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MAKING BIRTH CONTROL MORE ACCESSIBLE TO WOMEN:
A Cost-Benefit Analysis of Over-the-Counter Oral Contraceptives

by Holly Mead, IWPR/GWU Research Fellow

tive forms of reversible contraception on the mar-

ket. The birth control pill has a failure rate of .1
percent when used perfectly and a failure rate of between
3 percent and 6 percent for typical use (The Alan
Guttmacher Institute 1998; Trussell ef a/. 1995). In compari-
son, condoms have a 2 percent to 16 percent failure rate
and the diaphragm has a 6 percent to 18 percent failure
rate. Furthermore, the Pill is the most popular form of re-
versible contraception with over 10.4 million women using
it compared with 7.9 million women who use male condoms
and 720,000 women who use diaphragms (The Alan
Guttmacher Institute 1998).

Oral contraceptives (OCs) are one of the most effec-

The Food and Drug Administration (FDA) has been con-

sidering an Rx-to-OTC switch of oral contraceptives for
several years based on the drug’s extensive safety record.
In June 2000, the agency held a public hearing to discuss
the issue and examine the evidence both for and against
the proposal. Switching the birth control pill to over-the-
counter status would greatly benefit women by reducing
access barriers imposed by the prescription requirement.
Although the prescription regulation of drugs was imple-
mented to protect consumers, Rx status of oral contra-
ceptives may in fact prevent women from experiencing
the benefits of the product. The medicalized status of the
Pill adds little to the quality or safety of the product and,
instead, makes it more difficult and costly for women to
obtain an effective form of birth control. By lifting the
prescription regulation of OCs and eliminating the need
to see a physician, the government would provide women
with a safe and effective birth control method at a lower
cost and with no obligatory medical checkpoint. Increased
access to this contraceptive would benefit society by re-
ducing incidences of unintended pregnancies, decreas-
ing women’s risk of certain diseases, and eliminating
psychological barriers that can prevent women from us-
ing the Pill.

The Institute for Women’s Policy Research (IWPR) con-
ducted a cost-benefit analysis to determine whether
switching oral contraceptives to OTC status is more ben-
eficial to women and society than continuing to regulate
them as prescription drugs. IWPR estimated the costs
and benefits to all individuals including sexually active
women, pharmaceutical companies, and society in gen-
eral. By weighing the positive impacts against the nega-
tive impacts, the Institute calculated whether the OTC
birth control pill proposal would improve the overall wel-
fare of society. ‘

Potential Impacts of OTC Oral Contraceptives

Over-the-counter distribution of birth control pills would
result in a number of potential benefits mainly due to the
larger number of women who would be using the drug. A
survey conducted by Louis Harris and Associates found
that 20.4 percent of sexually active women who currently
do not use the Pill would be very likely to switch to that
form of birth control if it were available over-the-counter
(1993). With over 34 million sexually active women cur-
rently not using the Pill (Henry J. Kaiser Family Founda-
tion 1996), a 20.4 percent increase would result in
approximately 6.96 million new users for a total of 17.4 mil-
lion women using the Pill.

With a larger population of oral contraceptive users, women
and society at large would see lower incidences of un-
wanted pregnancies, decreased risk of certain reproduc-
tive health problems, and Iower financial and time costs
associated with seeing a physician for refills. Women and
their partners would also experience the psychological
benefits of having easier access to such an effective form
of birth control. In addition, pharmaceutical companies
would see a large increase in revenues generated from wider
distribution of the drug.
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OTC Oral Contraceptice Users?

Table 1. Medical Savings from Averted Unplanned Pregnancies for Potential

Best Savings

Number of §
Pregnancy Outcome Baisiii Average Price FstITate
{ in millions)
Induced Aborion 219,679.69 $380.50 $83.59
Spontaneous
Abortion/M iscarriage 57,360.00 $727.00 $41.70
Ectopic Pregnancy 4,671.05 $3,899.50 $18.21
Term Pregnancy 185,440.86 $10,430.50 $1,934.24
Total Savings $2,071.74

and Associates 1993; Trussel of al. 1995,

1 Caleulations assume a three percent failure rate for oral contraceptives.
Sources: IWPR calculations based on data from the Henry J. Kaiser Family Foundation 1986; Louis Harris

While OTC oral contraceptives would have a positive im-
pact on society because of the wider use of a safe and
effective form of birth control, an increase in the number of
women using the Pill would also have some negative ef-
fects. Increased marketing costs for pharmaceutical com-
panies, the potential for higher out-of-pocket costs for
women, and increased incidences of adverse events for
both the general population and those groups that are at
higher risk of negative side effects would likely occur.
Women who would choose to forego their annual gyneco-
logical exams following a switch would also face increased
risk of undiagnosed health problems and a delay in treat-
ment of conditions that could be detected during an exam.

