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| PUBLIC HEALTH THEN AND NOW |

How
the

PILL pe

LIFESTYLE DRUG

The Pharmaceutical Industry and Birth Control

in the United States Since 1960

Elizabeth Siegel Watkins, PhD

Marketing decisions, rather than scientific innovations, have
guided the development and positioning of contraceptive products
in recent years. | review the stalled progress in contraceptive
development in the decades following the advent of the Pill in
1960 and then examine the fine-tuning of the market for oral
contraceptives in the 1990s and 2000s. Although birth control
has been pitched in the United States as an individual solution,
rather than a public health strategy, the purpose of oral contracep-
tives was understood by manufacturers, physicians, and consum-
ers to be the prevention of pregnancy, a basic health care need
for women. Since 1990, the content of that message has
changed, reflecting a shift in the drug industry’s view of the con-
traception business. Two factors contributed to bring about this
change: first, the industry’s move away from research and devel-
opment in birth control and second, the growth of the class of
medications known as lifestyle drugs. (Am J Public Health.
2012;102:1462-1472. doi:10.2105/AJPH.2012.300706)
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IN MARCH 2011, THE SAN
Francisco Chronicle ran a front-
page story on contraceptives. It
began, “These days, choosing a
form of birth control can seem as
daunting as shopping for a new
laptop computer — the technol-
ogy is constantly changing and
there are just so many options.”*
Even though scores of different
brand-name and generic prod-
ucts are available on the Ameri-
can market, a closer inspection of
the contraceptive landscape
reveals a menu of birth control
options that relies on science that
is more than 50 years old. Since
the Pill was first approved in
1960, birth control continues to
work in only one of two ways: by
preventing fertilization or by pre-
venting ovulation. The barrier
methods—condoms, diaphragms,
cervical caps, and chemical sper-
micides—have existed for the bet-
ter part of a century (and in the
case of condoms, for centuries).
The modern intrauterine devices
(IUDs) became available in the
early 1960s, but they merely
improved on a method first intro-
duced in the 1920s. Hormonal

contraception—in which synthetic
hormones, either progesterone
alone or in combination with
estrogen, prevent ovulation—was
the truly innovative contribution
made by the Pill. The newer
methods that have come onto
the market since 1990—the
implant, the shot, the skin patch,
and the vaginal ring—simply pro-
vide different delivery systems
for the hormones to enter the
bloodstream.” Even the technolo-
gies behind these delivery sys-
tems (e.g., silastic capsules for the
implant, transdermal materials
for the patch) were developed in
the 1960s and 1970s. In the
world of contraception, scientific
and technological innovation has
been moribund for decades.
Why might women need new
methods of contraception? A few
statistics from 1990 confirm the
inadequacy of available methods.
An Institute of Medicine study”
of contraception that year
reported that almost 3 million
unintended pregnancies occurred
annually in the United States as
the result of contraceptive failure.
Half of the 1.5 million abortions
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in the United States every year
were performed to deal with
pregnancies resulting from con-
traceptive failure. One million
adolescent girls get pregnant
each year. Of women younger
than 50 years, 20% had been
sterilized, with another 15%
married to men who had vasec-
tomies; these people chose to
end their fertility rather than
deal with contraceptive alterna-
tives, but up to 10% of the
women regretted their decision
after remarriage or the death of
a child.* Although issues of
affordability; cultural constraints;
and access to health education,
information sources, and contra-
ceptives all influence the effec-
tive use of birth control, the
physical aspects of existing con-
traceptive technologies also play
a role in women’s decisions
about whether to use them.

Carl Djerassi, the chemist who
first synthesized an orally active
progesterone (which made oral
hormonal contraception possi-
ble), predicted this static state of
affairs 40 years ago in a pre-
scient article in Science titled
“Birth Control after 1984.”° In
1989, he revisited the topic of
contraceptive research and devel-
opment in “The Bitter Pill” pub-
lished in Science.® He attributed
the dearth of innovation to the
withdrawal of American pharma-
ceutical companies from the
field. In 1970, 13 major drug
firms were actively pursuing
birth control research and devel-
opment (of which nine were
American); by 1987, there were
only four (with just one located
in the United States). Little has
changed since then, despite the
continued success of the pharma-
ceutical industry and the expan-
sion of small biotechnology
enterprises. Djerassi identified
three reasons for “Big Pharma’s”
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flight from contraceptive
research: (1) two decades of
stringent and burdensome ani-
mal toxicology tests required by
the US Food and Drug Adminis-
tration (FDA), which greatly
increased the time and expense
of developing new products; (2) a
negative portrayal of the industry
by the media in the wake of Sen-
ator Gaylord Nelson’s congressio-
nal inquiry into the safety of the
Pill in 1970 and the Dalkon
Shield IUD disaster a few years
later; and (3) the increasingly liti-
gious nature of American society,
as the courts became the place to
seek restitution for injuries or
diseases attributed to drugs,
medical devices, or other toxic
substances. Twenty-two years
later, the conclusion Djerassi
wrote reads as an accurate reflec-
tion of our birth control land-
scape today:

