
Few sectors of the economy have provided
more benefits to consumers than the pharmaceu-
tical industry. Drugmakers have been vilified by
patients and politicians alike, however, because of
what they see as unreasonably high drug costs. 

Yet medicine is not the most important com-
ponent of the recent rise in health care expenses.
Moreover, the primary reason for current increas-
es in total drug costs is that more and more peo-
ple are using newer medicines—which means that
consumer benefits are rising even faster.

Simplistic comparisons between drug costs in
the United States and those in other countries have
little value. Economic wealth, exchange rates, prod-
uct liability rules, price controls, and other factors all
contribute to the price of drugs. 

More important, prices for U.S. pharmaceuticals
are not excessive relative to the benefits they offer.
Drugs have contributed to the sharp reduction in
mortality rates from many diseases, including AIDS
(Acquired Immune Deficiency Syndrome). Phar-
maceuticals also reduce the cost of alternative treat-
ments. Thus, restricting access to the newest and best
drugs can be economically counterproductive. 

Unfortunately, the only way to develop new

drugs is to invest heavily in research and develop-
ment. The $30 billion spent annually by U.S. drug-
makers dwarfs the budget of the National
Institutes of Health and investments by foreign
drug companies. Profits of U.S. firms tend to be
high, but not uniformly so, and they create a “vir-
tuous cycle” that encourages more R&D to create
new medicine.

Yet industry critics propose everything from
socialized medicine to price controls and limits on
patents. Such measures would, however, reduce
incentives to create new medicines. It is true that
some people, especially poor people in less-devel-
oped countries, lack sufficient access to pharma-
ceuticals. Private charity at home and abroad
should make pharmaceuticals more available to
people who are most in need, and Washington
should include a drug benefit as part of overall
Medicare reform. In the meantime, states should
help needy seniors through limited pharmaceutical
access programs. 

Policymakers must avoid taking steps that
would, intentionally or not, wreck a world-leading
industry and deny people access to life-saving
medicines.
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Introduction

Few sectors of the economy have been
more successful or provided greater benefits
than the pharmaceutical industry. Many
Americans owe their health and lives to new
products that emerge on a regular basis from
that industry. In the coming years genetic
research is likely to dramatically expand the
benefits of pharmaceutical research and
development.

One might fairly expect most people,
especially those who are ill, to be grateful.
However, demonstrators around the world
are targeting the pharmaceutical industry—
apparently for daring to sell the AIDS drugs
that it created at high cost. The tone for the
war on “Big Pharma” was set in the 2000
presidential race, when then–vice president
Al Gore campaigned against drugmakers
with faux populist rhetoric: “Big tobacco, big
oil, the big polluters, the pharmaceutical
companies, the HMOs, sometimes you have
to be willing to stand up and say no, so fam-
ilies can have a better life.”1 It was an aston-
ishing comparison that equated companies
that make life-saving products with compa-
nies that are often accused of harming con-
sumers. Yet in the same speech, the vice pres-
ident acknowledged “a time of almost
unimaginable medical breakthroughs”—pro-
duced by the very companies he was attack-
ing.2 Although George W. Bush won the elec-
tion, his administration largely abandoned
its defense of drug patents at later meetings
of the World Trade Organization. In the fall
of 2001, Department of Health and Human
Services secretary Tommy Thompson implic-
itly threatened to override Bayer’s patent for
Cipro if the company did not sharply cut the
drug’s price during negotiations to purchase
a large quantity for protection against the
new threat of anthrax bioterrorism. 

Legislators have been even more hostile.
Rep. Bernard Sanders (I-Vt.) argues that
because people can’t afford necessary drugs,
“many are suffering and even dying.”3

Instead of lauding drugmakers for prevent-

ing pain and death, he blames them for caus-
ing pain and death.

State officials voice similar criticism. West
Virginia governor Bob Wise (D) says that
pharmaceutical prices are “outrageous” and
warns that big, brand-name drug companies
are “going to be spreading lies and half-
truths” in response to his state government’s
efforts to control the prices they charge.4

The rhetorical assault has been backed by
legislative attacks, which have left the phar-
maceutical companies under siege. One lob-
byist told the National Journal: “The industry
has gotten a lot of bad press, and it seems
that, each day, there’s a new headline. I think
it’s going to be increasingly difficult to win
battles. Everybody’s looking at the PhRMA
[Pharmaceutical Research and Manufact-
urers of America] companies as villains.
They’re really getting nailed.”5

On what seems to be a daily basis, both
federal and state politicians are putting for-
ward proposals for various forms of price con-
trols, patent invalidations, and advertising
restrictions. The hunt is on for more generous
drug benefits at lower prices. A potentially
unprecedented expansion of the Medicare
entitlement in the form of prescription drug
benefits has become the top domestic policy
issue in Congress. Whether those benefits will
be managed in private competitive markets or
subjected to centralized price controls remains
to be seen. State legislators faced with bloated
Medicaid program budgets have latched on to
high drug prices as the key culprit. The politi-
cal appetite for increased Medicare and
Medicaid drug benefits shows no sign of abat-
ing. Many officeholders hope to feed it with a
steady diet of mandatory price ceilings, weak-
ened patent rights, and restrictive drug formu-
laries (lists of covered and preferred drugs).
Increasingly, policymakers treat the innovative
drug industry like a political piñata—whack-
ing it with accusations and threats while
expecting it to yield its treasured prizes. 

Others fault drug companies for advertis-
ing their wares too directly and aggressively
to consumers, claiming that such advertising
merely increases purchases of high-priced
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“me-too” drugs that offer little therapeutic
advantage over cheaper and older ones.
Drugmakers are also accused of exploiting
legal loopholes to extend their patented drug
monopolies well beyond reasonable bounds. 

Negative treatment of drugmakers in the
media may have hit its peak last May, when
ABC News aired an hour-long special report,
“Bitter Medicine: Pills, Profit and the Public
Health,” which leveled a series of one-sided
charges against the pharmaceutical industry.
The program stated that there was little evi-
dence that the huge increase in drug spend-
ing over the past six years has dramatically
improved the health of Americans. Narrator
Peter Jennings observed that much of the
profit from prescription drug sales comes
not from breakthrough drugs but from
drugs that are similar to already popular
medications. ABC News quoted National
Institute of Health Care Management
Foundation president Nancy Chockley as
finding that “most of the growth was really
in drugs that did not show any significant
clinical improvement.” Jennings made other
accusations about the drug industry, includ-
ing that its lawyers and lobbyists have created
or found so many loopholes in the patent
laws that some generic drugs are delayed or
never get to market. The program concluded,
“The rules by which this hugely profitable
industry operates do not always serve cus-
tomers adequately.”6

Even in the aftermath of last fall’s elec-
tions, which restored Republican Party con-
trol of both houses of Congress and a mar-
ginally more favorable Capitol Hill climate
for the pharmaceutical industry, the crusade
against drug companies continues. The heat
is still on brand-name drugmakers to yield
more of their profits and the patent rights
that protect them so that generic imitators
can flood the market with lower-cost ver-
sions of today’s drugs and officeholders can
dispense them more widely to public health
program beneficiaries. Whether the issues
ahead are indirect price controls, coerced
“discounts,” dilution of patent rights, re-
importation of U.S.-manufactured drugs

from lower-priced foreign markets, or old-
fashioned political scapegoating, the com-
mon focus is to force down prices. Under one
guise or another, government would confis-
cate revenue from firms, in effect seizing
their property. 

The steady political barrage aimed at
“demonizing drugmakers” is having danger-
ous effects. The most recent annual survey by
the polling firm Harris Interactive finds that
the public image of pharmaceutical firms has
plummeted over the last five years. In 1997,
79 percent of respondents thought that drug
companies did a good job of serving their
consumers; in 2002, only 59 percent did.7

Although brand-name drug manufacturers
have not yet sunk to the political pariah sta-
tus of tobacco companies, oil companies, and
HMOs, it increasingly seems that the more
good drugmakers do, the more hated they
become. 

The Problem of Costs

What’s driving the political attacks on the
pharmaceutical industry is the rising cost of
prescription drugs. In its latest survey on
drug pricing, the NIHCM Research and
Educational Foundation found total phar-
maceutical outlays rising 17.1 percent during
2001—almost twice as much as the annual
increase in total medical expenditures (9.6
percent) and much more than overall med-
ical inflation (2.3 percent).8 NIHCM expect-
ed drug costs to continue rising, at a 13.5 per-
cent rate in 2002, an average 11.7 percent a
year between 2003 and 2007, and a some-
what slower average annual rate of 10.3 per-
cent between 2008 and 2011.9

With government outlays accounting for
more than 45 percent of all health care
spending (plus another 10 percent in tax sub-
sidies for private health insurance premi-
ums), soaring drug costs weigh heavily on
federal and state government budgets,
encouraging legislators to clamp down. For
example, Medicaid spending for outpatient
drugs increased by an average of 18.1 percent
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per year from 1997 to 2000, compared to 7.7
percent for total Medicaid expenditures.10

Officeholders would prefer to offer even
more generous drug benefits to their citizens,
but without asking them to pay most, if not
all, of the costs.

Moreover, some of their constituents are
accustomed to insurance coverage for most
other forms of medical care that, from an
insured person’s perspective, appears to be
largely free, and they therefore complain
about rising out-of-pocket costs for prescrip-
tion drugs. In particular, the traditional
Medicare program does not provide outpa-
tient prescription drug benefits, and even
other supplemental private insurance cover-
age for seniors requires significant copay-
ments and cost sharing. For example, only 28
percent of outpatient prescription drug
expenditures was paid out of pocket in 1998
across the entire U.S. population, but 50 per-
cent of drug expenditures was paid out of
pocket by the average Medicare beneficiary in
1996.11 Moreover, approximately one-third of
all Medicare seniors lack any insurance cover-
age for outpatient prescription drugs. Unless
they qualify for subsidized drug discount
cards or state-based assistance programs,
seniors who don’t have drug coverage lack bar-
gaining clout and must pay cash to meet the
highest retail prices in the marketplace. 