Estimating Benefits of OTC Oral Contraceptives
Reduction in Unintended Pregnancies

The potential reduction in unintended pregnancies is the
most significant benefit that would result from an Rx-to-
OTC switch of oral contraceptives. Based on a ten percent
national rate of unintended pregnancies (Henry J. Kaiser
Family Foundation 1996), approximately 481,553 women
would become pregnant unintentionally in the population
of 6.96 million potential new OTC OC users if they con-
tinue to use another form of birth control.! Assuming a
three percent failure rate for oral contraceptives (based on
data examining typical use of the Pill), a total 0f 467,105 of
these pregnancies would be averted if all 6.96 million po-
tential new OTC OC users start using the Pill.

To measure the benefits of these averted pregnancies,

IWPR estimated the cost savings associated with prevent-
ing four possible pregnancy outcomes: abortion, miscar-
riage, ectopic pregnancy, and term pregnancy. Costs
associated with these outcomes include the costs of all
medical treatments and procedures from time of concep-
tion. Costs of term deliveries include prenatal care, deliv-
ery and newborn hospitalization, and other medical costs
that end at the time of discharge from the delivery facility
(Trussell et al. 1995).2

The OTC birth control pill would serve an important public
health interest by reducing the number of abortions by
approximately 220,000 a year. This would resultina total
savings to society of $83.6 million (see Table 1). In addi-
tion, wider distribution of the Pill would lead to a reduction
of about 185,000 term pregnancies, which would save soci-
ety $1.93 billion in medical costs. Finally, the OTC Pill would
avert approximately 62,000 miscarriages and ectopic preg-
nancies, which would lead to a savings of $59.9 million. The
total savings to society associated with the reduction of un-
intended pregnancies would be substantial at $2.08 billion.

Protective Health Benefits

Use of oral contraceptives is associated with a reduction
in the risk of several reproductive health conditions in-
cluding ovarian cysts, ovarian cancer, benign breast dis-
ease, endometrial cancer and pelvic inflammatory disease
(Trussell ef al. 1995; Ashraf, Amold, and Maxfield 1994;
Petitti 1994). To determine the protective benefit of the birth
control pill, IWPR calculated the reduction in incidences
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of disease based on the difference in rates of disease for
OC users and non-users and applied this number to the
population of potential OTC OC users (Petitti 1994). To
measure this benefit, we calculated the cost savings asso-
ciated with the reduction in disease based on average medi-
cal costs of each disease (Trussell ef al. 1995; Barnes ef al.
1995; Ashraf, Arnold, and Maxfield 1994).

Society would see the greatest cost savings from the re-
duction in incidences of pelvic inflammatory disease (PID).
Wider use of the Pill would lower the number of cases of
PID by approximately 11,000 and would save society over
$69.2 million in medical costs (see Table 2). Incidences of
benign breast disease would decrease by about 8,000 lead-
ing to a cost savings of $5.4 million, Society would save
about $4.1 million in costs associated with lower incidences
of ovarian cysts and about $5.9 million associated with a
decrease in endometrial and ovarian cancers. Total medical
costs saved due to the protective effect of OTC oral con-
traceptives would equal $84.5 million.?

Time and Cost Savings from Physician Visit

Women who would eliminate their annual ob/gyn exams
altogether and women who see their physician more than
once a year for prescription OC refills would experience a
time and cost savings from the Rx-to-OTC proposal be-

cause they would no longer need to see a medical profes-
sional to obtain their birth control pills.