All we can expect well into the
beginning of the 21% century
are minor modifications of exist-
ing methods: different delivery
systems for steroids, possible
improvements in sterilization
techniques and barrier meth-
ods, more precise indications of
the safe interval, and possibly a
more realistic reconsideration of
the IUD option. Such modest
developments will extend con-
traceptive use patterns, but they
will not affect our total depen-
dence on conventional 19" and
20™ century approaches to

birth control.”

What has changed over the
past several decades is how con-
traceptives—specifically, birth
control pills—have been mar-
keted. From the 1960s to the
1980s, pharmaceutical compa-
nies advertised birth control pills
expressly for the purpose of birth
control. Initial advertisements to
physicians in medical journals
(direct-to-consumer advertising
was not allowed until the mid-
1980s) promoted the novelty of
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Marketing decisions, rather than
scientific innovations, have guided the
development and positioning of next-generation
contraceptive products.

hormonal control of fertility and
the newly enlarged role of physi-
cians in family planning; later
advertisements focused on the
benefits to women in planning
when to have children. Pharma-
ceutical companies never mar-
keted oral contraceptive products
as beneficial to public health in
the United States; their sales tar-
gets were individual physicians
who catered to private patients.
However, organizations such as
the World Health Organization
clearly recognized that the Pill
was an “essential medicine,” one
that met “the priority health care
needs of the population” because
of its “public health relevance,
evidence on efficacy and safety,
and comparative cost-effective-
ness.”® Indeed, birth control con-
tinued (and continues) to be a
basic health care need for women
of reproductive age, but pharma-
ceutical companies have found
little incentive for investing in the
innovation of new methods.
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After largely abandoning these
avenues of research, pharmaceuti-
cal companies moved their mar-
keting of existing contraceptive
products away from the function
of fertility control. In the 1990s,
manufacturers began to promote
their new brands of oral contra-
ceptives to both physicians and
consumers explicitly as so-called
lifestyle drugs. Lifestyle drugs—the
term was coined in 1978—gener-
ally describe medications that are
designed to improve a person’s
quality of life by treating less seri-
ous conditions; they also have
been called cosmetic, life-enhanc-
ing, recreational, or discretionary.’
These new advertising campaigns
emphasized the secondary effects
of oral contraceptives—to treat
less-serious conditions such as
acne and premenstrual dysphoric
disorder and to reduce the fre-
quency of menstruation—rather
than the primary indication for
the prevention of pregnancy. This
shift from control of fertility to
control of pimples, moods, and
the menstrual cycle indicates that
pharmaceutical manufacturers

Ortho Tri-Cyclen advertisement.

Source. Image courtesy of the The Advertising
Archives.

chose to emphasize lifestyle
options more than contraception
for its own sake. Marketing deci-
sions, rather than scientific inno-
vations, have guided the
development and positioning of
next-generation contraceptive
products in recent years.

I review the stalled progress in
contraceptive development in the
decades following the advent of
the Pill and then examine more
closely the fine-tuning of the
market for oral contraceptives in
the 1990s and 2000s. Although
birth control has always been
pitched in the United States as an
individual solution rather than as
a public health strategy, the pur-
pose of oral contraceptives was
understood by manufacturers,
physicians, and consumers to be
the prevention of pregnancy, a
basic health care need for
women of reproductive age.
Since 1990, the content of that
message has changed, reflecting
a shift in the drug industry’s per-
ception of the contraception busi-
ness. This change was brought
about by the industry’s move
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away from research and develop-
ment in birth control and by the
growth of the class of medica-
tions known as lifestyle drugs;
these two trends were influenced
by economic, political, and cul-
tural factors, which I discuss later
in this article. In the final analy-
sis, the status of contraceptive
research and marketing today
results from decisions made by
the pharmaceutical industry to
maximize profits and to minimize
risks, decisions that have left
women with birth control options
that differ little from those avail-
able to their grandmothers in the
previous century.