More recently, even workers and families
with private insurance coverage for prescrip-
tion drugs increasingly see themselves at
greater financial risk. Pressured by the rising
costs of health plan benefits, their employers
and health insurers are asking them to share
more of the costs of prescription drugs by pay-
ing higher copayments when they fill prescrip-
tions for brand name (nongeneric) drugs.

Thus, many patients are more likely to
know when pharmaceuticals cost more, even
if they otherwise pay little or no attention to
higher charges by doctors and hospitals that
are covered by comprehensive third-party
insurance. This disparate treatment in health
care expenditures increases sensitivity to ris-
ing drug prices and fuels political demands

for expanded coverage and lower prices.
Even more sensitive to prices are AIDS

patients in poor nations. AIDS is a hideous
disease, difficult enough to treat in wealthy
industrialized countries. It poses an even
greater crisis in less-developed nations, where
the standard treatment regimen costs many
times the local per capita income. Concern for
the impoverished has spurred the anti-phar-
maceutical campaign to go international.

Alas, drug industry critics have gotten the
issue almost entirely wrong, from the statistics
they cite to the solutions they promote. Their
insistence on crude government intervention
to lower drug prices, rather than dynamic
market-based innovation to improve our over-
all health, risks killing the goose that lays the
golden eggs.

Torturing Statistics
Despite conventional political assump-

tions, prescription drugs are not the driving
force behind rising health care costs. In fact,
hospital care costs were the most important
component of rising health care expenses in
2001, accounting for 51 percent of the
increase.12

Nor are costs rising so fast because drug-
makers are hiking prices. It only seems so
because, as the old adage goes, if you torture
statistics long enough, they will confess to
anything. According to the NICHM Research
and Educational Foundation, just 37 percent
of the rise in retail prescription drug spending
in 2001 was attributable to price hikes. More
of the drug spending increase was caused by
other factors: 39 percent represented an
increase in the use of drugs, and the remaining
24 percent a shift to the use of newer, more
effective, and thus more expensive pharma-
ceuticals.13 As the foundation observed in its
May 2001 report on annual drug expendi-
tures, “Simply put, Americans are demanding,
and physicians are prescribing, a higher vol-
ume of medicines every year.”14

This is not a new phenomenon. Between
1996 and 1999 a rising number of pharma-
ceutical consumers accounted for 14 percent
of increases in drug spending, and a rising
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number of prescriptions per consumer gen-
erated 38 percent of the increase. The latter
rose most rapidly among people aged 65 and
above.15 Actual price increases, in contrast to
higher usage, are likely to be tempered in
coming years by the expiration of aging
patents. In August 2000, the NIHCM esti-
mated that, between 2000 and 2005, existing
brand-name drugs that would account for
nearly $20 billion in cumulative U.S. spend-
ing were scheduled to go off patent and face
competition from lower-cost generics that
would be likely to drive down their prices.16

Nor do lower prices overseas demonstrate
that firms are overcharging U.S. consumers.
In recent years, American politicians have
organized well-publicized bus trips to
Canada to allow constituents to purchase
pharmaceuticals at lower prices. “There’s no
question that prescription drugs cost too
much in this nation,” claimed Sen. Jim
Jeffords (I-Vt.).17

No question? Simplistic international
cost comparisons must be viewed with skep-
ticism. Prices in other nations generally
reflect the lower incomes in some countries
and the highly politicized nature of most for-
eign health care systems that rely on price
controls and access restrictions. Exchange
rate variations also matter, because America’s
relatively strong dollar makes drugs overseas
seem particularly cheap.

Patricia Danzon of the Wharton School
notes that drug prices in Mexico, for exam-
ple, are low compared to those in Europe as
well as in the United States, because Mexico
has a much lower per-capita income and
spends far less on health care and pharma-
ceuticals (around one-tenth and one-third of
U.S. levels, respectively). The Mexican govern-
ment also regulates drug prices and provides
only limited patent protection for pharma-
ceuticals.18

What about the much-touted lower drug
prices in Canada? They partly reflect slow
growth in the Canadian economy and the
decline of the Canadian dollar, which has lost
nearly a quarter of its value over the past
decade. As a result, many goods—not just pre-

scription drugs—are cheaper there than in the
United States. Canadians also benefit from
less, and less expensive, product liability litiga-
tion. Economist Richard Manning estimates
that one-third to one-half of the drug price
differential between the two countries is due
to the higher cost of liability litigation in
America.19 Danzon also points to differences
between Canada and the United States in the
degree of patent protection and price controls
that are applied to pharmaceutical products.20

When Dr. John Graham, director of the
Pharmaceutical Policy Research Center at
Canada’s Fraser Institute, and Tanya Tabler, a
student at the Faculty of Pharmacy at the
University of Alberta, recently surveyed prices
on both sides of the U.S.–Canada border, they
found that although drug costs were lower in
Canada, the price differences within the two
countries meant that “a shopper can save
almost as much money by bargain hunting
within his own area as by crossing the bor-
der.”21

After adjusting cross-national drug price
differences for such factors as the role of
generics (which have a relatively larger mar-
ket share in the United States), volume dis-
counts, and frequency of use, Danzon and
Jeong D. Kim found, using 1992 data, “that
the average U.S. consumer would have paid 3
percent more in Canada, 27 percent more in
Germany, 30 percent less in France, 9 percent
less in Italy, 8 percent less in Japan, 44 per-
cent more in Switzerland, 9 percent more in
Sweden, and 24 percent less in the UK.”22

New Drug Development Improves
Patient Treatment and Well-Being

A narrow emphasis on the cost of prescrip-
tion drugs is misguided in another way. Prices
cannot be debated in isolation. Drugs do not
simply represent unnecessary expenses that
need to be controlled (although medical pro-
fessionals are as apt as patients to think in
these narrow terms).23 Even though the steadi-
ly increasing demand for drugs drives up their
prices and overall cost, that demand reflects
the premium that Americans place on
improved well-being. That is, more patients
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utilize drugs to meet their medical needs more
effectively. 

The highest-priced drugs do not represent
luxury goods; they address serious and
painful conditions. About half (50.6 percent)
of the $22.5 billion increase in retail drug
spending in 2001 occurred among just nine
categories of medicines—those used to treat
depression, high cholesterol, diabetes, arthri-
tis, high blood pressure, pain, allergies,
ulcers, and other gastrointestinal ailments.24

Consumers demand pharmaceuticals
because they offer enormous benefits. Some
400 new drugs ended up on the market during
the 1990s because people desired them, just as
they wanted thousands of other new prod-
ucts—computers, software, cell phones, autos,
SUVs, and much, much more. As J. D. Kleinke,
president of Health Strategies Network, puts
it, “medical progress is expensive.”25

For instance, cancer is a scourge that touch-
es many of us in a personal way. Pharmaceutical
producers are fighting back. “Cancer Doctors
See New Era of Optimism” was the headline for
one recent article in the New York Times.26 That
optimism stems from the fact that drugmakers
had more than 400 anti-cancer medicines in the
pipeline in 2001.27

Not all of those innovations will work, of
course, and even those that do may become
available too late for some people. Yet anti-can-
cer medicines under development embody dra-
matic hope for the future: 68 address lung can-
cer, America’s deadliest cancer; 59 combat
breast cancer; 55 go after colon cancer; 52
attack prostate cancer; and another 52 target
skin cancer, a common risk facing anyone who
regularly works or plays outdoors.28 Dr.
William Gradisher of Northwestern University
reports: “For ten years, what we have all been
hoping for is new biological therapies. Now
almost every company has several in develop-
ment. There is a plethora of new drugs.”29

Merck is working on a vaccine for cervical can-
cer.30 Even thalidomide, the anti–morning sick-
ness drug that caused birth defects, has been
enlisted for use in the war on cancer.31

So fast are the advances coming that one
doctor repeatedly operated on Minnesotan

Todd Hendrickson in order to “keep Mr.
Hendrickson alive so he could keep searching
for a medical cure.”32 In August 2000,
Hendrickson became the first patient to take
the drug Gleevec, approved by the Food and
Drug Administration three months before, and
he remained alive the following year.33 Gleevec
is thought to be just one of a “new generation
of cancer fighters,” reports Nicholas Wade in
the New York Times, that “will be the long-await-
ed payoff for decades of research into the mole-
cular biology of cancer. Unlike chemotherapy
and radiation, blunderbuss weapons that
attack healthy as well as cancerous cells and can
cause severe side effects, the new agents are
designed to kill cancer cells alone. In principle,
they should eliminate malignancies more effec-
tively while being far gentler on the patient.”34

Nor are pharmaceutical companies target-
ing only cancer. Xigris, which combats sepsis,
an infection of the bloodstream, was approved
in November 2001. “We’re talking about tens of
thousands of lives per year potentially saved by
this product if used appropriately,” predicts Dr.
Jay Siegel of the FDA.35

There are 122 drugs under development
for heart diseases and strokes. Congestive
heart failure and strokes are each the targets
of 18 medicines in development; peripheral
vascular disease is the target of 12; adjunctive
therapies and hypertension are each the tar-
get of 11 prospective drugs.36

Drugmakers are developing nearly 100
new products to fight AIDS and AIDS-relat-
ed conditions.37 Although hopes for a vaccine
have been raised and dashed before, the
prospect seems to be improving: “Experts
now dare to say they may finally be on a path
to a vaccine that will offer at least some pro-
tection,” reports Denise Grady in the New
York Times. “They are hedging their bets, cau-
tioning that a finished product is probably
still 10 years away. But scientific advances
have led to renewed enthusiasm.”38

Another 256 medicines will strike infectious
diseases of all sorts, including hepatitis, pneu-
monia, staph infections, and sexually transmit-
ted diseases like herpes and gonorrhea.39 A
number of vaccines, ranging from improved
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polio compounds to new treatments to prevent
cocaine addiction, Alzheimer’s, and traveler’s
diarrhea, are also in process.40 Drugs are being
developed to combat more mundane condi-
tions, such as high cholesterol, psoriasis, and
obesity.41 Even something as simple as an anti-
histamine to ameliorate an allergy for cat hair
can dramatically improve the quality of life
(and make a marriage possible).42 One can look
at the benefits another way: 358 medicines
under development address more than 30 dis-
eases that disproportionately afflict women.43

