectively for EC.
(See CTU, September 1996, p. 107, for more
information on the opinion.) Further impetus
was given with the agency’s Feb. 25, 1997, publi-
cation in the Federal Register [62 Fed Reg 8609]
affirming the safety and efficacy of ECPs. (See
CTU, the May 1997 issue, p. 53, for coverage of
the publication.)

However, the advent of two dedicated EC prod-
ucts — Preven from Gynétics of Belle Mead, NJ,
and Plan B from Women’s Capital Corp. of
Bellevue, WA — has changed the landscape of
providers’ EC prescribing practices. Preven
received FDA approval in September 1998, with
approval of Plan B following in July 1999. (CTU
reported on the Preven approval in the November
1998 issue, p. 141; Plan B’s approval was pub-
lished in the September 1999 issue, p. 108.)

In CTU’s 1999 survey, about 15% of survey
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More than 80% of family planning facilities offer
emergency contraceptive pills (ECPs) on site and
provide them anytime, according to the 2001
Contraception Survey. This figure is almost dou-
ble the number from five years ago.
• U.S. providers have two dedicated ECP prod-

ucts: Preven from Gynétics and Plan B from
Women’s Capital Corp. of Bellevue, WA. 

• About 62% of survey respondents say their facil-
ity uses Plan B. Women’s Capital Corp. says it
continues to expand the drug’s availability in
retail pharmacies.
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respondents indicated use of Preven, with about
85% using oral contraceptives (OCs) sanctioned by
the FDA for EC. In 2000, about 21% of responses
reported use of Preven, and about 36% indicated
use of Plan B. The remaining 43% said they were
using OCs for EC.

Plan B jumped ahead in 2001, with 62.5% of
respondents reporting use of the drug. About 11%
said they prescribed Preven, and 25.6% used OCs
for EC.

“Your survey confirms our own telephone sur-
vey showing that Plan B is broadly accepted as
the new standard of care,” says Sharon Camp,
PhD, Women’s Capital Corp. president. “It would
appear that we have doubled our market share
among your clinicians since last year’s survey.”

Expand pharmacy access

The FDA’s 2000 ruling that expanded Plan B’s
shelf life to 18 months has allowed the drug to
move into retail pharmacy markets. While more
drug stores are carrying the product, Women’s
Capital Corp. is asking clinicians to assist the
company in expanding access to Plan B.

“We have asked clinicians to help us get Plan B
stocked in any areas where it is still not readily
available by contacting local pharmacies them-
selves or giving us the names of pharmacies their
patients use most often so that we can follow up,”
says Camp. “Since our paid sales force is still
quite small, we are not able to be everywhere at
once, [so] we greatly appreciate our large ‘volun-
teer sale force.’”

To help prescribers find Plan B in local pharma-
cies, the company has compiled a pharmacy direc-
tory on its miniature web site at HealthCentral.com
(http://planb.healthcentral.com/AccessByState.
html) and soon will add the feature to its own web

site at www.go2planb.com. 
The directory is not a complete listing because

many pharmacies order through wholesalers and
the company does not necessarily have access to
this information, says Camp. (EC proponents are
moving forward in seeking over-the-counter
access to ECPs. Read more on this subject in the
article on p. 101. ) ■

The IUD: Is it on 
the comeback trail?

The 2000 introduction of the Mirena lev-
onorgestrel intrauterine system (IUS) from

Berlex Laboratories of Montville, NJ, is bringing
fresh interest in intrauterine devices (IUDs),
according to providers participating in the 2001
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American women are taking a second look at
intrauterine contraceptives with the recent introduc-
tion of the Mirena levonorgestrel intrauterine sys-
tem from Berlex Laboratories. 
• While more than half of respondents to the 2001

Contraception Survey said they had inserted no
intrauterine contraceptives in the past year, a
total of 30.7% indicated they had inserted one to
10 devices, and 13.1% said they had performed
more than 10 insertions.

• Providers can take advantage of the Association
of Reproductive Health Professionals’ continuing
medical education program, New Developments
in Contraception: Counseling and Insertion
Training Featuring the Levonorgestrel Intrauterine
System.

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



110 CONTRACEPTIVE TECHNOLOGY UPDATE ® / September 2001

Contraceptive Technology Update Contraception
Survey.

IUD popularity jumps

Intrauterine contraceptive use has slightly
increased with the introduction of Mirena, states
Jeffrey Maurus, MD, medical director of the Rock
Island (IL) County Health Department. Many
women are interested in the device’s noncontracep-
tive benefits, he says. 

Clinicians at Planned Parenthood of Santa
Barbara, Ventura, and San Luis Obispo Counties
in Santa Barbara, CA, insert at least three IUDs a
week, estimates Deb Lowry, CNM, quality man-
agement coordinator. 

“Numbers may be increasing,” observes
Lowry. “It is most popular among our Hispanic
clients.”