THE PRIMACY OF THE PILL

Margaret Sanger recognized
the importance of reliable birth
control for public health 100
years ago. Fifty years later, her
dream of a “magic pill” became a
reality when the FDA approved
Enovid, the first progestin-estro-
gen oral contraceptive.'® The
birth of the Pill in 1960 dramati-
cally altered the contraceptive
landscape for women during its
first decades. In 1955, more than
half of the American women who
used birth control relied on either
condoms or a diaphragm.
Twenty-seven percent reported
using a condom most recently,
and 25% reported using a dia-
phragm. Ten years later, those fig-
ures had changed radically. In
1965, five years after the Pill was
approved, 27% of American
women reported use of the Pill,
189% used condoms, and just
10% relied on a diaphragm. By
1973, more than a third of Amer-
ican women (36%) used the Pill
for birth control; only 13.5%
reported using condoms, and a
mere 3.4% used a diaphragm."

The first advertisement for the
first oral contraceptive, G.D.
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Searle’s Enovid, showed the
image of the mythical persona
Andromeda breaking free from
manacles around her wrist to
symbolize the liberation of
women from the threat of preg-
nancy. The copy read,

From the beginning, woman has
been a vassal to the temporal
demands—and frequently the
aberrations—of the cyclic mech-
anism of her reproductive sys-
tem. Now to a degree hereto-
fore unknown, she is permitted
normalization, enhancement, or
suspension of cyclic function
and procreative potential. This
new physiologic control is sym-
bolized in an illustration bor-
rowed from Greek mythology—
Andromeda freed from her
chains.”

This advertisement appeared
frequently in medical journals
such as Obstetrics and Gynecology
and JAMA: The Journal of the
American Medical Association.
Another advertisement for
Enovid emphasized the novelty
of the use of synthetic progester-
one to alter the menstrual cycle:
“the first fully feminine molecule
for cyclic control of ovulation.”?
These advertisements made clear
the revolutionary nature of oral
hormonal contraception.

G.D. Searle had waited more
than a year after receiving FDA
approval to advertise Enovid in
the pages of medical journals.
The company worried about neg-
ative publicity and possible boy-
cotts of its other products because
of Roman Catholic opposition to
contraception. Its fears were
unfounded. When the success of
G.D. Searle’s Enovid became
apparent, other pharmaceutical
companies rushed to bring their
own oral contraceptive brands to
market. By 1970, Ortho, Syntex,
Parke-Davis, Eli Lilly, Upjohn,
Wyeth, and Mead Johnson had
received FDA approval for birth
control pills.** The advertisements
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for these new pills became
lengthier and glossier. Parke-
Davis introduced Norlestrin with
a three-page spread; Syntex’s
announcement of its product,
Norinyl, occupied a full eight
pages in Obstetrics and Gynecol-
ogy."® The Ortho Pharmaceutical
Company touted the superiority
of Ortho-Novum’s package
design; the “Dialpak” helped
remind patients to take the pills
daily.'® As the market became
more crowded, each company
sought to promote distinctive
aspects of what were essentially
similar products. These tactics
were not unique to the realm of
oral contraceptives; they were
characteristic of the whole phar-
maceutical enterprise, as compa-
nies increasingly produced slight
variations on one another’s prod-
ucts, what would later be
described as “me-too” drugs.

Although oral contraceptives
were technically marketed only
to physicians, consumers were
deluged with information about
the new pills in newspaper and
magazine articles. As Jeremy
Greene and David Herzberg
have shown, drug companies
employed public relations firms
to ensure popular coverage of
the latest prescription-only medi-
cations."” In the decades before
direct-to-consumer advertising,
American women received
ample exposure to news about
this contraceptive breakthrough,
and they went to their physicians
to ask for prescriptions for the
Pill. By the late 1960s, almost
nine million American women
were taking oral contraceptives
to prevent pregnancy.

Eager to capitalize on the suc-
cess of hormonal contraception,
researchers and birth control
advocates sought other ways to
deliver the hormones into wom-
en’s bodies. The subdermal
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To delay menstruation, one
10-mg. tablet of Enovid (brand of
norethynodrel with ethynylestra-
diol 3-methyl ether) may be given
daily, starting as late as day 22 of
the cycle. The daily dose should be
increased to 20 mg. if Enovid is
administered for longer than three
weeks.

Enovid is supplied as uncoated,
scored coral-colored tablets of
10 mg. each.

ient or to keep them away from
important events.