Existing compounds are often found to
have new uses. For example, pain relievers may
help prevent Alzheimer’s.44 Statins, used to
lower cholesterol, appear to reduce the likeli-
hood of strokes as well as heart attacks.45

All told, pharmaceutical advances have
transformed health care. “Three decades ago
medical technology was rather primitive by
today’s standards,” says Dr. E. M. “Mick”
Kolassa of the University of Mississippi
School of Pharmacy. “Today, physicians have
at their disposal medications and technolo-
gies that provide for the immediate diagnosis
and treatment of most of the disorders that
affect modern man.”46 Charting the human
genome is opening up new, even more dra-
matic vistas, in which drugs are likely to be
customized to individuals and potential side
effects charted and avoided.47 Sean Lance,
CEO of the biopharmaceutical firm Chiron,
predicts, “We are going to win over HIV,
malaria, and tuberculosis because of
biotech.”48

Reduced Mortality
By one estimate, new prescription drugs

accounted for nearly half (45 percent) of the
variation of the reduction in mortality
among different diseases between 1970 and
1991. Longevity has increased seven years
since 1960 alone. According to Columbia
University Graduate School of Business pro-
fessor Frank Lichtenberg, “On average, each
new drug approved during the period
1970–91 is estimated to have saved 11,200
life-years in 1991 (and presumably continued
to do so in subsequent years).”49

Pharmaceuticals are an especially impor-
tant reason why deaths from AIDS in the
United States have dropped from 50,610 in
1995 to 15,245 in 2000. When that disease
was first identified in the early 1980s, there
was no treatment. In 1987, there was just
one. Now there are 64 different AIDS drugs
available, with more than a hundred more in
development. Among the 25 top-selling cate-
gories of drugs in the United States, the most
expensive are those designed to treat HIV
(human immunosuppressive virus) and
AIDS.50

Seniors are disproportionately heavy con-
sumers of drugs as well as other forms of health
care—spending about three times as much as
those under 65. As a group, seniors also benefit
disproportionately: the relationship between
drug expenditures and life expectancy is
stronger at age 60 that it is at age 40.51

Saving Money
Medicines do more than extend lives.

They improve the quality of lives—not just
the patients’ lives but the lives of their family
members and other caregivers. Pharmaceuti-
cal products provide economic benefits as
well by reducing other medical expenditures
by, for example, lowering the rate of hospital-
izations, surgeries, and other invasive med-
ical treatments. One recent study of the use
of anti-AIDS drug cocktails calculated that
the drugs actually saved $2,000 annually by
reducing hospitalizations.52 More broadly,
Lichtenberg used data from the 1996
Medical Expenditure Panel Survey and con-
cluded that replacing 1,000 prescriptions for
older drugs with 1,000 prescriptions for
newer drugs would increase drug costs by
$18,000 but slash hospital costs by at least
$44,000.53

More generally, Lichtenberg figures that
every $1 increase in pharmaceutical expendi-
tures actually lowers hospital spending by
$3.65. Although use of drugs might increase
physician care, leading to a $1.54 increase in
ambulatory care, Lichtenberg reports that
because pharmaceutical R&D spending is so
small in comparison to total hospital care
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expenditures, “pharmaceutical R&D spend-
ing would reduce total health expenditures
(including pharmaceutical R&D) if it
reduced hospital expenditure by as little as
about 2 percent.”54

In sum, as health care analyst Kleinke
explains:

Added pharmacy costs that offset
other medical costs represent the
economics of progress. They reflect a
profound, permanent movement in
our health care system away from
medical labor and toward medical
technology—a belated catching-up
of health care with the rest of the
“new economy.” The added costs
associated with breakthrough drugs
represent a major structural shift
from the provision of traditional
medical services to the consumption
of medical products, a systemic rota-
tion from labor to capital.55

Thus, government actions that discourage
creation and distribution of drugs will “save”
money only at enormous cost. People will die
sooner. Their lives will be more painful. And
other health care expenditures will rise.

Profits, Prices, and Progress

Related to complaints about the rising
costs of newer drugs are complaints about
profits in the pharmaceutical industry. Here,
too, raw numbers must be treated with cau-
tion and not analyzed out of context. For
example, the drug industry has been attacked
for having average profits of 19 percent. In
fact, adjusting for accounting vagaries
involving R&D investments (which are writ-
ten off as current expenses instead of depre-
ciated over time), the actual return is 9 per-
cent.56

There are a number of ways to measure
drug industry profits, but none of them sug-
gest unwarranted levels. Henry Grabowski
and John Vernon of Duke University figured

the industry’s internal rate of return on new
drug introductions to be 11.1 percent, com-
pared to a cost of capital of 10.5 percent, for
the period from 1980 to 1984 (expressed in
1990 prices).57 Dr. Steve Wiggins of Texas A
& M University estimated that, because the
industry’s capital costs ran 15.1 percent in
1990, its estimated return was between 13.5
and 16 percent.58 Lakshmi Shyam-Sunder
and Stewart Myers of the MIT Sloan School
of Management similarly figured a 15 per-
cent nominal return (10 percent real) as of
January 1990.59 And even unadjusted phar-
maceutical profits have often trailed similar
profit figures for other firms, such as Coca-
Cola, Microsoft, Nabisco, and the Tribune
Company.60

No Guarantees in the Risk-Reward Calculus 
Although most drugmakers do well, some

do not. For example, Merck and Schering-
Plough recently faced slower than expected
sales and profits. A year later, the latter’s
earnings had improved but Merck was still
struggling. Bristol-Myers Squibb and Eli Lilly
also suffered significant earnings drops.
Bayer found it difficult to sell its drug sub-
sidiary.61

Moreover, Duke University economists
Henry Grabowski and John Vernon compare
pharmaceutical company returns to those of
venture capital firms that spread money to a
large number of projects, most of which
fail.62 In a nutshell, higher rewards provide
the incentive to take on higher risks. 

In any case, higher-than-expected profits
are a result of higher-than-average R&D
investments; these profits in turn will finance
future R&D. Dr. Maven Myers termed this
the “virtuous cycle.”63 Disrupting this cycle
by cutting profits means less R&D. There
simply is no free lunch: lowering profits will
lower R&D. F. M. Scherer of Harvard
University explains:

Combined with evidence that profit
rates of return on pharmaceutical
industry R&D investments tend to
exceed risk-adjusted capital costs by
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only modest amounts, the pattern sug-
gests that pharmaceutical industry
R&D is best described by a virtuous
opportunities rent-seeking model.
That is, as profit opportunities ex-
pand, firms compete to exploit them
by increasing R&D investments, and
perhaps also promotional costs, until
the increase in costs dissipates most, if
not all, supranormal profit returns.64

Many people appear to believe that phar-
maceuticals fall from the sky rather like
manna from heaven. In their view, employees
of the evil drug companies got up before any-
one else and grabbed the manna, and then
sold it at outrageous prices.

If only it worked that way.
American pharmaceutical makers spent

more than $26 billion in 2000 and some $30
billion in 2001 to find medical needles in
haystacks. The National Institutes of Health
(NIH) also plays an important role, a fact
emphasized by some industry critics.65 But
more than half (54 percent) of government
R&D expenditures for health care primarily
fund basic research, and they represent only
about a small fraction of drug R&D.66 Even
Public Citizen admits, “NIH officials claim
[tracking pharmaceutical research spending
is] a tough task because so much NIH work
is basic research into diseases that is convert-
ed years later—often through several other
related discoveries that build on one anoth-
er—into a marketed drug.”67

Indeed, private companies are responsible
for moving products through testing and
development before they can reach the mar-
ket. Firms are generally credited with the dis-
covery and development of about 90 percent
of new medicines, while the NIH played a
role in the remainder.68 Explains Henry
Grabowski of Duke: “Government-support-
ed research gets you to the 20-yard line.
Biotech companies get you to the 50-yard
line and [the big pharmaceutical companies]
take you the rest of the way to the goal line.
By and large, government labs don’t do any
drug development. The real originator of 90

percent of prescription drugs is private
industry. It has never been demonstrated
that government labs can take the initiative
all the way.”69

The Rising Cost of Risky Investments in
Drug R&D 

R&D spending by U.S. pharmaceutical
firms, as a percentage of sales, has grown
from 11.4 percent in 1970 to an estimated
17.7 percent in 2001.70 Private-sector financ-
ing of drug industry R&D averages more
than four times as much (as a percentage of
sales) as average R&D spending for all U.S.
industries.71 If adjusted for the prolonged
time period that it takes for drugs to be fully
approved for sale, the R&D share of drug
industry spending represents almost one-
third of total costs.

The industry estimates that drugs cost an
average of $500 million to develop. Most
independent analyses run far higher, and
they report a steadily increasing price tag for
successful development of a new drug. Three
studies in the 1980s figured the average drug
cost to run between $108 million and $231
million; one estimate in the 1970s ran $120
million.72 In 1993 the congressional Office of
Technology Assessment figured the cost at
$194 million (after tax) and $359 million
(before tax), in 1990 dollars.73 More recent
estimates by Lehman Brothers and the
Boston Consulting Group are $608 million
(after tax) and $880 million (before tax).74 A
new study from the Tufts Center for the
Study of Drug Development matches the lat-
ter estimate, calculating that “between the
time research begins to develop a new pre-
scription medicine until it receives approval
from the FDA to market the drug in the
United States, a drug company typically
spends $802 million over the course of 10 to
15 years.”75 Real R&D costs per drug prior to
FDA approval have increased two-and-a-half
times over the past decade or so.76

Public Citizen recently contested the
above estimates of the cost of new drug devel-
opment, pegging it at $110 million.77 But,
according to Ernst and Young: 
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In several key aspects, the Public
Citizen approach deviates from stan-
dard methodologies adopted by pre-
vious research and the financial and
accounting communities. On many
issues, the report presents selective
evidence and ignores strong evidence
to the contrary. These shortcomings
understate the report’s estimated
costs of pharmaceutical R&D.78

Even such substantial investments by the
drug firms do not guarantee results. Of every
5,000 to 10,000 substances reviewed, only
about 250 make it to the animal-testing
stage. Around 5 of them go on to human
clinical trials. Only one, on average, makes it
into the market. Even at that point, only 3 of
10 new drugs actually make money. Indeed,
Duke’s Grabowski figures that only 10 per-
cent of drugs generate a return on invest-
ment.79 Those few must pay for everything—
research, administration, regulatory delays,
and failures.80 Thus, the small marginal cost
of making an extra pill is irrelevant, because
no drugs would be developed at all and no
companies would survive if that cost alone
determined the price.