In the population of women who currently use the Pill (10.4
million women), 7.9 percent or 822,390 women see their phy-
sician four times a year for OC refills, 34.7 percent or 3.61
million see their physician two times a year for refills and
49.3 percent or 5.13 million sec their physician once a year
for refills.* Assuming the average cost of a physician’s
visit is $85 and that women will continue to see their phy-
sician at least once a year (American Medical Association
1996), women who see their physician four times a year for
refills would see an individual cost savings of $255 per
year for a total savings of $209.7 million for the population.
‘Women who see their physician two times a year for refills
would see an individual cost savings of $85 per year for a
total cost savings of $307 million for the population. In
addition, approximately 2.1 million women would eliminate
their annual gynecological visits altogether for an indi-
vidual cost savings of $85 per year and a total cost savings
of $178.54 million (Louis Harris and Associates 1993). Over-
all, the savings to women who either stop seeing their phy-
sician annually or reduce their visits to once a year would
equal about $695.3 million.

Women who currently see their doctor more than once a
year to obtain OC refills or who would forego their annual

Table 2. Medical Savings Associated with the Protective Benefits of
Increased Over-the-Counter Oral Contraceptive Use

N rRnaliton Inl?::::::: of Average Price Be;:t?:;:gs
Disease (in millions)

Ovarian Cysts 3,131.50 $1,31350 $4.11
Benign Breast Disease 8,002.70 $669.00 $6.35
Endometrial Cancer 139.17 $15,373.00 $2.14
Ovarian Cancer 347.94 $10,749.00 $3.74
Pelvic Inflammatory Disease 11,152.00 $6,204.00 $69.19

Total Medical Savings $84.53

Sources: IWPR calculafions based on data from Ashraf, Amold, and Maxfield 1994; Bames et al. 1999; Louis
Harris and Associates 1993; Pefti 1994; Samuels, Stryker, and Smith 1994; Trussell ef al, 1995,
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exam altogether would also see an opportunity cost sav-
ings of time if the Pill were to become an OTC drug. To
measure the value of this benefit, IWPR assumed the alter-
native use of the time spent in the physician’s office would
be work and that the value of time saved should, therefore,
equal the average wage rate for women., Assuming the av-
erage wage rate is $12/hour and the average amount of
time spent at the doctor’s office is 1'% hours (including
travel time), women who currently see their physician four
times ayear for OC refills would save 4.5 hours per year or
$54 for atotal opportunity cost savings of $44.4 million for
the population.® Women who see their doctors twice a year
for refills would save 1.5 hours per year or $18 for a total
opportunity cost savings of $64 million for the population.
For the population of women who would eliminate their
annual ob/gyn visits altogether, a total of 3.15 million addi-
tional hours would be spent working for a $37.8 million
savings. Overall, the opportunity cost savings to women
who either reduce or eliminate their physician visits would
equal $147.2 million.

Revenue to Pharmaceutical Companies

Manufacturers of oral contraceptives would see an increase
in revenues from the product due to its wider distribution
as an OTC drug. The higher revenues would come prima-
rily from the increased user population, because pharma-
ceutical companies would be unlikely to increase the price
of oral contraceptives once available OTC. Based ona mid-
point price of $26 per month, an annual cost of $312 per
woman and an estimate of 6.96 million new users, pharma-
ceutical companies would see an increase in revenue of
about $2.17 billion (de Boer and Herings 1993; American
Medical Association 1996; Dailard 1999).

Psychological Benefits

Women would also experience significant psycholo gical
benefits if access to the birth control pill were improved
through an Rx-to-OTC switch. Women who rely on less
effective forms of contraception would rest easier know-
ing they have access to a highly effective method with-
out the hassle and cost of seeing a physician. Eliminating
the requisite physician visit also removes the psycho-
logical barrier of having to undergo a pelvic exam, which
becomes a significant obstacle for many women. Finally,
with lower rates of unplanned pregnancies, fewer women
would have to cope with the difficult and stressful deci-
sions associated with an unwanted pregnancy. Unfortu-
nately, no study has attempted to determine women’s
willingness to pay for reduced anxiety and stress levels,
making it difficult to measure these benefits in monetary
terms. These benefits, however, are real and often signifi-
cant for women and should be considered in the overall

analysis of the policy proposal. Therefore, we represent
them with a “+” sign in the cost-benefit analysis and con-
sider the issues qualitatively when formulating our policy
recommendations.