To track use of intrauterine contraceptive
devices, the 2001 CTU survey included questions
on device insertions and removals. While 56.2% of
respondents said they had inserted no devices in
the past year, a total of 30.7% indicated they had
inserted one to 10 devices, and 13.1% said they had
performed more than 10 insertions. About 42% said
they had removed no devices during the year, with
55.4% removing one to 10 devices. About 3% had
removed more than 10 devices in the past year.
(See chart on insertions and removals, right.)

More options for women

The Mirena IUS releases a steady 20 mcg dose
of the progestin levonorgestrel and has been
approved for five years of use in the United
States. The overall failure rate during use of the
IUS is 0.14 per 100 woman-years, based on more
than 12,000 woman-years of use.1 This rate is
comparable to annual failure rates for female ster-
ilization.2 (CTU reported on the device approval
in its February 2001 issue, p. 13, and further
clinical information is included in the special
Contraceptive Technology Report inserted in the
May 2001 issue.)

Berlex Laboratories is marketing the device
under a license from The Population Council, a
New York City-based research organization that
initially developed the IUS. The Mirena joins two
other intrauterine contraceptives: the copper
T380A IUD, which is marketed in the United
States as the ParaGard Intrauterine Copper
Contraceptive by Ortho-McNeil Pharmaceutical
of Raritan, NJ, and the Progestasert Intrauterine

Progesterone Contraceptive System, marketed by
Alza Pharmaceuticals of Palo Alto, CA.

The levonorgestrel contained in the Mirena IUS
aids in endometrial suppression and decreased
blood flow. While the device presently carries
only a contraceptive indication in the United
States, other suggested uses include:

• providing an alternative to hysterectomy in
women with heavy uterine bleeding;

• treating heavy idiopathic and adenomyosis-
related bleeding and offering an alternative to
endometrial resection for dysfunctional bleeding;

• delivering a progestin component in hor-
mone replacement therapy (HRT) to protect the
endometrium, offering the advantage of not caus-
ing monthly bleeding — the principal reason for
discontinuation of HRT.3

Check training schedule

Family planning organizations such as the
Washington, DC-based Association of Reproduc-
tive Health Professionals (ARHP) have been
active this year in offering training sessions on 
use of the Mirena device.

In the past year, how many intrauterine devices
have you personally inserted?

In the past year, how many intrauterine devices
have you personally removed?
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According to Wayne Shields, ARHP president
and CEO, more than 4,000 physicians, nurse
practitioners, physician assistants, and nurse mid-
wives have participated in ARHP’s continuing
medical education program, New Developments in
Contraception: Counseling and Insertion Training
Featuring the Levonorgestrel Intrauterine System,
at 120 sites during the spring of 2001. Further ses-
sions have been scheduled for ARHP’s annual
meeting Sept. 12-15 in Washington, DC, as well as
at the upcoming Oct. 10-13 seminar sponsored by
the Washington, DC-based National Association of
Nurse Practitioners in Women’s Health. (See CTU,
August 2001, p. 95, for more information on these
conferences.) 

The curriculum was developed in partnership
with the Ithaca (NY) Center for Postgraduate
Medical Education, says Shields. Individual ses-
sions scheduled for Fall 2001 and beyond will be
held in various locations around the country;
Shields suggests that providers check course
availability by calling ARHP at (202) 466-3825 
or sending e-mail to arhp@arhp.org.

“We have been pleased about the extremely
positive reaction ARHP has received to this pro-
gram; health care providers are eager to learn
about new contraceptive developments and the
IUD in particular,” Shields says. “We feel that the
time is right for the U.S. to catch up with the rest
of the world in its use of IUDs — a very safe and
effective choice for many women.”

Explain benefits, risks

An important motivator for increased provider
training will be consumer demand, says Philip
Darney, MD, MSc, professor at the University of
California, San Francisco, and chief of the depart-
ment of OB/GYN at San Francisco General
Hospital Medical Center.

“If more women knew about the safety and
efficacy of [intrauterine contraceptives], they
would ask their providers for them, and the
providers would ask for information and train-
ing,” Darney observes. “We can start by offering
IUDs to all our patients seeking contraception
and explaining the great benefits and minimal
risks.”
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After reading Contraceptive Technology
Update, the participant will be able to:

• Identify health benefits conferred by combined
oral contraceptives. (See “Oral contraceptives
are top choice when it comes to birth control.”)

• Give the National Academy of Sciences’ rec-
ommended daily intake for calcium for adolescents.
(See “Providers examine teen contraceptive
use.”)

• Name the progestin used in the emergency
contraceptive pill Plan B. (See “Over-the-
counter access for the Pill?”)

• State the progestin used in the Mirena
intrauterine contraceptive. (See “The IUD: Is it
on the comeback trail?”)