Enovid, with its reliable proges-
tational control of uterine cyc]ic‘

implant was one such adaptation.
It was designed for users who
could not or would not remem-
ber to take a daily pill, who did
not want to be permanently ster-
ilized, and who were unsuitable
candidates for the IUD. Although
the implant was not formally
approved for use in the United
States until 1990, research on
this method began in the 1960s
in the laboratories of the Popula-
tion Council, a private nonprofit
organization with an interna-
tional focus on population and
related concerns. The contracep-
tive shot was another new deliv-
ery form that was first developed
by Schering AG. One injection
provided three months of protec-
tion against pregnancy. In the
United States, Upjohn applied
for approval of its version, Depo-
Provera, in the late 1960s. Like
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Norplant, which was marketed
by Wyeth, Depo did not receive
FDA approval until many years
later, in 1992. However, in the
1960s, these developments,
together with the IUD, which
had been reintroduced into the
American market earlier in the
decade, seemed to promise fur-
ther innovation in the realm of
reversible contraception.

By the late 1980s, however, it
was clear that this promise had
not been realized. Along with
Djerassi’s “Bitter Pill” article came
several other publications lament-
ing the deceleration in contracep-
tive innovation. A 1988 article in
Family Planning Perspectives
asked, “Whatever Happened to
the Contraceptive Revolution?”'®
A series of meetings held by the
National Academy of Science
resulted in a 1990 book called
Developing New Contraceptives:
Obstacles and Opportunities,
which focused more on obstacles
than on opportunities.'® In 1995,
the editor of Family Planning Per-
spectives, Michael Klitsch, summa-
rized the stasis in contraceptive
research in an article titled “Still
Waiting for the Contraceptive
Revolution.”*°

Klitsch reviewed the factors
that others had identified as con-
tributing causes of the slowdown.
First, he noted the chilling effect
of product liability costs, resulting
from both individual and class
action lawsuits against contracep-
tive manufacturers. Second, he
pointed to the financial burden of
increased government regulation
of contraceptive products because
the FDA required more stringent
testing of experimental methods
in animals and humans. Third, he
enumerated several reasons for
changes in public opinions about
contraceptives. The enthusiasm
over the Pill in the early 1960s
had given way to concern about
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its side effects by the end of that
decade, intensified by media cov-
erage of these adverse health
effects. Klitsch attributed greater
public scrutiny of and skepticism
toward contraceptives in the
1970s (especially those pharma-
ceuticals and devices available by
prescription only) to the growing
influence of the consumer move-
ment and the women’s move-
ment. Although other drug
classes also encountered these
challenges, contraceptives faced
the additional burden of morally
freighted debates over their use.
The political dimension of Ameri-
can attitudes toward contracep-
tion was further complicated in
the 1980s by the emergence of
HIV and AIDS, against which
only barrier methods offered any
protection, and by the increas-
ingly acrimonious abortion con-
flict, which swept contraceptives
into its maelstrom. Collectively,
these factors thwarted enthusiasm
for exploring novel approaches to
preventing pregnancy. Finally,
Klitsch reported that the pharma-
ceutical industry saw limited
opportunities for growth (and
profits) in the contraceptive sector
of developed countries because
the market was already saturated
with existing products. Companies
feared that new contraceptives
would not attract enough new
users to be profitable or that they
might eat into the profits of their
products already on the market.
The safer bet was to stick with
current product lines, tinkering
here and there with the formula-
tions but not making any major
innovations.

Thus, tinkering is precisely
what the major manufacturers
did in the 1970s and 1980s. The
progestin component had already
been lowered in the 1960s from
the initial strength of 10 milli-
grams to one milligram per pill.