Estimating Costs of OTC Oral Contraceptives
Health Risks

Use of oral contraceptives is associated with an increased
risk of certain adverse health events including myocardial
infarction, thrombotic stroke, hemorrhagic stroke, pulmo-
nary embolism/thrombophlebitis and gallbladder disease
(Trussell et al. 1995; Ashraf, Arnold and Maxfield 1994;
Petitti 1994).° Increasing the population of oral contracep-
tive users would increase the incidences of these events
and the associated medical costs.’

The largest costs would come from the higher incidences
of pulmonary embolism and venous thromboembolism in
the larger OC user population. Approximately 2,800 more
of these adverse events would occur at a cost of $15.9
million (see Table 3). The medical costs associated with the
increase in thrombotic stroke would also weigh heavily on
society. Costs would equal about $15.5 million for approxi-
mately 1,400 additional events. Higher incidences of myo-
cardial infarction and hemorrhagic stroke would increase
medical costs by about $4.2 million and $1.6 million, re-
spectively, while the increase in gallbladder disease would
increase costs by $7.5 million. In total, medical costs asso-
ciated with adverse events in the larger population of OC
users would equal $44.62 million.

Cost to Women at Higher Risk of Adverse Events

Some health care providers have expressed concern that
women who are highly contraindicated for the Pill will use
it if a physician is not involved in screening out at-risk
groups. These women would face an increase in adverse
events due to use of the drug. Specifically, an increase in
cardiovascular (CV) events, including myocardial infarc-
tion, stroke and pulmonary embolism, in women over the
age of 35 who smoke 15 or more cigarettes per day would
likely occur.? To measure this increased risk, IWPR esti-
mated the number of women among the 6.96 million new
users who would be contraindicated for OC use (i.e. heavy
smokers over the age of 35) and calculated the added cost
to society based on their increased risk of adverse events.
The estimated increase in CV incidents for the contraindi-
cated population is about 7.6 events. Based on an average
cost of CV events of $11,020.5 million (Ashraf, Arnold and
Maxfield 1994), the total medical costs to society would be
$83.8 million.®
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Table 3. Medical Costs Associated with Adverse Health Effects of
Increased Over-the-Counter Oral Contraceptive Use
Increased Best Savings
Adverse Health Events Due to OC Use Incidences of Average Price Estimate
Disease (in millions)
Myocardial Infarction 347.96 $11,964.49 ($4.16)
Thrombotic Stroke 1,391.75 $11,141.26 ($15.51)
Hemorrhagic Stroke 139,18 $11,141.26 ($1.55)
Pulmonary Embolism/ 2,783.54 $5,707.60 ($15.89)
Venous Thromboembolism
Gallbladder Disease 1,739.71 $4,316.16 ($7.51)
Total Medical Savings ($44.62)
Sources: IWPR calculafions based on data from Ashraf, Arnold, and Max field 1994; Louis Harris and Associates 1993
Pefiti 1994; Semuels, Styker, and Smith 1994; Strom ef al. 1986; Trussell ef al . 1995.

Costs of Foregone Ob/Gyn exam

Many health professionals have expressed concern that
switching the birth control pill to over-the-counter status
would cause women to stop seeing their health care pro-
viders for their annual gynecological exams. Without an
annual check-up, women may delay the diagnosis and treat-
ment of health problems such as STDs, which could lead
to more serious and costly health problems including pel-
vic inflammatory disease. In addition, undiagnosed pre-
cursor conditions such as cervical dysplasia (which is often
detected with pap smears) could develop into advanced
stages of cancer if not identified and treated promptly.

The cost of foregoing annual pelvic exams is difficult to
quantify, however, because predictions of the percentage
of long-term health problems that could be prevented with
annual exams or the cost savings that would result from
early intervention in a disease do not exist. Instead, IWPR
attempted to measure the cost by doubling the risk factor
of those health conditions (or their precursor conditions)
that could be detected during a gynecological exam, in-
cluding ovarian cysts, ovarian cancer, endometrial cancer,
breast cancer and cervical cancer in the population of
women who would forego their annual gynecological vis-
its (Petitti 1994; American Cancer Society 1997; Coker,
Harlap and Fortney 1993).1° To measure the increased risk

inlong-term health problems associated with STDs, IWPR
doubled the risk of pelvic inflammatory disease — the most
common and most serious consequence of undiagnosed
STDs - in the population of OC users who stop seeing
their ob/gyns regularly (Petitti 1994). The average expense
of each condition was then used to determine the overall
cost of the potential increase in incidences.