9. Which benefit is NOT conferred by use of 
combined oral contraceptives?
A. less iron deficiency anemia, due to lighter 

menstrual bleeding
B. more regular cycles
C. less dysmenorrhea
D. protection from breast cancer

10. According to calcium guidelines from the 
National Academy of Sciences, what is the 
recommended daily calcium intake for 
adolescents?
A. 1,000 mg of calcium each day
B. 1,600 mg of calcium each day
C. 1,500 mg of calcium each day
D. 1,300 mg of calcium each day

11. What is the progestin in the emergency con-
traceptive pill Plan B?
A. desogestrel
B. norgestimate
C. levonorgestrel
D. gestodene

12. What is the progestin in the Mirena intrauterine 
system?
A. levonorgestrel
B. norgestimate
C. desogestrel
D. drospirenone



The Food and Drug Administration in May 2001 approved
Yasmin from Montville, NJ-based Berlex Laboratories as an oral
contraceptive. Yasmin is composed of ethinyl estradiol 30 mcg
and drospirenone 3 mg (EE/DRSP 3 mg). Drospironone is a new
progestin derived from 17 alpha spironolactone and is an ana-
logue of spironolactone.1 This
progestational compound is
reported to have biologic effects
similar to progesterone, includ-
ing less water retention, no evi-
dence of premenstrual weight
gain, and a favorable effect on
premenstrual and menstrual
symptoms.2 The cost of Yasmin
is $84.57 for one package of
three cycles. This article reviews
the available literature on drospironone.

Oral estrogens and progestogens that are effective contracep-
tives have been available since 1960. Over the last 30 years, there
has been a decline in the dose of the steroids used in oral contra-
ceptives. Other changes are the introduction of a new synthetic
progestin, levonorgestrol, in the late ’60s and further modifica-
tions of the levonorgestrol molecule to produce desogestrol,
gestodene, and norgestimate in the ’80s. These latter events were
changes in the progestogen molecule. All of the current oral con-
traceptive progestogens continued to be derived from norethin-
drone, the parent 19 nor-testosterone compound.

Drospirenone is different. It was synthesized from 17 alpha
spironolactone and is biologically similar to progesterone.3

Drospirenone has antimineralocorticoid activity, with clinical
findings indicating effects on electrolytes and the renin-
angiotensin system similar to progesterone.3-5 Because of this,
drospirenone is a uniquely new progestin now available for use in
the United States. 

Anti-Ovulatory Effects
The progestogen in oral contraceptives should have evidence

of anti-ovulatory activity. The effect of drospirenone on ovulation
inhibition was assessed in women by using ultrasound and hor-
monal parameters such as 17 Beta estradiol, the occurrence of the

luteinizing hormone (LH) surge,
and increases of plasma proges-
terone greater than 5 nanomoles
per liter. These studies were per-
formed using drospirenone
either alone or in combination
with 30 mcg of ethinyl
estradiol.1

Drospirenone alone over sev-
eral dose strengths was found to
have evidence of anti-ovulatory

activity. Drospirenone 3.0 mg alone had a 100% suppression of
ovulation in 11 women. The other doses of drospirenone, 2, 1, and
0.5 mg, had one ovulation in each of the three groups (n = 12 for
each group).1 Overall, the ovulatory rate was approximately 10%
for these three lower doses of drospirenone. Evidence of no follic-
ular activity (development of a follicle > 10 mm) also was dose-
proportional beginning at 0.5 mg of drospirenone with 36% of the
women who had evidence of inhibition of follicular activity and
rising to 91% in the 3 mg drospirenone group.1

The oral combination of drospirenone 2 mg and 3 mg with
30 mcg of EE was investigated in the same study. The inci-
dence of ovulation was zero in the EE 30 mcg/drospirenone 3
mg (EE/DRSP) group.1 One ovulation occurred out of 20
women in the 2 mg drospirenone/30 mcg EE group.1 Three
women in three separate cycles had evidence of ovulation
while using the EE/DRSP 2 mg.1 The incidence of complete
inhibition of ovulation was 82.6% in the DRSP 2 mg group
compared to 89.9% in the DRSP 3 mg group.1
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This clinical trial had other evidence for inhibition of fertility
with DRSP, with a marked decrease in cervical mucus score dur-
ing active treatment compared to control values.1

During treatment with both DRSP 2 and 3 mg, there was evi-
dence of decreased E

2
serum levels, associated with low (anovu-

latory) levels of progesterone. The authors concluded it would be
better to use the DRSP 3 mg with EE in contrast to the DRSP 2
mg dose with EE because of the complete suppression of ovula-
tion with the higher DRSP dose.1 The progestin alone at the
higher dose was found not to have evidence of ovulation, based
on progesterone levels, and follicular development.

Breakthrough bleeding and cycle control appeared to be very
acceptable in this limited trial, with only 20 women in each study
arm contributing 72 and 74 cycles of treatment with DRSP 2 mg
and 3 mg, respectively. The EE 30/DRSP 3 mg group had an inci-
dence of no breakthrough bleeding of 61.5% in the first cycle and
91.7% and 87.5% in the second and third cycles, respectively.1