In response to studies that
showed the risk of blood clotting
in women who took oral contra-
ceptives could be reduced with a
lower dose of estrogen, manufac-
turers decreased the estrogen
component from 80 to 100
micrograms to 50 micrograms
and then even further to 35
micrograms. In the mid-1960s,
several companies introduced
sequential oral contraceptives,
which required women to take
estrogen-only pills for 14 days
and then estrogen-progestin com-
bination pills for six to seven days
(followed, as usual, by seven days
of placebo or no pills, to allow for
a menstrual period). Within a few
years, this regimen was found to
increase the risk of uterine can-
cer, and these formulations were
taken off the American market in
the mid-1970s.*' In the 1980s,
the multiphasics were introduced;
with these brands, women took a
series of two or three different
estrogen-progestin combination
pills (e.g., Ortho-Novum 7/7/7
was taken as follows: seven days
of 0.5 mg progestin and 35 pg
estrogen, then seven days of 0.75
mg progestin and 35 g estrogen,
then seven days of 1.0 mg pro-
gestin and 35 pg estrogen) to
more closely mimic the cyclical
fluctuations of sex hormones in a
woman'’s body. All of these for-
mulations were variations on the
original birth control pill intro-
duced in 1960: 21 days of oral
tablets containing one of a half-
dozen different synthetic proges-
tins in combination with one of
two synthetic estrogens.
Meanwhile, nonprofit organi-
zations undertook much of the
research, development, and test-
ing of alternative delivery sys-
tems for hormonal contraception.
The Population Council experi-
mented with a vaginal ring for
sustained release of hormones.
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It also managed the testing of
implants in countries such as
Chile, Finland, Denmark, Brazil,
Jamaica, and the Dominican
Republic prior to FDA approval.
Only after the testing was com-
plete and the Population Coun-
cil’s application for FDA approval

was successful did Wyeth-Ayerst A
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men. Beginning in the 1970s, the
World Health Organization spon-
sored a worldwide network of
chemical laboratories, located
mainly in developing nations, to
research male methods and later
organized large multisite clinical
trials to test the most promising of
these methods. Pharmaceutical
companies stayed away from
male hormonal contraception
until the late 1990s, when a
few—most notably, the Dutch firm
Organon—began to express inter-
est.?? As we know, however, no
male pill has yet come to fruition;
one researcher noted recently,
“The joke in the field is: The male
pill’'s been five to 10 years away
for the last 30 years.”?®

In the case of Norplant, and
perhaps the other long-acting
contraceptive methods, the Popu-
lation Council applied for FDA
approval not to market Norplant
in the United States but rather so
that the State Department’s
Agency for International Devel-
opment could make it available
to population control programs in
developing nations. Wyeth was
licensed as the American distrib-
utor of Norplant, hoping to
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broaden its presence in the
domestic contraceptive market-
place. Wyeth was already in the
business of selling birth control,
with several different Pill formu-
lations, but it had relatively low
expectations for Norplant in
1990, predicting that the implant
would capture an additional one
to two percent of the private sec-
tor and three to five percent of
the public sector in total contra-
ceptive sales.”*

Indeed, Norplant never
attracted more than two percent
of American contraceptive users
and for various reasons was
taken off the market after just
one decade. The other delivery
methods also did not garner a
significant segment of those using
contraceptives.?® By 2008, just
3.2% used the injectable Depo-
Provera (sold by Pfizer), 2.4%
used a vaginal ring (Merck’s
Nuvaring), and a total of 1.1%
used the patch (Ortho-McNeil’s
Ortho Evra) or the implant
(Schering-Plough introduced
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Implanon in the United States in Seasonale advertisement.
2006). IUDs are used by 5.5%,

just a fraction higher than the

Source. Obstetrics and Gynecology 102
(December 2003).

5.2% who report relying on
withdrawal as their primary
means of contraception. The top
of the contraceptive chart contin-
ues to be dominated by steriliza-
tion (27% of women had
undergone tubal ligation, and
10% of their male partners had
undergone vasectomies) and the
Pill (28%), with condoms well
behind in third place (16%).2°
Condoms have become more
popular since the advent of AIDS
and HIV in the 1980s as the
most effective way to prevent the
transmission of disease, but they
remain less effective than hor-
monal methods in preventing
pregnancy. Some 13.5% of
women reported using condoms
in combination with another
method to ensure against both
pregnancy and sexually transmit-
ted infections. Sterilization as a
form of irreversible contraception
began to rise in popularity in the
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1970s in the wake of concerns
about the safety of both oral con-
traceptives and IUDs and since
the 1980s has remained the
most common form of birth con-
trol in America.>” However, the
Pill still reigns as the most widely
used reversible type of
contraception.

PROMOTING THE PILL
ANEW

In recent decades, one trend
in the marketing of birth control
pills was the great expansion of
the oral contraceptive market-
place. A dramatic increase
in the number of different birth
control pills available in the
United States resulted from the
Drug Price Competition and Pat-
ent Term Restoration Act of
1984, also known as the “Hatch-
Waxman Act,” which set up the
modern system of generic drug
approval and regulation. By
2007, more than 90 brand-name
and generic oral contraceptive
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products were on the market in
the United States.*® Physicians,
pharmacists, and women could
choose pills based on price
because the action of these con-
traceptives, or their therapeutic
equivalence, was essentially the
same.”® Brand-name manufactur-
ers had to find a way to make
their products stand out from the
generic crowd.