Doubling the risk of breast cancer, cervical cancer and pel-
vic inflammatory disease in the population of women who
would eliminate their annual gynecological exam altogether
results in the greatest cost to society. Medical costs for
these diseases would equal $317.4 million, $43.7 million
and $41.7 million, respectively (see Table 4). Higher inci-
dences of endometrial and ovarian cancers in this popula-
tion would cost society about $3.6 million total, while the
higher risk of ovarian cysts would cost about $828,000,
The total cost to society associated with undiagnosed
problems and the delay in treatment of more serious condi-
tions would equal $407.2 million,

Marketing Costs of OTC Oral Contraceptives

Unlike with Rx drugs, a launch of an OTC product requires
significant advertising and promotional support because
companies must rely on consumers to make their own pur-
chasing choices. To estimate the amount of marketing sup-
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Forego Annual Physical Exam

Table 4. Medical Costs Associated With Increased Risk of Undiagnosed
Disease in Women Who Use Over-the-Counter Oral Contraceptives and

Adverse Health Condition Increased Incidences Béi?&f
of. Ryseasie (in millons)

Ovarian Cysts 630.13 ($0.83)
Ovarian Cancer 210.04 ($2.26)
Endometrial Cancer 84.02 ($1.29)
Breast Cancer 20,458.27 ($317.43)
Cervical Cancer 2,814.59 ($43.67)
Pelvic Infammatory Disease 6,721.40 ($41.70)
Total Medical Savings ($407.18)

Associates 1993; Pefiti 1994.

" Increased incidences are due to delay ed diagnosis and teatment of precursor health condifions.

- Sources: IWPR calculations based on dafa fom the American Cancer Sociely 1997; Ashraf, Amold,
and Maxfield 1994; Coker, Harlap, and Fortney 1993; Fireman ef al. 2000; Louis Harris and

port companies would spend to launch OTC oral contra-
ceptives, the Institute examined the advertising and pro-
motional budgets (as a percentage of sales) of the OTC
launches of several analogous goods in the feminine yeast
infection and gastrointestinal categories.

Assuming OC producers will spend 4.5 percent of annual
product sales on advertising (a midpoint value calculated
from ad budgets of the analogous goods) and total OC
sales are $268.6 million (“OTCs: Contraceptives™ 1999),
manufacturers will spend approximately $12.1 million to
launch oral contraceptive brands into the OTC market."
According to the Physician’s Desk Reference, 30 different
brand name QCs are available in the prescription market.
Assuming that the manufacturers of all 30 brands choose
to launch OTC versions, the total cost in increased market-
ing of OTC OCs to the pharmaceutical industry would be
$362.88 million."*

Costs to Low-Income Women

Low-income women and women without health insurance

who have regular interactions with the health care system
to obtain birth control pills may suffer from an Rx-to-OTC
switch of the pill. Health professionals have expressed
concern that these women would either lose access to free
or subsidized care or choose to forego regular physicals,
which would put their health at risk. In addition, providers
are concerned that OTC status may actually create barriers
to birth control access for disadvantaged women. Women
whose insurance plans pay for prescription OCs are likely
to lose coverage if the Pill becomes available OTC. With-
out insurance coverage, women will pay larger out-of-
pocket costs. Furthermore, many uninsured, low-income
women obtain subsidized OCs from public clinics. Pharma-
ceutical companies, however, are unlikely to continue of-
fering clinics discounted prices if the product becomes
available over-the-counter. The costs to low-income women
are difficult to measure and should not be valued based on
efficiency goals. But because they are important to the
overall conclusion of the study, IWPR represented these
impacts in the analysis with a “—” sign and considered
them when formulating the policy recommendations.
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Table 5. Overall Net Benefits to Society From OTC Oral Contraceptives
Benefits and Costs to Society B;:t:ismt;?sa)te
Benefits of OTC Oral Contraceptives
Increase in revenue for producers $2,171.00
Saved monetary costof M D visit $695.29
Saved opportunity costofime $147.24
Reduction in unintended pregnancies $2,077.74
and their outcomes (medical costsavings)*
Health benefis associated with OC use** $84.53
Lower anxiety levels associated with OC use +
Tofal Savings $5,175.80
Costs of OTC Oral Contraceptive Use
CostofOCs o consumers ($2,171.00)
Health risks associated with OC use*** ($44.62)
Increased risk of undiagnosed disease*** ($407.18)
Higher incidences of adverse events in ($83.76)
atrisk women
Increased costofmarkefing OTC OCs ($405.00)
Costi low-income women =
Lives lostin contraindicated women1 -
Total Costs ($3,111.56)
Net Benefit to Society $2,064.24
* refer to Table 1; ** refer to Table 2; *** refer to Table 3; **** refer to Table 4.
1S ee footnote 3.
Sources: IWPR calculations based on data from the American M edical Association 1996; Ashraf ef af, 1994;
Dailard 1999; de Boer et al. 1993; Louis Harris and Associates 1993; Schiff 1999; Schwingl ef al. 1990.