Clinical Contraceptive Efficacy
Three randomized, multicenter clinical trials were carried out

to evaluate the contraceptive efficacy of the EE 30/DRSP 3 mg
combination. One was a multicenter trial carried out in the United
States in which the Pearl Index was found to be 0.4.2 There was
one pregnancy in 3,201 evaluable cycles of 326 subjects. The
Pearl Index in a second multicenter comparative trial carried out
in Europe was 0.71 for the EE 30 mcg/DRSP 3 mg combination,
after excluding the nonmethod failures.6 In this latter trial, 11
pregnancies occurred in the EE/DRSP group; only one of them
was considered to be a method failure.6 The other nine pregnan-
cies were due to other confounding cofactors such as missed
tablets, diarrhea, and other activities not further described by the
authors. These findings are comparable to what has been reported
from other clinical trials of new low-dose oral contraceptive for-
mulations.7-10 The third trial found comparable pregnancy rates

between DRSP and a marketed oral contraceptive containing EE
and desogestrol.11

Breakthrough Uterine Bleeding or Cycle Control
One of the principal concerns of the consumer is that of good

cycle control. This means that the occurrence of intermenstrual
bleeding or spotting, usually characterized as breakthrough
bleeding (BTB), should be as low as possible. The need for this
reduction in BTB is two-fold: 1) the concern that BTB raises in
the patient as to problems with the oral contraceptive itself; and
2) the continuation of the BTB becoming more than a simple
nuisance and resulting in the consumer stopping the oral contra-
ceptive.12 BTB rates range from 15%-40%, depending on the
product and the clinical trial.8,12 BTB has been identified as one
of the principal causes of discontinuation of oral contraceptives
and occurs in roughly 10%-12% of women who were using oral
contraceptives.2,6-8

There are three clinical trials that address the BTB incidence
with EE /DRSP 3.1,2,6 The total percentage of subjects experienc-
ing BTB is more than 50% in the first cycle. This incidence rap-
idly declines to less than 20% in subsequent cycles. 1,2 In a com-
parative trial, the percentage of women in the first cycle having
intermenstrual bleeding was more than 60% in the EE/DRSP
group, but this incidence was similar compared to women using
desogestrol 150 mcg and ethinyl estradiol 30 mcg.6 There was a
rapid reduction in BTB with or without spotting to less than 10%
in the subsequent cycle, and this low level of intermenstrual
bleeding/spotting was maintained throughout the following 12
cycles.6 The most important finding was that BTB was less than
1% of the participants per cycle after the first cycle, while spot-
ting alone occurred between 3.8 and 7% in the EE/ DRSP group,
with comparable findings in the EE/DSG group.6

There is a similar lower incidence of BTB: 2% of all subjects
during at least one cycle, but in only 1% of subjects for all
cycles.2 These data are similar to those reported in other clinical
trials of low-dose oral contraceptives.7-10

Blood Pressure and Weight Gain
Drospirenone is unique in that it is a derived from 17 alpha

spironolactone. Early reports indicated that this progestational
agent had a unique profile on body weight and blood pressure
because of its antimineralocorticoid effect.3, 4

Clinical data indicated that there was no change in mean sys-
tolic and diastolic blood pressure in the published clinical tri-
als.1,2,6 A reduction in body weight occurred during the course of a
clinical trial of EE/DRSP 3 mg compared to 150 mcg of lev-
onorgestrol and 30 mcg EE over a six-month period.4 In this
group of women (n = 20), body weight changes declined in the
DRSP-treated individuals by approximately 1 kg (2.2 pounds),
while it rose in the levonorgestrol group by approximately 0.5 kg
(1.1 pound).4 Mean systolic and diastolic blood pressures were
reduced in the DRSP group by approximately 2-3 mm of mercu-
ry, and it was increased by 1.1 mm of mercury in the EE/lev-
onorgestrol group. The changes in the systolic blood pressure and
diastolic blood pressure were significant only in the groups using
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15 mcg EE plus 3 mg of DRSP, whereas changes in diastolic
blood pressure statistically different from the levonorgestrol group
occurred in the 3 mg DRSP and 30 mcg EE group. Of interest is
that there was no correlation between body weight and blood
pressure in these individuals.4

The hypothesis to explain the lack of change in blood pressure
and body weight is that DRSP has antimineralocorticoid activity
similar to that identified with progesterone.3-5, 13-15 The basis for
this is that drospirenone was found to be devoid of glucocorticoid
activity in rodents.5, 16 This statement is based on the fact that
there were no changes in the adrenal gland weights in rodents.
This finding was confirmed by measuring thymus weight in
adrenalectomized juvenile rats. Thymus weight is thought to be a
sensitive assay of antiglucocorticoid activity. Use of DRSP was
not associated with any significant change in thymus weights.16

Supporting the antimineralocorticoid activity of DRSP was the
finding that there was a greater change in the sodium+/potassium+

excretion rate with DRSP compared to spironolactone.4,17,18 With
time, counter regulation sets in, and these electrolyte changes do
not persist with the parent compound spironolactone.16 Counter
regulation is a rapid regression of the antimineralocorticoid effect
during use of spironolactone due to compensatory changes in
serum aldosterone. DRSP does not result in a sustained change in
the sodium+/potassium+ excretion ratio without any of the com-
pensatory changes in the animal model.16

The utilization of EE/DRSP 3 mg found increased plasma
renin substrate activity and found plasma aldosterone levels,
higher than in the pretreatment cycle, which were consistent and
unchanged — similar to that reported from clinical trials.4 Expla-
nation of the biochemical events in this particular trial suggest
that blood pressure fell instead of rising in the presence of an
increase in renin, which reflects a mild sodium depletion. Gener-
ally, a mild sodium depletion blunts the vascular effect of
angiotensin II. Therefore, this rise in plasma renin activity and
aldosterone found with DRSP seem to be a compensatory mech-
anism, not a hypertensinogenic mechanism.4,17,18

The other clinical trials also support a negative effect on
weight gain. There was no weight gain or a decrease in weight
gain in both of the clinical trials.2,6 This lack of a change in
weight reflects the more progesterone-like effects of DRSP in
terms of reducing the water retention that often is found with use
of EE with 19 nor-testosterone compounds.