The traditional incentive used to attract
capital for running the arduous, costly, and
risky enterprise of drug development has
been the granting of exclusive patent rights
by the federal government. Patents provide
monopoly rights to sell and license innova-
tive drug products for a limited number of
years. Winners in the race to innovate count
on the potentially high profits protected by
patents to cover their sunk costs of R&D and
to replenish their capital for future rounds of
drug discovery efforts.81 Patents play a dis-
proportionately important role in the drug
industry. The share of inventions introduced
because of patent protection is eight times
higher in pharmaceuticals than in a set of 11
other industries.82

Of course, some critics contend that the
market really doesn’t work because exclusive
patent rights last too long, limit competition,
and lead to excessive economic concentra-

tion. In fact, the pharmaceutical industry is
remarkably open and competitive, compris-
ing 650 companies, none of which holds
more than 11 percent of the worldwide mar-
ket.83 The top 10 firms account for no more
than 60 percent of sales.84 Competition does
indeed lag in certain diagnostic areas, where
a few drugs tend to dominate the market. In
the top 30 drug categories, the leading drug
averages 33.5 percent of the market, and the
top four drugs account for 68.1 percent.85

No Rest for the Successful
Not even the best company can rest on its

laurels. Pharmaceutical firms holding exclu-
sive patent rights remain subject to generic
competition when their patents expire, and
they also face the more immediate threat of
therapeutic competition from other brand-
name manufacturers. 

Actual price increases, in contrast to high-
er usage, are likely to be tempered in coming
years by the aging of patents. For example,
Business Week estimated in December 2001
that drugs that were then worth $35 billion
per year in U.S. sales could fall off patent and
face price competition from generics by
2005.86 For example, Eli Lilly has profited
greatly from its anti-depression drug Prozac.
With the patent for Prozac expiring, however,
Michael Arndt of Business Week reported in
July 2001 that “Lilly will no longer be pro-
tected from cheaper generics. Within weeks,
the company could see two-thirds of its glob-
al market for Prozac—and much of its prof-
it—vanish.”87 After Eli Lilly’s earnings for the
first quarter of 2002 fell 22 percent, the com-
pany responded by ramping up R&D, greatly
improving its future prospects. It even creat-
ed a subsidiary, InnoCentive, to award grants
to scientists.88

Generics can provide vigorous competition
against brand-name drugs that have expired
patents. After the 1984 Hatch-Waxman
Amendments to the Federal Food, Drug, and
Cosmetic Act dispensed with duplicative safe-
ty and efficacy testing requirements for gener-
ics firms, the role of generics exploded.
Generic drugs now make up more than 47
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percent of the prescriptions filled for pharma-
ceutical products.89 Increased generic compe-
tition reduced the returns on brand-name
drugs by an estimated 12 percent.90

Generic drug producers do little original
research, because they are designed to imitate
brand-name drugs and be offered for sale at
lower prices. Ironically, it is the brand-name
drug industry that has come under criticism
recently for producing “me-too” drugs.91 A
May 2002 study by the NIHCM Research and
Educational Foundation found that only 15
percent of new drug approvals from 1989 to
2000 were for “highly innovative drugs”—
medicines with new active ingredients that
provide significant clinical improvement. It
noted that in the last half of the 1990s the
number of incrementally modified drugs
approved by the FDA grew at a faster pace
than drugs based on new molecular entities.
It then criticized new “standard-rated” incre-
mentally modified drugs—those approved in
1995 or later but providing no significant
clinical improvements over existing prod-
ucts—for accounting for 36 percent of the
increased retail spending on prescription
drugs from 1995 to 2000.92

That sort of criticism misunderstands
and minimizes the valuable role of “between-
patent” competition. A recent National
Bureau of Economic Research study by
Frank Lichtenberg and Tomas Philipson
points out that a patent protects an innova-
tor only from other competitors seeking to
produce the same product, but it does not
protect him or her from other competitors
producing better products under new
patents.93 In the case of drug innovators,
such between-patent competition (called
“creative destruction”) occurs early instead of
late in the life of a patent. It is at least as effec-
tive, and perhaps twice as effective, as generic
competition (“uncreative destruction”) in
cutting consumer prices. In fact, only a
minority of drugs—perhaps as few as 10 per-
cent—ever faces any generic competitors at
all.94 Perhaps more important, stimulating
therapeutic competition within various dis-

ease categories produces newer medications
that are likely to be more effective in reducing
mortality, morbidity, and, ultimately, total
medical expenditures. 

Even me-too products increase competition
and thereby lower prices. Some me-too drugs
result when a company proceeds on a parallel
research track but comes in second or third.
Moreover, me-too pharmaceuticals often yield
important advances.95 For instance, the antide-
pressant Zoloft helps many people who weren’t
aided by earlier products.96 Lichtenberg found
only weak support for the view that new “prior-
ity review” drugs (drugs assessed as represent-
ing advances over available therapy) reduce
mortality more than new “standard review”
drugs (drugs appearing to have health effects
similar to those of already marketed drugs).97

Indeed, Raymond Woosley and Sally Usdin
Yasuda of Georgetown University report that
72 percent of the drugs approved from 1981 to
1988 and classified by the FDA as offering little
therapeutic value compared to existing prod-
ucts turned out to be a front-line therapy for
the disease they treated. For example, the FDA
classified Prozac as providing only a marginal
improvement over existing anti-depressive
medications.98

“New and improved” versions of existing
drugs may have different safety and efficacy
profiles from other drugs in the same thera-
peutic class, which enables physicians to
match drugs with the needs of different
patients so that more people can be treated
with a particular type of therapy than would
be the case if only one drug were available.
Other incrementally modified drugs can
enhance patients’ choice and convenience
and make it easier for patients to comply
with prescribed drug regimens.99

Quite simply, newer medications tend to
be more effective in reducing mortality, mor-
bidity, and ultimately total medical expendi-
tures.100 If anything, drugmakers are being
singled out for criticism because the system
has worked too well, encouraging develop-
ment of a host of newer, better, and more
expensive medicines.
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Political Solutions That
Cause More Problems

Alas, since new, better, and more expen-
sive medicines are considered to be a prob-
lem, American politicians have come up with
a host of counterproductive “solutions.” The
most common is price controls, though
other favorites include stripping away patent
protection, limiting advertising, and expand-
ing taxpayer-financed subsidies.

Price Controls
Price controls can be direct or indirect.

Some proposals would link U.S. prices to for-
eign levels; others would limit the costs of
drugs purchased as part of federal or state pro-
grams. Some creative state legislators would
bring the non-poor under Medicaid, which
imposes price controls on pharmaceuticals.

Most countries other than the United
States regulate the prices of drugs, whether
directly through price controls, indirectly
through limits on reimbursements under
social insurance programs, or indirectly
through profit controls imposed on drug
companies.101 Any form of price restriction
tends to be inherently arbitrary and generate a
host of unintended consequences. Whatever
the official criteria of the price control regime,
warns John Calfee of the American Enterprise
Institute, “decisions would be dominated by
political forces, including managed care orga-
nizations, domestic versus foreign manufac-
turers, patient groups, insurance firms,
employee benefit managers, labor unions, and
other advocacy groups.”102

The general case against price controls is
clear.103 Their experience running back to
ancient times is extremely poor.104 They
inflate demand, depress supply, create short-
ages, shift activity to unregulated sectors, and
encourage wasteful avoidance and evasion
activity.105 They also inevitably drift toward
more complicated controls, entrench vested
interests, take on a life of their own, and
become extremely difficult to dismantle.106

Price controls have the same impact on

health care. Massive waiting lists, care delayed
and denied, disincentives for research and
development, and limited access to new tech-
nologies and treatments are standard.107

Problems are rife even in the best of single-
payer health systems, such as the one in
Canada, that rely on price controls.108 They
include long lines; minimal access to diagnos-
tic technologies; patients fleeing abroad, par-
ticularly to America, to jump local queues;
provinces contracting out treatment to U.S.
hospitals; pressure to sharply boost spending;
and even proposals to move closer to the
American system.109 Indeed, when the
province of Ontario closed its hospitals
around Christmas 1993 because it was out of
money, Theodore Freedman, president of
Toronto’s Mount Sinai, which was shuttered
for two weeks, put it bluntly: “This is not
about health care. This is about the deficit.”110

A government commission now wants to
increase the national government’s subsidies
by 50 percent.111

Price controls have also sharply reduced
access to needed drugs in Canada.112 Of 400
drugs considered for reimbursement by the
Canadian province of Ontario between 1994
and 1998, only 24 were approved. Provinces
waited months or years before adding newer
medicines to their formularies.113 Unfor-
tunately, explains Dr. McArthur, in the
province of British Columbia more than a
quarter of all doctors report that they have
had to admit patients to the emergency room
or the hospital because of government-man-
dated substitutions of prescription drugs to
older and less expensive medicine; 6 of 10 have
seen their patients’ condition worsen or symp-
toms accelerate due to mandated substitution
of drugs.114

Europe’s experience with price controls on
pharmaceuticals is similar. Europeans also
have far less access to prescription drugs, par-
ticularly newer, more effective products.115

The research group Europe Economics has
found that patients often wait years for access
to even life-saving new medicines.116 Incred-
ibly, the more useful the product and the more
people to be helped, the smaller likelihood
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that European governments will quickly
approve it. Countries “facing tight budget
constraints will be more resistant to a given
price demanded by a company the higher they
expect the demand for the product to be,”
according to Europe Economics.117 (More
recently, the pharmaceutical industry has
begun to take a more aggressive stance in
fighting use and price controls in Europe.)118

The group Public Citizen claims that
European firms “still maintain robust R&D
activities, despite the price controls in the
European market.”119 Yet a 1992 study found
that countries with the lowest prices (due to
price controls) yielded the least productive
drug research.120 U.S. R&D expenditures now
outstrip those in Europe, and American
firms produce more new medicines.121 Over
the last decade company investment has dou-
bled in Europe. Over the same period it quin-
tupled in the United States.122

American firms appear to be increasing
their edge, something that has not gone
unnoticed in Europe. Reports David Pilling
of the Financial Times:

Companies that until recently were
considered glowing examples of
European competitiveness are slipping
behind their US competitors. By 2002,
according to forecasts, only three of
the world’s 25 top-selling drugs will be
made by Europeans. US companies
will account for no fewer than 20. Only
a decade ago, half of all top-selling
drugs were European.123

Reimportation—“Importing” Foreign
Price Controls

Yet socialist Rep. Bernard Sanders (I-Vt.)
complains that “in Vermont and all over the
United States, alone among industrialized
nations, the drug companies can charge any
price they want for their product—no matter
what the consequence.”124 Many legislators
at the federal and state level would change
that. For example, Rep. Tom Allen (D-Maine)
would limit U.S. prices paid by Medicare ben-

eficiaries to the average foreign price of drugs
sold in Canada, France, Germany, Italy,
Japan, and the United Kingdom.125 Some
state legislators have suggested limiting state
prices to those charged in other countries,
particularly in Canada.