Results

Total benefits to society from a policy that would allow
the distribution of oral contraceptives without a prescrip-
tion would approximate $5.2 billion (see Table 5). The
majority of this benefit would be derived from the $2.08
billion in medical savings from preventin g unplanned preg-
nancies. An additional $842.5 million in savings would

come from the financial and time costs many women
would eliminate once distribution of the Pill was released
from the direction of a physician ($695.3 million and $147.2
million, respectively). Society would also save about $84.5
million in medical costs from the protective health benefit
of the Pill. Although measuring the psychological benefit
of OTC OCs is difficult, it should be included in the analy-
sis qualitatively to highlight its importance when consid-
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ering implementation of the policy. Women who use the
pill would experience lower levels of anxiety if their ac-
cess to one of the most effective forms of birth control
were improved.

While pharmaceutical companies would also benefit sig-
nificantly from an OTC birth control pill due to an increase
in total revenue of about $2.17 billion, this gain would be
directly offset by the cost to consumers of having to pay
for the Pill.’* However, basing an anlysis on revenue data
slightly understates the overall gain to society because it
cannot measure the social and psychological gains asso-
ciated with the proposal.

The costs associated with OTC oral contraceptives totals
about $3.11 billion, which reduces the benefits of the Rx-
t0-OTC switch by more than half. The medical repercus-
sions associated with delayed diagnosis and treatment of
early stage cancers and precursor health conditions would
be the most costly to society, totaling approximately $407.2
million. Increased risk of adverse health events in the gen-
eral population of OTC OC users would cost about $44.6
million, which is only about half the amount society would
save in medical costs from the protective effect of OC use.
The higher risk of adverse events among women who are
contraindicated for OC use would add about $83.8 million
in costs to society. The expense of marketing an OTC birth
control pill is the second highest cost in the analysis. The
pharmaceutical industry would likely spend about $405 mil-
lion to support the marketing of OTC oral contraceptives.
Society would also face additional costs that cannot and
should not be measured in dollars. Low-income women
may face higher financial and personal costs following an
Rx-t0-OTC switch of the Pill, which should be considered
in the policy making process.

In monetary terms the positive impacts of an OTC oral con-
traceptive substantially outweigh the negative impacts. The
net benefit to society of an Rx-to-OTC switch of the Pill is
$2.06 billion. The cost savings associated with reduced
unintended pregnancies, the protective benefit of OC use,
and eliminating the obligatory physician visit are much
greater than the costs of undiagnosed medical conditions,
increased adverse events, and higher health risks.

Recommendations

Based on the cost-benefit results, IWPR recommends FDA
approve the OTC status of the birth control pill. The public
health benefits associated with reduced rates of unplanned
pregnancies and abortions as well as the medical cost sav-
ings to society would substantially outweigh any risks of
increased and undirected use of oral contraceptives.

If an OTC birth control pill were approved, the federal gov-
ernment should consider several complementary policies
to address any potential problems resulting from the switch.
FDA should require that OC manufacturers develop and
sponsor an extensive educational campaign emphasizing
the importance of annual pelvic exams as part of the terms
of an Rx-to-OTC switch. Such a campaign would identify
the risks women face when foregoing annual exams and
would help reduce the social costs associated with undi-
agnosed diseases. The campaign could also highlight
groups of women who are contraindicated for OC use and
who are, consequently, at higher risk of adverse events
and death.