Antiandrogenic Properties
Many gynecologists have used spironolactone as a treatment

for hirsutism in women. Drospirenone, being derived from
spironolactone, has been found to have antiandrogenic activity.
Drospirenone did not stimulate prostate and seminal vesicle
growth in rats.16 There is evidence in the cynomologous monkey
that oral DRSP had an increased antigonadotropic activity asso-
ciated with a reduction in serum LH and testosterone levels.16

n humans, the antiandrogenic biochemical changes are not as
clearly documented. Granted, the clinical end point of andro-
genicity is difficult to ascertain in women, but there was a very
low incidence of adverse events reported for acne (1.1%) in the

multicenter comparative clinical trial.6,11,19 There was a decline in
the incidence and severity of acne from 21.5% to 7.8% in one of
the comparative contraceptive trials, but this was not a primary
end point of the study.6 This change in acne should be contrasted
to a comparable change found with a reduction from 20.1% to
8.2% in the EE 30 mcg desogestrol 150 mcg group.6 These data,
along with other published information, indicate that oral contra-
ceptives have an anti-acne activity.20-22

Other reported adverse events and safety data indicate an inci-
dence of headache, breast discomfort, depression, migraine, and
nausea comparable to those found in other oral contraceptive clini-
cal trials.2, 11

Premenstrual Symptoms
Because drospirenone is similar to progesterone in terms of its

antimineralocorticoid activity, it has been hypothesized that there
would be less premenstrual symptomotology in the group of
women treated with the EE/DRSP 3 mg. This is based on the
finding that water retention is a common premenstrual symptom
and that other synthetic progestational agents appear to enhance
edema and premenstrual symptomotology.2,11 The incidence of
premenstrual symptoms was higher at baseline in the DRSP/EE
group and fell significantly during treatment. It should be pointed
out that there was no significant difference between these
changes in premenstrual symptoms between DRSP/EE and deso-
gestrol/EE in terms of occurrence of premenstrual symptoms:
18% vs. 20% during treatment, respectively.11 The effect of
EE/DRSP 3 mg on specific quality of life scores also was evalu-
ated in two recent trials and found to be very effective for reliev-
ing premenstrual and menstrual symptoms.11,19

Contraindications for Yasmin
It is recommended on the package insert that women with kid-

ney, liver, or adrenal disease should not take Yasmin because the
antimineralocorticoid activity could cause serious heart and health
problems. If women are currently on daily, long-term treatment
for a chronic condition with any of the following medications,
discuss with them whether Yasmin is the right OC for them:

• nonsteroidal anti-inflammatory drugs (NSAIDs) such as
ibuprofen (Motrin, Advil) and naprosyn (Aleve), when taken
long-term and daily for treatment of arthritis or other problems;

• potassium-sparing diuretics such as spironolactone;
• potassium supplementation;
• ACE (angiotensin converting enzyme) inhibitors;
• angiotensin-II receptor antagonists;
• heparin.23

If patients choose Yasmin, the package insert states that they
should have their potassium levels checked during the first month
of OC use.

Summary
There is definite evidence that the new progestin DRSP has

in vitro antimineralocorticoid activity. In vivo data strongly sup-
port a compensatory change in plasma renin and angiotensin II,
which is reflected in a significant alteration in terms of sodium
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and potassium excretion similar to that found with progesterone.
As part of this activity, there appears to be less premenstrual and
menstrual changes with the EE/DRSP 3 mg than other oral
contraceptive formulations.

The EE/DRSP 3 mg oral contraceptive has been shown to be
efficacious in terms of inhibition of ovulation using ultrasound
and hormonal parameters as well as having a low Pearl Index in
Phase III multicenter trials.

The slight but significant improvement in blood pressure and
weight may be a benefit for those individuals in the United States
who are experiencing blood pressure increases or weight gain
with commonly utilized current oral contraceptives. This state-
ment remains to be confirmed in actual clinical practice.

With the introduction of DRSP as a progestational agent, we
now are seeing a new class of progestational compounds being
used in oral contraceptives. The effectiveness of these compounds
for premenstrual symptoms, weight gain, and blood pressure on a
larger scale in the general population remains to be determined.
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CME Objective/Question
To earn CME credit for this issue of Contraceptive Technolo-

gy Reports, please refer to the enclosed Scantron form for direc-
tions on taking the test and submitting your answer.