One tactic was to develop
alternative forms of synthetic
progesterone. A so-called third
generation was developed in
the early 1980s. Following the
first-generation molecules, nor-
ethynodrel (used in G.D. Searle’s
Enovid) and norethindrone (used
in Syntex’s Norinyl and Ortho’s
Ortho-Novum), and the second-
generation molecules, such as
levonorgestrel (used in Norplant
as well as in oral contraceptives),
these compounds had high pro-
gestational activity and lower
androgenic activity. The high
progestational activity meant that
lower doses could be used; the

lower androgenic activity meant
fewer side effects, such as hirsut-
ism and acne, that sometimes
accompanied the older synthetic
progestins. Desogestrel, for exam-
ple, was tested and approved for
use in Europe in the 1980s; it
became available in the United
States in 1992, in the form of
Organon’s Desogen and Ortho-
McNeil’s Ortho-Cept.>® That
same year, Ortho-McNeil also
released Ortho Tri-Cyclen, which
used norgestimate. Like desoges-
trel, norgestimate was described
as a third-generation progestin,
and, like desogestrel, it had lower
androgenic activity than other
progestins. Ortho used this lower
androgenic activity as the basis
for its application to the FDA for
approval of Ortho Tri-Cyclen for
the treatment of acne. Although
physicians had been prescribing
oral contraceptives off-label for
acne treatment since the 1960s,
Ortho Tri-Cyclen was the first to
get formal FDA approval for this
indication, in addition to its
approved use in pregnancy pre-
vention. Thus, a second tactic
used by brand-name manufactur-
ers was to expand the approved
indications for certain oral
contraceptives.

A third tactic rebranded oral
contraceptives as drugs to sup-
press monthly menstruation. In
2003, DuraMed, a subsidiary of
Barr Pharmaceuticals, received
FDA approval to market Seaso-
nale, the first extended-cycle oral
contraceptive. Seasonale was
designed to be taken in three-
month cycles, instead of the
usual three-week cycles of other
formulations, thus reducing the
number of bleeding periods from
12 to four per year.® As in the
case of acne, the knowledge that
taking oral contraceptives contin-
ually would eliminate monthly
periods was not new. In fact, the
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first advertisement for Enovid in
1960 promoted it not for contra-
ceptive purposes but rather to
postpone menstruation “for con-
venience, for peace of mind, for
full efficiency on critical occa-
sions.”** Even the advertisements
that finally did promote Enovid
for contraception also made
mention of menstrual suppres-
sion. Consider the text of the
Andromeda advertisement refer-
enced earlier:

From the beginning, woman has
been a vassal to the temporal
demands—and frequently the
aberrations—of the cyclic mech-
anism of her reproductive sys-
tem. Now to a degree hereto-
fore unknown, she is permitted
normalization, enhancement, or
suspension of cyclic function [em-
phasis added] and procreative
potential.*®

In 2003, Barr formalized this
indication. After receiving FDA
approval, the company created
specialized packaging for Seaso-
nale that incorporated three
months’ worth of pills into a sin-
gle dispenser. It developed a pro-
motional campaign that targeted
physicians with sales visits, edu-
cational materials, and sample
kits and a parallel campaign that
targeted women with direct-to-
consumer advertising in maga-
zines and on television and the
Internet.®*

The most recent expansion in
indications for oral contracep-
tives has been Bayer’s successful
petition in 2006 to market its
Yaz brand as a treatment for pre-
menstrual dysphoric disorder
and acne. Yaz has yet another
synthetic form of progesterone,
drosperinone, which was initially
approved in 2001 for Bayer’s
Yasmin brand. Bayer’s brands
have been extraordinarily suc-
cessful; in 2006, Yasmin owned
17% of the global sales of oral
contraceptives.’® In 2009, Yaz
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was the best-selling oral contra-
ceptive on the American market.
Moreover, it was the 21st best-
seller among all prescription
drugs in terms of number of pre-
scriptions filled (almost 10 mil-
lion), and it ranked 50 overall in
terms of retail sales ($700
million).*®