In 2000, Congress passed legislation that
would have allowed reimportation from for-
eign markets of drugs originally produced in
the United States.126 Although President
Clinton signed the Medicine Equity and
Safety Act into law on October 28, 2000,
HHS Secretary Donna Shalala blocked
implementation of its reimportation provi-
sion the following December because she
could not certify (as required by the legisla-
tion) that reimported drugs would be safe
and that the legislation would result in sig-
nificantly lower prices.127 Supporters of reim-
portation returned to the issue during the
107th Congress, focusing on reimportation
from Canada or other highly industrialized
countries that would raise fewer concerns
over counterfeit or poor-quality imports.128

In July 2001, HHS Secretary Thompson reaf-
firmed the Shalala decision, and congres-
sional efforts to enact revised versions of
reimportation authority fell short.

Reimportation policies for drug sales
would effectively apply foreign price controls
on the American market. As Sen. Byron
Dorgan (D-N.D.) explains, “It is not my
intention to have the American people go to
another country for their drugs. It is my
intention to force the pharmaceutical indus-
try to reprice their drugs here in the United
States.”129 Representative Sanders is even
more explicit in saying, “it is likely that the
day after reimportation passes, the pharma-
ceutical industry will lower their prices in the
United States to the same level that they sell
their products worldwide.”130

As noted earlier, accurate comparisons of
drug costs in different countries are difficult
and rare, because drug price data reflect
other nations’ relative wealth levels, their
fluctuating currency values, the degree to
which their health care systems are politi-
cized and their drug prices regulated, their
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relative mix of generic versus brand-name
drugs, and the consumption patterns of their
citizens. The extent to which prices are lower
abroad reflects one critical fact: “The United
States is the last free market for pharmaceu-
ticals; other developed nations control drug
prices, as in Japan, Canada, and France, or
drug company profits, as in England. So
Americans typically pay higher prices for new
medications than people anywhere else in the
developed world.”131

On the surface, this situation seems
unfair, if not arbitrary, to many Americans.
As Bill McArthur, a physician formerly with
the Fraser Institute admits: “In effect,
[Canada] must steal U.S. research and devel-
opment to maintain itself.”132 Even so, resi-
dents of other nations, like Canada, find
their access to pharmaceuticals, especially
new, more effective products, to be highly
restricted.133

But attempting to flatten prices is not the
answer. A uniform international price would
be impossible to maintain. Exchange rate
vagaries would quickly create radical price
divergences in many cases. Trying to main-
tain uniformity would not only be adminis-
tratively difficult; it would be economically
suicidal, since no business can ignore the eco-
nomic conditions of the market within
which it is selling.

Moreover, U.S. citizens are not paying
higher prices to subsidize foreign consumers.
Pharmaceutical companies are profit-maxi-
mizing businesses that base their prices on
local supply and demand. As long as they can
cover the marginal cost of selling an addi-
tional pill overseas, they will do so. But they
will not keep selling at a loss in another coun-
try no matter how abundant their primary
market (in the United States) remains. They
are under no long-term obligation to sell
their drug products to anyone. And if drug-
makers could charge more in the United
States, they would do so, irrespective of for-
eign opportunities.

Because the Canadian market is only
about 6 percent of that of the United States,
drugmakers would be more likely to charge

higher prices in Canada, cap the number of
pills sold there,134 or even exit its market than
reduce their prices to any great degree in the
United States.135 With other foreign markets
even less remunerative than that of Canada,
pricing restrictions tied to sales overseas
would most likely cause companies to sacri-
fice those markets or at least cut back on
sales there in order to protect their primary
source of profit, the U.S. market, which
accounts for about 40 percent of global sales.
Such a policy would help no one: overseas
customers would pay more for less quantity
and lower quality, U.S. manufacturers would
lose sales and revenue, and Americans would
bear an even greater relative burden of
reduced spending on global R&D.136

To the extent that such legislative initia-
tives lowered prices, they would cut compa-
nies’ incentive to invest in new drug develop-
ment, limiting production of and access to
new, life-saving compounds. If Washington
joined other countries in confiscating the
wealth of drugmakers, companies would have
little choice but to continue providing their
existing wares for less. Firms would not, how-
ever, have the same incentive to make new
medicines: unless someone pays for the devel-
opment of drugs, no one will develop them.137

Europe has managed as well as it has
because it, like Canada, can free ride to some
degree off of the United States. Even so, phar-
maceutical price controls in other industrial-
ized countries result in reduced access to new
medicines, unnecessary pain, and premature
death.138 There are no less-regulated foreign
markets for innovative drugs off of which
Americans can free ride, a situation that
makes proposals for new restrictions particu-
larly dangerous.

Any form of price control reduces the
incentive to invest. For example, public
attacks on drugmakers accompanied the
Clinton administration’s 1993 proposal to
allow HHS bureaucrats to set prices of new
breakthrough drugs. The real annual rate of
increase in industry R&D spending fell from
9 percent that year to about one-third as
much, just over 3 percent in 1994, and 4 per-
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cent in 1995 (reflecting the slight lag in
implementing R&D investment decisions)
before returning to double-digit percentage
annual levels for the rest of the decade as the
political threat to pharmaceutical industry
profit margins receded.139 In 2001 U.S.
industry R&D rose 17 percent, compared to
just 2 percent for American companies in
much more heavily regulated Europe.

John Vernon of the University of Pennsyl-
vania’s Wharton School finds that the larger
the proportion of a firm’s pharmaceutical sales
that are subject to price regulation, the smaller
its R&D expenditures will be as a proportion of
its sales. Price controls and other equivalent reg-
ulations clearly reduce the expected return on
investment. Vernon estimates that if U.S. policy
mandated price regulation that was identical to
the “average” degree of price regulation present
in other pharmaceutical markets outside the
United States, it would lead to an approximate
46.5 percent reduction in drug industry R&D
investment intensity and correspondingly high
costs in terms of foregone medical innova-
tion.140

Mandatory Discounts
Within the past decade, a more limited

version of price controls has crept into the
U.S. health care system in the form of
mandatory “best price” discounts for several
federal health care programs. Medicare’s cov-
erage of prescription drugs is generally limit-
ed to those administered to hospital patients,
but Medicaid uses extensive price controls
through the “mandatory” discounts that it
imposes on drug reimbursements. Those dis-
counts then are leveraged into similar price
controls for other federal government health
programs. 

The Omnibus Budget Reconciliation Act
of 1990 (OBRA) required drug manufactur-
ers to give state Medicaid programs price dis-
counts that (following several initial phase-in
years) amounted to the greater of (1) 15.1
percent off the average manufacturer price
charged to wholesalers, or (2) the best price
given to any private customer.141 Two years
later, the Veterans Health Care Act of 1992

(PL 102-185) increased the bargaining power
of the Department of Veterans Affairs and
other federal agencies (the Department of
Defense, the Public Health Service, and the
Indian Health Service) that administer
health programs. It required drug manufac-
turers to make their innovator drug prod-
ucts142 available on the Federal Supply
Schedule (FSS) when those products are eli-
gible for Medicaid reimbursement. The legis-
lation required drug manufacturers to sell
their products to the four federal agencies at
a discount that amounted to the greater of
(1) 24 percent off their nonfederal average
manufacturer price, known as the federal
ceiling price—or (2) the lowest price given to
a comparable nonfederal purchaser.143 The
actual pricing calculations required under
the law to determine the final FSS price are
more complex than this simplified descrip-
tion, but in most cases the FSS price is the
federal ceiling price.144

By tying participation in the FSS to
Medicaid reimbursement eligibility, the
Veterans Health Act provided the Department
of Veterans Affairs, as the largest single FSS
purchaser, greater leverage in negotiating FSS
prices. However, drug manufacturers soon
responded by limiting most of their discounts
for private buyers to no more than the mini-
mum Medicaid-mandated discount of 15.1
percent. The General Accounting Office
found that between 1991 and 1993 the medi-
an discount for private buyers declined from
24 percent to 14 percent for HMOs and from
28 percent to 15 percent for group purchasing
organizations.145 The Congressional Budget
Office similarly found that the weighted aver-
age “best price” discount in a sample of brand-
name drugs declined from 37 percent in 1991
to 19 percent in 1994.146 Although these best
price discounts probably saved the federal gov-
ernment and state governments some money
in their respective financial shares of drug
reimbursement costs, they caused drugmak-
ers to raise their prices for private sector pay-
ers. In short, OBRA shifted costs instead of
reducing them.