• After reading Contraceptive Technology Reports, the partici-
pant will be able to identify the impact of drosperinone.
1. Drosperinone, a new progestogen used in oral contraception,

has been found to:
A. have no effect on weight gain in women in clinical trials.
B. increase sodium and potassium excretion in 

animal models.
C. have a low rate of breakthrough bleeding.
D. both A and C
E. all of the above
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Calcium and Osteoporosis
GENERAL INFORMATION:

What is it? Osteoporosis (ah-stee-o-per-o-sis) is when your body breaks down bone faster than new bone is made
and stored. Some loss of bone mass is natural as people age, especially for women after menopause. But, bone
loss also can happen due to medicines or genetic factors (passed from parent to child). The bones become weak,
brittle, and more porous than usual. Osteoporosis makes it easier for bones in your hip, pelvis, wrist, arm, and spine
to break. You also are at risk for other health problems because of being inactive while bones are healing. 

How can what I do, eat, and drink cause osteoporosis? The following things can cause your body to give up
(get rid of) too much calcium from your bones. 
• Not exercising regularly. 
• Diet: Getting enough calcium in your diet is very important in preventing and treating osteoporosis. Avoid the

following things that can prevent you from getting enough calcium in your diet. These things can also cause
early loss of calcium from your bones. 
— Drinking too much caffeine. 
— Drinking too much alcohol. 
— Eating too much fiber can cause you to absorb less calcium. 
— Eating too much animal protein (more than 80-100 grams a day) can cause you to lose too much 

calcium. Plant or vegetarian protein does not seem to cause this problem.

Care: One important way to prevent or control osteoporosis is to get enough calcium in your diet every day. This
CareNote explains how you can get enough calcium in your diet. It also tells how much calcium people of differ-
ent ages and with different health problems need. 
• Calcium Sources 

— Look up your age group in the table below to find out how much calcium you should be getting each day. 
Then use the food lists to figure out how much calcium you are getting now from your diet. Check with 
your caregiver or dietitian for calcium supplements to take if you can not get enough calcium from your 
diet. Never take more than 2,000 mg of calcium per day from supplements. 

— Antacids with calcium and calcium chews are also available. Check labels on these items to find the total 
calcium or elemental calcium content of each dose. Check with your caregiver before trying chewable 
calcium supplements if you take blood-thinning medication, such as coumadin. The calcium chews may 
contain vitamin K, which can block the action of your medicine.

• Other Nutrients and Medicines 
— Check with your caregiver to see if you should take extra phosphorus or vitamin D to help your body 

store calcium. Some people need 400-800 IU of vitamin D each day to help their bones store enough 
calcium. Avoid taking more than 5,000 IU of vitamin A or more than 1,000 IU of vitamin D. Too much of 
these can interfere with how calcium is absorbed. 

— Get regular exercise to make sure your bones will absorb and store calcium as well as possible. Walking, 
jogging, running, aerobics, and other weight-bearing exercises are the best. 

— Talk to your caregiver if you are a woman past menopause and osteoporosis runs in your family. Your 
caregiver may suggest that you take hormone replacements.

GUIDELINES FOR CALCIUM INTAKE: Amounts needed each day for bone health are listed in milligrams (mg).
Check with your caregiver for the right calcium dose if you are taking steroid medicines or are a female after
menopause. 
• Infants 

— 0-6 months: 210 mg 
— 6-12 months: 270 mg

• Children 
— 1-3 years: 500 mg 
— 4-8 years: 800 mg 
— 9-13 years: 1,300 mg
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• Women (before menopause and those not pregnant or nursing) and men 
— 14-18 years: 1,300 mg 
— 19-50 years: 1,000 mg 
— 51-70 years: 1,200 mg 
— 70 and older: 1,200 mg

• Women (who are pregnant or who have gone through menopause) 
— Pregnant or nursing up to 18 years: 1,200-1,300 mg 
— Pregnant or nursing 19 years and older: 1,000-1,200 mg 
— After menopause: 1,000-1,200 mg if taking estrogen 
— After menopause: 1,200-1,500 mg if not taking estrogen

• All people taking steroid medicines: at least 1,500 mg

SOURCES OF CALCIUM IN FOOD: The estimated milligrams of calcium for each food are listed in parenthe-
ses. The actual amount of calcium may be slightly different depending on the brand of a type of food you eat.
Oxalates and dietary fiber in plant foods can block part of the calcium absorbed by your body. The calcium from
dairy foods and seafood are the best absorbed by most people. 
• Serving Sizes: Use this list to measure foods and serving sizes. 

— 1½ cup (12 ounces) of liquid is the size of a soda-pop can. 
— 1 cup (8 ounces) of food is the size of a large handful. 
— ½ cup (4 ounces) of food is about half of a large handful. 
— A serving size means the size of food after it is cooked. Three ounces of cooked meat, fish, or poultry is 

about the size of a deck of cards.