Manufacturers aggressively
marketed these new uses for oral
contraceptives (acne treatment,
premenstrual dysphoric disorder
treatment, and menstrual sup-
pression) directly to consumers,
thanks to the permission granted
for pharmaceutical advertising in
print media in the mid-1980s
and the extension of that adver-
tising to television in 1997. Of
course, direct-to-consumer adver-
tising only expanded the ways in
which consumers could get infor-
mation about prescription drugs.
Indeed, consumers have been
actively engaged in selecting
their own medications for centu-
ries. In the modern era—after the
Durham-Humphrey Amendment
to the Food, Drug, and Cosmetic
Act established the category of
prescription-only drugs in the
United States in 1951 —access to
drugs became more restricted.
Nevertheless, public relations
efforts, as discussed earlier,
ensured that consumers were
made aware of the latest phar-
maceutical products available
from the local pharmacy with a
prescription from a physician.
The oral contraceptive is an
excellent example of such a pre-
scription drug, and the practice
of women going to their physi-
cians and asking for the Pill to
prevent pregnancy dates to the
early 1960s.

The advertising of oral contra-
ceptives for their secondary
effects that began in the 1990s
raises the question of whether
the pharmaceutical industry is
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now marketing birth control pills
as lifestyle drugs, a term that
became a full-fledged member of
the scientific and popular lexicon
in 1998. A study of English-lan-
guage uses of the terms lifestyle
drugs and lifestyle medicines
found only a few dozen mentions
per year in the scientific litera-
ture (as indexed by MEDLINE,
Embase, and PubMed) and the
popular literature (as indexed by
LexisNexis) before 1998; that
year, the number shot up to
more than 400. From 1998 to
August 2003, the terms
appeared some 2600 times.”’
It seems inaccurate, and
anachronistic, to describe the
birth control pill as the first life-

The advertising of oral contraceptives for
their secondary effects that began in the
1990s raises the question of whether the

pharmaceutical industry is now marketing birth

control pills as lifestyle drugs, a term that

became a full-fledged member of the scientific

and popular lexicon in 1998.

style drug, as some historians
have suggested.*® Although it
was the first prescription medica-
tion meant to be taken by
healthy people, this categoriza-
tion diminishes the significance
of oral contraceptives in meeting
a critical and basic health need
for both individuals and popula-
tions—namely, the need for a
reliable and effective method for
preventing pregnancy. However,
in the more recent marketing of
oral contraceptives, do these new
indications fit the description of a
lifestyle drug?

Part of the problem in making
this assessment is the vagueness
of the concept of lifestyle drugs.
No single definition exists,
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although there seems to be some
consensus on the broad contours
of the category, if not on the spe-
cific drugs and indications within
that classification. The authors of
a piece in the British Medical
Journal in 2000 provided this
working description:

a lifestyle drug is one used for
‘non-health’ problems or for
problems that lie at the margins
of health and well-being. . . . A
wider definition would include
drugs that are used for health
problems that might be better
treated by a change in lifestyle.*’

Joel Lexchin, an associate pro-
fessor in family and community
medicine at the University of
Toronto, concurred in a commen-
tary in the Canadian Medical
Association Journal. He proposed
that lifestyle drugs fell into two
groups: “any drug intended or
used for a problem that falls into
the border zone between the
medical and social definitions of
health” and “those intended to
treat diseases that result from a
person’s lifestyle choices.”° A
Nature Medicine writer offered a
vague description illustrated with
examples: lifestyle drugs were
“medicines that treat conditions
associated with lifestyle such as
weight-loss tablets, anti-smoking
agents, impotence therapies and
hair restorers.”*' Most commen-
tators agree that the definition is
variable, depending on the
patient and the context in which
he or she is experiencing a given
condition for which a drug prod-
uct might be prescribed. In the
2000s, most also agreed that the
issue was not merely one of
semantics but also associated
with serious financial implica-
tions as managed care and third-
party payers debated whether to
pay for certain drug classes.

Given these definitions, it
would be hard to argue that oral
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contraceptives taken solely for
the purpose of controlling fertil-
ity should be considered lifestyle
drugs. Birth control pills are not
cosmetic, enhancing, recreational,
or discretionary but confer a sig-
nificant health benefit (the avoid-
ance of pregnancy) on their
users. However, the secondary
effects for which some brands
are promoted can fit the lifestyle
characterization. Acne, periodic
moodiness, and monthly bleed-
ing are common conditions that
constitute inconveniences,
unpleasantness, and varying
degrees of suffering, but they are
not life threatening or wholly
debilitating.