Drug manufacturers generally put up with
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the mandated FSS price discounts because
FSS sales account for a relatively small share
(less than 2 percent) of their total sales. Also,
manufacturers did not want to forfeit sales
revenue from the much larger Medicaid mar-
ket (more than 10 percent of total sales),
although, as noted above, they had to adjust
other prices to accommodate Medicaid dis-
counts. Washington’s demands might have
been arbitrary, but they did not dominate the
market. However, proposals to extend the FSS
discounts to Medicare drug purchases
(accounting for more than 40 percent of out-
patient pharmaceutical sales) would increase
revenue losses for drugmakers and make them
much more reluctant to participate in the
FSS. OBRA’s experience suggests that drug-
makers would become more hesitant to grant
large discounts to any purchaser, since that
would mean extending the price break to a
much greater share of the market.147

State-Based Price Controls
In recent years, many states have been hard

pressed to keep their budgets under control.
Tax revenues have declined as the economy
worsened, but expenditures have continued to
rise. The state share of Medicaid program
expenditures, and prescription drug spending
in particular, is one of the fastest growing com-
ponents of state budgets. Not surprisingly,
many state legislators, seeking a quick fix, have
targeted for special attention the highly visible
prices that their Medicaid programs pay for
prescription drugs. If price cuts are achieved
through negotiations based on the bulk pur-
chasing power of state agencies (or even volun-
tary compacts of several states) and limited to
regular participants in state-funded programs,
the process resembles normal bargaining by
organized purchasers that occurs elsewhere in
the marketplace. However, most of the state-
based Medicaid discounts are mandatory and,
unlike market-driven rebates, they are not nego-
tiated on the basis of the demonstrated ability
of a particular state Medicaid program to move
market share from one manufacturer’s drugs to
those of a competitor.148

Moreover, several states have moved well

beyond that to attempt to impose far-reach-
ing price controls that could jeopardize
incentives for innovative drug development
and reduce access to high quality health care
for their Medicaid beneficiaries. In search of
much deeper price concessions, they are
threatening to restrict access to Medicaid
reimbursement through tight formularies
and by unilaterally imposing price cuts on
rebates. For example, Florida and Louisiana
have passed legislation requiring price
rebates before drugs can be placed on their
Medicaid formularies.149 A number of states
require prior authorization before doctors
can prescribe certain expensive drugs for
Medicaid patients. Florida experimented
with another form of political extortion by
allowing firms to provide other health ser-
vices in order to avoid drug price controls or
exclusion from the state Medicaid drug list.
Florida negotiated a separate deal with Pfizer
that allowed all of that company’s medicines
on the Medicaid formulary in exchange for
financial contributions to a “disease manage-
ment” program that is supposed to cut costs,
and additional donations of pharmaceutical
products to 30 community health centers 150

Maine and Vermont have adopted the most
extreme restrictions, passing blatant price con-
trol systems—in the form of commissions
assigned to set “fair” prices for their Medicaid
programs—and then expanding the Medicaid-
designated discount to non-Medicaid recipi-
ents.151 Such measures encourage people, espe-
cially seniors, with current private drug cover-
age to rely instead on seemingly more generous
public benefits. Moreover, the restrictive
Medicaid formularies used to extract price con-
cessions necessarily channel patients to older,
less effective medications.152

For example, in May 2000 the governor of
Maine signed into law the Act to Establish
Fairer Pricing for Prescription Drugs. The
legislation authorized the state to negotiate
rebates for some of the 325,000 uninsured
state residents (regardless of their income)
who are not eligible for Medicaid. The
rebates were to be at least equal to those
applicable to the state’s Medicaid program. If
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drug manufacturers did not agree to negoti-
ate rebate agreements with state officials,
their drug products would be subject to prior
authorization requirements before they
could be eligible for any other reimburse-
ments under Maine’s Medicaid program.153

The state was also given authority to impose
more explicit limits on drug prices if negotia-
tions with drug manufacturers did not pro-
duce prices comparable to the lowest prices
paid in Maine.154

However, PhRMA challenged the consti-
tutionality of the “Maine Rx Program” before
it could be implemented. PhRMA claimed
that the act violated the U.S. Constitution’s
dormant Commerce Clause and was pre-
empted by the federal Medicaid statute
under the Supremacy Clause. Although a
federal district court in Maine struck down
the program as unconstitutional on both
grounds, the U.S. Court of Appeals for the
First Circuit reversed the decision. It found
that (1) there was no evidence that the
administrative burden imposed by prior
authorization would likely harm Maine’s
Medicaid recipients, (2) the program regulat-
ed only in-state activities, and (3) its local
benefits outweighed any incidental burden
on interstate commerce. The case was
appealed to the U.S. Supreme Court. The
High Court heard oral arguments on January
22, and a decision is expected by late June.155

While at least nine states besides Maine have
adopted laws recently that either restrict
access to higher-priced drugs in their
Medicaid programs or mandate larger dis-
counts for reimbursable drugs, even more
states are holding off passage of legislation
similar to Maine’s until the Supreme Court
decides the legal issues.156

Vermont also ran into legal challenges to
its efforts to impose additional price rebates
for drug purchases by elderly and low-
income residents who were not eligible for
Medicaid. The D.C. Circuit Court of Appeals
ruled on April 10, 2001, that, because no
Medicaid funds were expended under this
Medicaid demonstration project (the
Pharmacy Discount Program or PDP) and

thus no Medicaid savings were produced,
HHS officials lacked authority to approve
Vermont’s plan to require drug manufactur-
ers to rebate a portion of the price of drugs
purchased directly by PDP participants.157

On June 1, 2001, Maine launched a pre-
scription drug program similar to that of
Vermont, called Healthy Maine Prescriptions.
It too faced legal challenges in the federal
court system. Healthy Maine Prescriptions dif-
fered from the aforementioned Maine RX
Program. It operated as an experimental state
Medicaid program expansion under a federal
waiver that extended Medicaid’s prescription
drug price ceilings to other Maine customers
who earned too much to qualify for Medicaid
but still had annual incomes no greater than
three times the federal poverty level. About
half of the 225,000 eligible beneficiaries in
Maine participated in Healthy Maine
Prescriptions. Unlike the original version of
Vermont’s PDP, this second Maine program
included a voluntary contribution from the
state equal to about 2 percent of the pro-
gram’s drug costs. PhRMA filed a lawsuit in
federal court that challenged the authority of
Secretary Thompson to approve the demon-
stration project. Although Federal District
Court judge Ricardo Urbina ruled in February
2002 that the state contribution was sufficient
to justify the experimental program,158 the
U.S. Court of Appeals for the District of
Columbia struck down the program on
December 24, 2002. 159 It ruled that the pro-
gram violated Medicaid law and was an inap-
propriate expansion of the Medicaid program,
even as a demonstration project. The three-
judge panel of the appeals court determined
that Maine’s voluntary financial contribution
never received formal federal approval and the
state still could abandon or reduce its pay-
ments at any time (even if the court upheld the
program). With no guarantee of state money
to contribute to the cost of the program and
no federal money either, the court ruled that it
was illegal for drug companies to bear almost
the entire cost of the Healthy Maine
Prescriptions program.160

Another price control strategy is reference
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pricing, which groups drugs by therapeutic
purpose and limits reimbursement (usually
for Medicaid) to the cheapest product. Under
a Michigan law approved in November 2001,
a committee decides the “best-in class” drugs
in 40 categories. A drug may be included on
the preferred drug list only if its manufactur-
er agrees to pay steep rebates to the state that
go beyond those already required by the
Medicaid program. Preferred drugs then get
special treatment by both the state Medicaid
program and a state-funded program for the
elderly. Other higher-priced drugs that are
not on the list will face greater hurdles for
reimbursement. A patient’s doctor wanting
to prescribe those drugs must obtain prior
authorization from state pharmacy techni-
cians before they will be eligible for state
reimbursements.161

Unfortunately, not all drugs are alike. As
E. M. Kolassa notes, “The prices charged for
new medicines, although higher than those
charged for older medicines, are low when
compared with their improved value.”162

Arbitrarily moving Medicaid patients away
from new drugs will have an impact on some
beneficiaries’ health; it may also affect non-
Medicaid recipients, since doctors, out of
habit, if nothing else, tend to prescribe the
same drugs for all patients.163

To the extent that state efforts take hold
and artificially reduce prices, they will have
the same effect as any other politically man-
dated price control. Although one small state
would have only a limited impact on the
national marketplace, a “mandatory rebate”
coalition of several large states might create a
system approximating national price con-
trols. Diane Rowland, executive director of
the Kaiser Commission on Medicaid and the
Uninsured, observes, “Alone, they can be
picked off, but if they stand together, they
can win.”164 They can win, that is, if winning
is defined as plucking the pharmaceutical
goose, even if doing so eventually kills it.

States can play a constructive role in mak-
ing prescription drugs affordable for lower-
income seniors without extending the reach of
take-it-or-leave-it price controls. Quite simply,

states should aid those most in need. The best
vehicle for such assistance is a senior pharma-
ceutical assistance program that uses subsi-
dies, discounts, or both, usually targeted at the
indigent elderly. The oldest such initiatives at
the state level go back to 1975. Today, 34 states
have plans, though their eligibilities and bene-
fits differ.165 Such programs should be strictly
limited to those in need: In 2001, just over 8
percent of Medicare beneficiaries spent $2,000
or more annually out-of-pocket on pharma-
ceuticals.166 The average senior spends more
than twice as much on entertainment than on
medicine.167

Other state-based initiatives might include
tax credits for drug purchases, buyers’ clubs,
and purchasing cooperatives. Education is also
a good tool: a half dozen states engage in
“counter-detailing” efforts that encourage, but
do not require, doctors who prescribe more
expensive drugs to consider alternatives.168

Stripping Away Patent
Protection

Another fundamental assault on the
pharmaceutical industry comes from those
who would strip patent protection from
drugs that generate the most social benefits.
Some would erode patent rights to accelerate
the market entry of lower-priced generic drug
alternatives, others would do so to reduce the
price of medicines that could counteract
bioterrorism, and still others would do so to
combat AIDS and other serious diseases in
less-developed countries. 

Hatch-Waxman Revisited
Patents give their owners the right to

exclude others from making, using, or selling
an invention for a fixed period of time. Drug
manufacturers are in a unique position in
that they cannot sell their patented products
until they have successfully completed clini-
cal trials and received FDA approval. The
Drug Price Competition and Patent Term
Restoration Act of 1984 (the Hatch-Waxman
Act) attempted to offset the special regulato-
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ry burdens imposed on drugmakers by
restoring the effective patent life of their
approved drug products. It extended the
duration of market exclusivity for brand-
name prescription drugs for specified peri-
ods of time.169 At the same time, Hatch-
Waxman created an expedited approval
process for generic drugs that eliminated
duplicative tests for safety and efficacy. The
legislation was a compromise that aimed to
balance the goals of maintaining incentives
to invest in developing innovative drugs and
encouraging generic competition to reduce
the prices of older ones. 