• DAIRY 
— 1 cup skim milk (302) —    1 ounce cheddar cheese (204) 
— 1 cup 2% milk (297) —    1 ounce mozzarella cheese (147) 
— 1 cup whole milk (291) —    1 ounce Swiss cheese (272) 
— 1 cup chocolate milk, 2% fat (284) —    ½ cup ricotta cheese (337) 
— 1 cup buttermilk (285) —    ½ cup 2% fat cottage cheese (78) 
— 1 cup low-fat fruit yogurt (330) —    ½ cup evaporated low-fat milk (318) 
— 1 cup low-fat plain yogurt (415) —    ¼ cup powdered nonfat milk (377)

• FRUITS AND VEGETABLES 
— 1 cup calcium-fortified orange juice (400) —    1 cup cooked collard greens (358) 
— 1 cup cooked rhubarb (270) —    1 cup cooked kale (180) 
— 1 cup steamed broccoli (94) —    1 cup cooked turnip greens (249)

• SEAFOOD 
— 3 ounces canned salmon, with bones (187) —    3 ounces canned sardines, with bones (342)

• PROTEIN FOODS 
— 1 cup refried beans (140) —    ½ cup tempeh (77)
— ½ cup tofu (130) 

• DESSERTS 
— ½ cup custard (158) —    ½ cup vanilla pudding (148) 
— ½ cup ice milk (92) —    1 slice (1/6 of a pie) pumpkin pie (166)

CALL YOUR CAREGIVER IF: 
• You have questions about the serving sizes on this diet. 
• You have questions about how to prepare or cook foods on this diet. 
• You have questions about how or where to buy foods on this diet. 
• You have questions or concerns about your illness, medicine, or this diet.

Source: Klasco R & Auracher P (Eds): CareNotes™ System. MICROMEDEX Inc., Englewood, CO (Edition expires 9/2001). 
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El Calcio y la Osteoporosis
INFORMACIÓN GENERAL:

¿Qué es? La osteoporosis es cuando la pérdida de masa ósea ocurre más rápidamente de lo que su cuerpo
puede producir y almacenar nuevo tejido óseo. Parte de la pérdida de masa ósea ocurre naturalmente con la
edad, especialmente en las mujeres después de la menopausia. Pero la pérdida ósea puede ocurrir a cualquier
edad debido al uso de medicamentos o por factores genéticos (heredados). Los huesos se debilitan se vuelven
porosos y frágiles más de lo normal. La osteoporosis facilita la fractura de los huesos de la cadera, pelvis,
muñeca, brazo y columna vertebral. Debido a su inactividad mientras los huesos sanan, otros problemas de
salud pueden presentarse. 

¿En qué forma puede, lo que yo hago, como y bebo causar la osteoporosis? Lo siguiente puede provocar
que su cuerpo elimine demasiado calcio de sus huesos. 

• La falta de ejercicios en forma regular. 
• La dieta: Seguir una dieta en la que usted consume la cantidad adecuada de calcio es muy importante en la

prevención y tratamiento de la osteoporosis. Evite las siguientes cosas para prevenir la falta calcio en su dieta.
Estas cosas también provocan la pérdida prematura de calcio en sus huesos. 
— El consumo excesivo de cafeína. 
— El consumo excesivo de alcohol. 
— Comer demasiada fibra le evita absorber la cantidad suficiente de calcio. 
— El consumo excesivo de proteína animal (más de 80 a 100 gramos diarios) puede provocar la pérdida 

exagerada de calcio. Las proteínas procedentes de vegetales y plantas, parecen no presentar este 
problema.

Cuidados: Para controlar la osteoporosis es importante que su dieta le proporcione la cantidad adecuada de
calcio diario. Este folleto (CareNotes™) le explica la forma en que usted puede obtener la cantidad adecuada de
calcio en su dieta. También le informa sobre la cantidad de calcio que necesitan las personas con diferentes
edades y problemas de salud. 

• Fuentes de calcio: 
— En la tabla de más adelante busque su edad para saber la cantidad de calcio que usted debe consumir 

diariamente. Luego use los listados de alimentos para saber la cantidad de calcio que su dieta actual le 
está proporcionando. Consulte con su médico o dietista sobre los distintos suplementos de calcio que 
usted puede usar si su dieta no le está proporcionando el suficiente calcio diario. Nunca tome más de 
2,000 mg de suplementos de calcio diariamente. 

— Los antiácidos con calcio y otras pastillas para chupar se pueden usar como suplementos de calcio. Lea 
las etiquetas de estos productos para saber el contenido de calcio en cada dosis. Antes de usar suple-
mentos de calcio en pastillas de chupar, consulte con su médico, especialmente si está usando antico-
agulantes como coumadin. Es posible que las pastillas del suplemento de calcio contengan vitamina K, 
que puede bloquear la acción de su medicamento. 

• Otros nutrientes y medicamentos: 
— Consulte con su médico para saber si usted debería usar suplementos de fósforo o vitamina D para ayu-

dar a su cuerpo a almacenar reservas de calcio. Algunas personas necesitan entre 400 y 800 IU de vita-
mina D diariamente para que los huesos almacenen reservas de calcio. Evite tomar más de 5000 IU de 
vitamina A, o más de 1,000 de vitamina D. Demasiada cantidad de estas vitaminas puede interferir en la 
forma en que su cuerpo absorbe el calcio. 