The newest brands of birth
control pills are not being mar-
keted solely for the primary indi-
cation of family planning. For
example, advertisements for Sea-
sonale and its more recent itera-
tion, Seasonique, promote
freedom from menstruation, not
freedom from pregnancy.** Yaz's
slogan, “Beyond Birth Control,”
signaled that its real purpose was
to deal with the miseries resulting
from menstruation, such as head-
aches, irritability, and pimples.*®
Pharmaceutical manufacturers are
not selling contraception per se as
a lifestyle option; rather, they
pitch menstruation as an annoy-
ing condition to be ameliorated
by their products. The emphasis
on secondary effects instead of
the primary indication in adver-
tisements represents an attempt to
differentiate products in a
crowded field because no one
brand can claim superior efficacy
in the prevention of pregnancy.**
When the contraceptive aspect
takes a back seat, the Pill appears
to be a veritable lifestyle drug.

As a result, oral contraceptives
have found themselves on lists of
lifestyle drugs, along with antide-
pressants and treatments for
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erectile dysfunction, smoking
addiction, obesity, wrinkles, and
male pattern balding.** This shift
in image has economic implica-
tions: for example, BlueChoice
HealthPlan of South Carolina
included several brands of oral
contraceptives on its “2011 Life-
style Medication List” of drugs
not covered under the plan’s
pharmacy benefit.*®

Note that Bayer’s “beyond
birth control” claims for Yaz have
not gone unchallenged. In 2009,
the FDA objected to the mislead-
ing nature of Yaz television com-
mercials and forced Bayer to run
a revised $20 million advertising
campaign as a corrective.*” Yaz is
also the subject of thousands of
lawsuits filed by women who
experienced adverse health
effects. Its synthetic progesterone
and its indications may be differ-
ent from those of earlier oral
contraceptives, but this kind of
litigation is not new. Since the
1960s, women have turned to
the courts to seek restitution for
injuries or diseases they believed
were caused by hormonal con-
traceptives, including not only
the oral pills but also the subder-
mal implants, skin patches, and
vaginal rings. Recall that the
increasingly litigious nature of
American society was one of the
reasons cited by Carl Djerassi to
explain why the pharmaceutical
industry moved away from con-
traceptive research and develop-
ment in the 1980s.

The trend to sue for damages
in courts of law has not been lim-
ited to hormonal contraceptives.
More than 4000 lawsuits were
brought against A.H. Robins, the
manufacturer of the Dalkon
Shield IUD, which led that com-
pany to file for bankruptcy in
1985 and three other companies
to take their IUDs off the Ameri-
can market.*” In 1986, a woman

won a $5.1 million lawsuit
against Ortho Pharmaceutical for
her claim that its contraceptive
jelly product caused deformities
in her infant.** In the 1990s,
some 50000 women had joined
class action lawsuits against Nor-
plant.*® American Home Prod-
ucts, Wyeth'’s parent company,
eventually settled the largest suit
for a modest $54 million, but just
two months later, it cost the same
company $3.75 billion to settle
the lawsuits over fenfluramine/
phentermine, the diet pill combi-
nation that caused heart valve
damage in users.”’ Around the
same time, more than 19000
individuals filed lawsuits against
Dow Corning and other manufac-
turers of silicone breast implants.
A class action suit resulted in a
settlement that set aside $4.25
billion for claimants around the
world.?* Pharmaceuticals and
medical devices designed for
long-term use, such as contracep-
tives, or for cosmetic purposes,
such as breast implants, are par-
ticularly susceptible to consumer
lawsuits.

Today, women looking to join
suits against Yaz as potential
claimants can easily find informa-
tion at Web sites such as http://
www.yaz-side-effects-lawyer.com,
http://www.yaz-yasmin-lawsuit.
com, and http://yazlawsuit-info.
com. Similar sites exist for those
women seeking to file claims
against the birth control patch,
Ortho-Evra. These lawsuits repre-
sent women’s dissatisfaction with
existing methods of contracep-
tion. This dissatisfaction suggests
that birth control might have
something in common with
another “feminine technology”:
brassieres. According to historian
of technology Judith McGaw,
when women are asked about
their bra decisions, they “talk in
terms of making the best of a
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limited array of choices or find-
ing something less unsatisfactory
than their previous choice.”*® In
similar fashion, women make the
best of the limited array of con-
traceptives and choose the one
that is least unsatisfactory. Phar-
maceutical companies have been
content with this status quo,
offering women small lifestyle
add-ons to basically the same old
oral contraceptives, seeking to
maximize profits and minimize
losses rather than to develop true
innovations in birth control.
Therefore, for the past 50 years,
the Pill has retained the dubious
honor of being the least unsatis-
factory choice in contraception
for American women. |
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