The government should also mandate Medicaid coverage
for over-the-counter birth control pills and require thatall
insurance companies include OTC OCs in their prescrip-
tion plans. In addition, pharmaceutical companies should
be encouraged to continue offering discounted OC prices
to public clinics regardless of drug status to guarantee
low-income women’s ability to obtain the drug. These ef-
forts would help eliminate any barriers an OTC switch might
impose for poor women.

Finally, state and federal governments should develop a
comprehensive health care plan to address health provid-
ers’ concerns regarding the health of disadvantaged women.
Relying on the secondary effects of a policy such as obliga-
tory pelvic exams for prescription OCs to keep low-income
women in contact with the health care system is not a suf-
ficient strategy for improving the health of poor and disad-
vantaged women.

IWPR Research Fellow Holly Mead conducted the cost-ben-
efit study of OTC oral contraceptives with the assistance of
Bethany Snyder, IWPR Research/Administrative Fellow. The
study was submitted to the Food and Drug Administration
during a June 2000 public hearing examining the Rx-to-
OTC switch proposal. Holly Mead is pursuing her Ph.D. in
public policy at the George Washington University.

Endnotes

1 This calculation may underestimate the number of averted unintended
pregnancies for the population of OTC OC users because the national rate of
unintended pregnancies includes pregnancies that result from failed oral con-
traceptive use. The potential OC user population in this study does not
currently use the Pill, which is an extremely effective form of contraception.
Because they would be willing to switch to the Pill if it were available OTC,
the assumption is they are currently using forms of reversible birth control
that are less reliable than the Pill. Using methods such as condoms, the
diaphragm or 1UDs, which have higher failure rates than the Pill, could
increase the likelihood of unplanned pregnancies in that population.

2 The Trussell et al. study (1995) provides a range of costs depending on
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type of insurance provider (public versus private). IWPR used an average cost
based on these ranges in the analysis,

3 IWPR chose to look at the costs and benefits of disease in terms of medical
expenses rather than lives saved or lost to avoid the controversy of monetiz-
ing the value of a life. When the Institute quantified the numbers of lives
saved and lost due to the switch of OCs to OTC status, we found that
approximately 180 lives would be saved from the Pill’s protective benefit
against cancer and 204 lives would be lost due to death in contraindicated
women. Because these estimates are only approximations at best, IWPR felt
the figures were virtually comparable and that the difference need not be
monetized. However, we represent the slightly higher number of lives lost as
a*-" to ensure it is considered in the analysis (see Table 5).

4 Calculations based on survey data from Louis Harris and Associates
(1993).

5 The average wage rate is calculated and rounded to the nearest dollar based
on data from The State of Working America 1998-1999 (Mishel, Bernstein,
and Schmitt 1999).

6 Because studies have found contradictory results regarding the net effect of

oral contraceptives on breast and cervical cancer and the exact risk, if any, is
not known, IWPR has not included these diseases in the analysis. IWPR
included only those side effects that require hospitalization or long-term
medical care.

7 Risk factors for each disease vary in the literature. IWPR calculations use
a midpoint value of risk in determining total costs (Trussell ef al. 1995;
Petitti 1994; Ashraf, Arnold and Maxfield 1994, Strom et al, 1986).

8 Other groups of women contraindicated for OC use include women who are
taking Rx drugs that could cause adverse effects when used in combination
with OCs or women who have pre-diagnosed health conditions that could
cause adverse effects when using OCs. In both cases IWPR assumed these
women would be in contact with their physicians who would explain to them
the risk factors of using oral contraceptives. Older women who smoke are the
only group for whom medical guidance is not anticipated and who would,
therefore, be at risk of self-prescribing OCs without knowing the conse-
quences.

9 Average cost was derived from pricing information in the study conducted
by Ashraf, Amold and Maxfield (1994).

10 The risk factor used in this analysis is derived from risk in the general
population of women.

11 Sales figures for the OC market are based on 1999 numbers.

12 Itis unlikely that all 30 Rx brands will be launched in the OTC market.
However, because IWPR has no way of knowing exactly how many would be
switched to OTC status, we assume that all 30 brands will have drug store
versions.

13 Insurance companies would also gain if OCs were switched to OTC
status because most prescription plans would no longer cover the Pill. This
gain, however, is only a transfer from insurers to women and is, therefore, not
included as a separate benefit to society.
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