— Haga ejercicios regularmente para asegurar que sus huesos absorban y almacenen reservas de calcio 
en la mejor forma posible. Entre los mejores ejercicios están, las caminatas, el trote, aeróbicos, y otros 
ejercicios en los que se usen pesas. 
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— Si usted es una mujer que ha pasado por la menopausia, y tiene antecedentes familiares de osteoporo-
sis, hable con su médico. Es posible que el médico le indique el uso de suplementos hormonales.

NORMAS PARA LA INGESTA DE CALCIO: Las cantidades diarias de calcio que se necesitan para la salud
ósea, son mencionadas en miligramos (mg). Consulte con el médico sobre la dosis correcta de calcio, para
usted, si está usando esteroides o es una mujer que ha pasado por la menopausia. 
• Infantes 

— De 0 a 6 meses de edad: 210 mg 
— De 6 a 12 meses de edad: 270 mg

• Niños 
— De 1 a 3 años de edad: 500 mg 
— De 4 a 8 años de edad: 800 mg 
— De 9 a 13 años de edad: 1,300 mg

• Mujeres (antes de la menopausia y las no embarazadas o amamantando) y hombres 
— De 14 a 18 años de edad: 1,300 mg 
— De 19 a 50 años de edad: 1,000 mg 
— De 51 a 70 años de edad: 1,200 mg 
— Mayores de 70 años de edad: 1,200 mg

• Mujeres (embarazadas o que han pasado la menopausia) 
— Embarazadas o amamantando hasta los 18 años de edad: 1,200 a 1,300 mg 
— Embarazadas o amamantando desde 19 años o mayores: 1,000 a 1,200 mg 
— Después de la menopausia: 1,000 a 1,200 si están usando estrógeno 
— Después de la menopausia: 1,200 a 1,500 si no están usando estrógeno

• Todas las personas que están usando medicamentos esteroides: Mímino 1,500 mg

FUENTES DE CALCIO EN LOS ALIMENTOS: La cantidad estimada de calcio en cada alimento se encontrará
en paréntesis. Dicha cantidad puede variar de acuerdo a la marca del producto que usted use. El contenido de
oxalatos y fibra en las plantas, puede bloquear parte del calcio que su cuerpo absorbe. El calcio contenido en
los productos lácteos y pescados, es el absorbido más adecuadamente por la mayoría de las personas. 

• Tamaño de las porciones: Use los tamaños de las porciones que relacionamos a continuación, para medir
las comidas y los tamaños de las porciones. 
— 1½ taza (12 onzas) equivale al tamaño de una lata de gaseosa. 
— 1 taza (8 onzas) de alimentos es similar a un puñado grande. 
— ½ taza (4 onzas) de alimentos es similar a medio puñado grande. 
— 1 porción significa el tamaño de la comida, después de cocida. Tres onzas de carne cocida son simi-

lares al tamaño de una baraja de naipes.

• PRODUCTOS LÁCTEOS: Cada porción contiene 12 gramos de carbohidratos 
— 1 taza de leche descremada (302) 
— 1 taza de leche al 2% (297) 
— 1 taza de leche completa (291) 
— 1 taza de leche de chocolate con 2% de grasa (284) 
— 1 taza de suero de leche (285) 
— 1 taza de yogur bajo en grasa (330) 
— 1 taza de yogur corriente bajo en grasa (415) 
— 1 onza de queso “cheddar” (204) 
— 1 onza de queso “mozzarella” (147) 
— 1 onza de queso Suizo (272) 
— ½ taza de queso “Ricotta” 
— ½ taza de queso cuajada “cottage” (78) 
— ½ taza de leche evaporada baja en grasa (318) 
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— ¼ taza de leche evaporada sin grasa (377)

• FRUTAS Y VEGETALES:
— 1 taza de jugo de naranja fortificado en calcio (400) 
— 1 taza de “rhubarb” cocido (270) 
— 1 taza de bróculi al vapor (94) 
— 1 taza de verduras “collard greens” (358) 
— 1 taza de “kale” (180) 
— 1 taza de “turnip” cocido (249)

• PESCADOS
— 3 onzas de salmón enlatado con huesos (187) 
— 3 onzas de sardinas con huesos (342)

•ALIMENTOS CON PROTEÍNAS
— 1 taza de fríjoles freídos (14) 
— ½ taza de tofú (130) 
— ½ taza de “tempeh” (77)

• POSTRES
— ½ taza de flan (158) 
— ½ taza de leche helada (148) 
— 1 rebanada (1/6de pastel) de “pumpkin pie” (166)

LLAME A SU MÉDICO SI:
• Tiene preguntas acerca del tamaño de las porciones de esta dieta. 
• Tiene preguntas acerca de la preparación y cocimiento de los alimentos en esta dieta. 
• Tiene preguntas acerca de la forma y el lugar para conseguir los alimentos de esta dieta 
• Tiene preguntas acerca de sus medicamentos, enfermedad o esta dieta.

Source: Klasco R & Auracher P (Eds): CareNotes™ System. MICROMEDEX Inc., Englewood, CO (Edition expires 9/2001). 
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