Under the early years of the new regime,
both brand-name drugmakers and their
generic competitors prospered. By the early
1990s, the average effective patent life was
restored to nearly 12 years, after it had
dipped as low as 9.5 years in the period before
Hatch-Waxman.170 The generic drug indus-
try’s market penetration rose from 18 per-
cent of all prescriptions to more than 40 per-
cent.171 Additional reforms of the regulatory
process for new drug approvals (the
Prescription Drug Users Fee Act of 1992 and
the Food and Drug Administration Modern-
ization Act of 1997) combined to reduce the
average drug development time by another
two years.172

However, the rising costs of prescription
drug bills in recent years have triggered vari-
ous complaints about brand-name compa-
nies exploiting legal loopholes to extend the
patent life of their higher-priced drugs and
delay competition from makers of cheaper
generic drugs. On July 31, 2002, the Senate
approved the Greater Access to Affordable
Pharmaceuticals Act of 2002 (S. 812) to limit
patent-holding drug firms to a single auto-
matic 30-month stay, which would delay
approval of a generic drug application when-
ever a brand-name drugmaker sued its gener-
ic competitor for alleged patent infringe-
ment.173 The 30-month stay is meant to
approximate the average time needed to
resolve such patent disputes, but the Senate
provision aimed at curbing the practice of
“late-listing” additional patents after a gener-

ic drug application is filed in order to gener-
ate and “stack” multiple 30-month stays. The
legislation would have also allowed generic
drugmakers to legally challenge “frivolous”
patents, and it restricted agreements between
brand-name manufacturers and potential
generic competitors that would delay the lat-
ter’s entry into the market. 

Just one day before the approval of S. 812,
the Federal Trade Commission issued a study
entitled “Generic Drug Entry Prior to Patent
Expiration.” The study highlighted two provi-
sions under Hatch-Waxman that are “suscep-
tible to strategies” that may sometimes pre-
vent the availability of more generic drugs.
The FTC recommended that, in the case of
patent infringement disputes, the FDA should
permit only one automatic 30-month stay per
drug product per new generic drug applica-
tion. Brand-name drugmakers claiming
infringement of their later-listed patents could
seek a preliminary injunction in court, but
without benefit of the automatic stay. The
FTC also recommended that legislation
should require brand-name drug companies
and first generic applicants with 180-day mar-
ket exclusivity rights to provide copies of
patent infringement settlement agreements to
the FTC and the Justice Department so that
they could be monitored to prevent any “park-
ing” of generic exclusivity.174

Although the House never voted on the
generic drug provisions, President Bush
announced on October 21, 2002, that the
FDA would propose a new rule that would
allow brand-name drugmakers only a single
30-month stay to resolve alleged patent
infringements.175 Unlike the Senate bill, the
Bush administration proposal did not
authorize generic drugmakers to sue brand-
name companies for filing “frivolous”
patents meant solely to prevent competition.
Nor did it set specific time limits for patent
infringement lawsuits by brand-name drug-
makers against generic competitors.176

Political skirmishing over patent protec-
tion may have closed a few legal loopholes,
but evidence of the alleged patent abuses was
relatively rare in any case. Interest groups on
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both sides of the debate were maneuvering
and repositioning in search of marginal gains
through indirect means. Brand-name drug-
makers in some cases were pushing the limits
of Hatch-Waxman to offset more recent
declines in the effective patent lives of their
products due to longer clinical trial periods
required by the FDA.177

Managed care insurers were hoping to high-
light high prescription drug prices as the scape-
goat for soaring health insurance premiums,
according to analyst J. D. Kleinke, who observed
that “pharmacy cost increases are something of
a public relations convenience for the nation’s
health insurers.”178 Kleinke pointed out that
insurance premiums have been increasing far
out of proportion to increases in total medical
costs in recent years, as part of the so-called
health underwriting cycle, following the harsh
pricing wars of the mid-1990s. Even though
prescription drugs account for too small a
share of medical spending to be the primary
cause of significant increases in insurance pre-
miums, the out-of-pocket visibility of expensive
new drugs makes drugmakers “a likely and easy
target.”179 Ironically, the 1990s brand of man-
aged care relied on disease management theo-
ries that deliberately liberalized the use of phar-
maceuticals. It assumed that low drug copay-
ments, as well as aggressive and earlier medical
treatment, would reduce the long-run costs of
chronic diseases. But, as Kleinke notes, many
expensive breakthrough drug therapies do not
pay off quickly enough for health insurers who
face short-term financial targets and rapid
turnover among the population of their health
plan enrollees.180 He faults insurers for adopt-
ing strategies that are based on visible, short-
term cost savings and failing to address the
larger issue of health care quality. They relied on
price-driven tiering of drug coverages and
copayments instead of developing better incen-
tives to constrain drug spending based on long-
term clinical and economic value.181 Of course,
the fundamental problem at the heart of the
conflict is the lack of direct and accountable
relationships between insurers and most health
care consumers. If more employees relied less
on comprehensive third-party group insurance

that was selected, administered, and seemingly
“paid” either by their employers or by govern-
ment program administrators, they could pur-
chase their own insurance and be the ultimate
decisionmakers regarding how much and what
kind of drug coverage they received. 

The federal government’s efforts to find a
political balance between encouraging compe-
tition and allowing competition become more
complex when its patent enforcement role col-
lides with its financial stake as a major pur-
chaser of prescription drugs. The temptation is
to renege on its previously promised patent
protection in order to arbitrarily drive down the
prices it pays. Nevertheless, the only legitimate
course of action is to consistently protect the
regime of limited monopoly rights (patents)
that it created. Federal officials should not get
caught up in the fine-tuning, legal wrangling,
and game playing over the terms and condi-
tions of patents for innovative drugs.182

Policymakers should instead more consistently
guarantee a set of fixed but limited terms for
drug patents and thereby encourage the con-
tinued availability of investment capital needed
for productive drug development.183

Fighting the Wrong War against
Bioterror

Consider the federal government’s recent
approach to the drug industry’s role in the war
against terrorism. In the aftermath of the
September 11 terrorist attacks, analysts warned
about anthrax, botulism, equine encephalitis,
hemorrhagic fevers (such as Ebola), plague,
ricin, smallpox, and tularemia.184 The federal
government began devoting resources to creat-
ing vaccines and treatments. The obvious poli-
cy step should have been to turn loose the drug
industry as well.

“You have a huge science-based industry that
is not aimed properly,” says Martin Rosenberg, a
retired scientist with GlaxoSmithKline: “The
government simply must put the right carrot in
front of the companies.”185

That carrot should be patents, which allow
firms to profit from their research. The
prospect of a reasonable return is necessary
given the enormous expense required—as much
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as $50 billion over the next 5 to 10 years, accord-
ing to one estimate, to provide “substantial pro-
tection against most threats.”186

Of course, uncertainty about future
demand for more esoteric treatments and vac-
cines might discourage companies from
spending heavily to develop such new prod-
ucts. Vaccines directed at bioterrorism have
not generated much enthusiasm among ven-
ture capitalists.187 In cases where normal mar-
ket incentives seem inadequate to develop
pharmaceuticals that have substantial value,
government could provide an incentive for
private production—not only purchasing a
stockpile but, if necessary, subsidizing the cre-
ation of production facilities. In the case of
vaccines that might protect citizens against
bioterror threats like smallpox, Washington
should foster the products’ general availability
rather than lock them away in a government
stockpile. Individuals could then decide in a
noncrisis atmosphere whether or not to get
vaccinated in advance, balancing the risks and
benefits. That said, one must be wary of the
serious difficulties that are likely to arise from
government–industry partnerships in the
development, in contrast to supply and distri-
bution, of drugs.188

In his State of the Union Address on
January 28, President Bush announced that a
new initiative called Project BioShield would
guarantee up to $6 billion in permanent
funding over the next 10 years to develop and
make available drugs and vaccines to protect
against biological and chemical weapons.
The proposal would begin to address the
need for stable procurement incentives to
encourage innovative private sector develop-
ment of medical countermeasures against a
host of current and next-generation bioterror
threats. It also would provide greater flexibil-
ity to the FDA to accelerate the availability of
promising countermeasures and authorize
their use in an emergency.189

Unfortunately, the federal government’s
clumsy response to a series of anthrax-related
bioterror attacks in the fall of 2001 and its
heavy-handed treatment of the makers of
Cipro may have already undercut the incen-

tive for future private undertakings. Cipro,
used to treat inhaled anthrax, is Bayer A.G.’s
largest-selling product, generating revenue of
$1.6 billion a year. Cipro exists because of pri-
vate R&D. Priced at between $5 and $7 a pill,
the five-day regimen, followed by use of
other, cheaper antibiotics, would cost
between $50 and $70, hardly an excessive
price for a life-saving product. Yet shortly
after the first wave of anthrax threats sur-
faced, the Canadian government rushed to
strip Bayer of its patent and approved pro-
duction of a generic substitute. Similar
threats soon emanated from Congress, and
HHS Secretary Thompson later denied that
he had planned to strip Bayer of its patent,
but that was the common perception based
on his testimony before Congress, a percep-
tion that added to the public pressure that
caused Bayer to sharply cut its price for Uncle
Sam.190

Business Week reporters John Carey and
Amy Barrett noted:

Thompson highlighted the fact that
Cipro costs about 10 times as much
as equally effective drugs, he embold-
ened Brazil and other countries to
break patents to lower drug costs,
and he set a worrisome precedent for
future government meddling in the
cost of medicines. If a free-market
Republican Administration can
force Bayer to cut its price, how will
the government be able to resist step-
ping in when the soaring cost of a
future Medicare drug benefit threat-
ens to break the bank?191

Such highly visible efforts to weaken
patent rights for short-term gains undermine
the incentive to create additional treatments
and develop drugs to combat other potential-
ly lethal diseases. This is particularly curious
behavior when the U.S. government is other-
wise working with private drugmakers to
develop new and improved anthrax vaccines,
when pharmaceutical companies are ransack-
ing their shelves for compounds that might be
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effective against new diseases, and when
researchers are attempting to develop new
means to detect and treat anthrax, smallpox,
and other potential bioterrorist weapons.192

Nancy Bradish Myers, an analyst with
Lehman Brothers, warned: “If the federal gov-
ernment is going to threaten to break valuable
patent rights at the first sign of a crisis, it will
likely serve as a significant deterrent to other
drug companies who would like to do the ‘right
thing’ and use their R&D capabilities to help
the government fight bioterrorism.”193 A better
alternative is for the government to negotiate a
discount, just like any other bulk buyer (and
perhaps include certain legal liability protec-
tions), in building reasonable public stockpiles.

Although one can imagine a unique public
health emergency requiring extreme action,
that was not the case with Cipro, which was not
even the only treatment for anthrax.
Doxycycline and penicillin are also useful in
treating anthrax, and the FDA now encourages
the many makers of both to publicize their use-
fulness in treating inhalation anthrax.194 The
reason they were not initially considered for
treatment of inhalation anthrax in the fall of
2001 was because of FDA rules. Although those
older drugs are safe and approved to treat that
particular form of anthrax-caused illness, they
could not be officially marketed as such with-
out official FDA approval, a seemingly senseless
expense just a few years ago when the likely ben-
efits appeared to be so small (the last anthrax
case occurred in 1978).195 FDA rules have also
posed a barrier to the production and licensing
of smallpox vaccine. Changes that have
occurred in process and technology of smallpox
vaccine development since regular vaccinations
ended three decades ago require that new
batches of vaccine be classified as a “new drug”
and that they meet significantly higher regula-
tory standards.196

Trading Away Drug Patent Rights
Washington’s apparent willingness to

abandon property rights emboldened other
nations to weaken patent protections at the
November 2001 World Trade Organization
meeting in Doha, Qatar.197 In that situation,

the justification was a different kind of pub-
lic health emergency—AIDS. 

The impact of AIDS in the United States
is horrid; its impact in Africa is catastrophic.
AIDS is now the leading cause of death on
that continent. Erica Barks-Ruggles of the
Brookings Institution reports that 

21.8 million people have died from
HIV/AIDS since the beginning of the
epidemic. Four-fifths of those deaths
have occurred in sub-Saharan
Africa—over 2.4 million in the first
eleven months of 2000 alone, an
average of one death every eight sec-
onds. More than 70 percent of all
people living with the disease, or 25.3
million HIV-positive individuals, live
in Africa. Over 10 percent of the pop-
ulation is infected in sixteen African
nations.198

Obviously, such nations need help. The
New York Times has editorialized that
“Americans today can surely understand the
need to give poor countries every possible
weapon to fight back.”199 Few would disagree
with that sentiment. The critical question is
who should do so, and how should they do it?

Observes commentator Andrew Sullivan:
“The reason we have a treatment for HIV is
not the angelic brilliance of anyone per se but
the free-market system that rewards serious
research with serious money.”200 Yet some
self-styled activists treat the AIDS epidemic
as the fault of the very parties that seek to
cure it. They would strip the companies that
produce AIDS drugs of some or all patent
protection, through such means as compul-
sory licensing and parallel importation.201

Some countries have exploited those prac-
tices to boost their own generic drug indus-
tries. For example, India stopped respecting
drug patents in the 1970s, although it has
promised to again accept intellectual proper-
ty rights starting in 2005 as the price of join-
ing the World Trade Organization. Brazil has
authorized the copying of Viracept, an AIDS
medicine produced by Roche. Explained

22

Efforts to weaken
patent rights for
short-term gains

undermine the
incentive to 

create additional
treatments and 

develop drugs to
combat other

potentially lethal
diseases.



Health Minister Jose Serra, “We are in favor
of patents, but not the abuse of patents.”202

At its November 2001 ministerial confer-
ence in Doha, the World Trade Organization
declared legal clarifications of the Trade-
Related Aspects of Intellectual Property
Rights (TRIPS) treaty that would allow poor
countries to declare “national emergencies”
and produce generic substitutes of brand
medicines.203 In practice, those states appar-
ently can abrogate patents at will, since the
Doha declaration gives nations “the freedom
to determine the grounds upon which such
licenses are granted.”204 Although the precise
impact of the Doha declaration remains sub-
ject to ongoing trade negotiations, it appears
to encourage developing nations to expand
their use of compulsory licenses to produce
patented medicines (with minimal royalties)
and to allow “parallel imports” of patented
drugs from developing nations’ markets
where original prices are set lower.205 The
pharmaceutical industry put on a brave front,
contending that nothing had really changed,
but Sanford C. Bernstein & Co. analyst
Richard Evans observes that drugmakers now
“can write off the developing countries as a
long-term source of profits.”206

A more recent round of international trade
negotiations, launched in late 2002 and
resumed in February 2003, threatens to fur-
ther loosen the range of exemptions from
drug patent protection for virtually any “pub-
lic health problem.”207 James Love, director of
the Consumer Project on Technology, has
exulted: “This goes beyond AIDS, malaria and
tuberculosis. Any health care item could be
included. We want to use this in the United
States, in Germany and in Switzerland.”208

Indeed, many developing nations are demand-
ing the right to override existing patents and
reduce existing barriers to parallel imports of
pharmaceuticals on a wide-scale basis.209

Such an agreement would discourage
pharmaceutical patent holders from selling
their many other products (those used to
treat other diseases and health conditions) at
much lower prices in developing nations
where demand (i.e., ability to pay) is weak.

Drugmakers would fear that low-priced sales
in those markets could be reexported to more
lucrative Western markets and undercut
prices there. (In fact, $20 million worth of
HIV drugs first sold at a deep discount in
Africa were recently stolen and resold in
Europe for higher profits.)210 Faced with the
prospect of undercutting their key streams of
revenue, pharmaceutical firms would be
most likely to cut their losses and either
reduce sales or raise prices in the very markets
that most need some of their products.211 If
legal restrictions on the arbitrage of parallel
imports across national borders continue to
weaken, charging different prices in different
markets (“price discrimination” to maximize
total revenue) will be difficult to maintain,
says University of Michigan law professor
Rebecca Eisenberg.212

Last December’s international trade nego-
tiations in Geneva broke down when the
United States blocked a draft agreement that
would allow pharmaceutical companies in
developing nations much greater freedom to
export their lower-priced generic versions of
patented drugs to other poor countries. U.S.
trade negotiators insisted that patent excep-
tions should apply only to drugs that treat a
restricted list of infectious diseases—such as
HIV/AIDS, malaria, and tuberculosis—in poor
countries. On December 20, 2002, U.S. Trade
Representative Robert Zoellick announced a
temporary moratorium on U.S. enforcement
of drug patents for exports to poor nations to
combat diseases posing national health
crises.213

The justifications given for invalidating
patents are always presented as high-minded.
For instance, Julia Neuberger of the King’s
Fund, an independent charitable foundation in
London, recently announced: “In Africa, com-
mercial interests must not be permitted to
restrict access to vital medicines for HIV and
AIDS.”214 The group Oxfam has charged that
patents “are deepening the public-health crisis
by increasing the cost of medicines.”215

Doctors Without Borders has led a coali-
tion that opposes international trade rules
that might discourage the importation of
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less expensive drugs. “We’re basically talking
about a system that could help save mil-
lions,” said Ellen ‘t Hoen, program director
for the private, nonprofit organization.216

But without patents the newer drugs
would not exist because there would be little
incentive to produce them. Observes Jean
Lanjouw of Yale University: “Private firms
currently do very little research on products
for the developing world. There is little doubt
that the lack of patent protection in major
developing country markets has contributed
to this disinterest.”217

Yet even Lanjouw would use U.S. patent
procedures to force pharmaceutical firms
whose patents relate to a global disease to
sacrifice patent protection overseas in order
to preserve it at home. As she explains:
“Those patentees would effectively be
required to choose to make use of their
patent protection either in rich countries or
in poor countries, but not in both.”218

If required to do so, Western drug compa-
nies would likely choose to preserve their
patent protection in the developed world
rather than the developing world, particularly
for products whose primary market was con-
centrated in wealthy states (e.g., AIDS and can-
cer drugs). Such a policy, however, like other
more radical measures, would arbitrarily strip
companies of their intellectual property
rights. Unless reimportation of drugs from
developing nations back in to wealthy coun-
tries was effectively restricted, patent rights in
those industrialized states would soon be
impaired as well. Moreover, such a policy
would ignore any incentive for the most
advanced pharmaceutical firms to tailor their
drugs to meet any unique needs in the Third
World, such as different strains of infectious
diseases. For example, while HIV-1C domi-
nates sub-Saharan Africa, HIV-1E is moving
through Southeast Asia, and HIV-1 is most
prominent in Western markets.219 In fact, Dr.
Roger Bate, director of the International
Policy Network in London, argues that the
sustained attack on patents for AIDS drugs
has begun to discourage their development
even in the industrialized nations.220

The Lanjouw proposal also ignores the
fact that many drug companies already pro-
vide some of their patented products for free
and offer deep discounts on others in poorer
nations—sometimes up to 90 and even 100
percent for AIDS compounds. Yet making
pharmaceuticals available by suspending
patent rights would still leave those drugs
extremely expensive for poor people in poor
nations. Copies of AIDS compounds may
cost roughly $1,500 to $2,000 per year for
versions currently available in Brazil and
India, while the cheapest AIDS cocktail from
the Indian company Cipla runs $350 annual-
ly. Thus, the annual cost of the treatment
regimen can still exceed the per capita GDP
of poor nations.

Some observers would not tamper with
international patent law but believe that it is up
to the pharmaceutical industry to save
mankind. Dr. Donald Berwick, president of the
Institute for Healthcare, called upon drugmak-
ers to selflessly donate their AIDS medicines.221

It is, of course, easy to give away other people’s
money. Yet drug companies have already recog-
nized the economic limits of what they can
charge customers in the poorest nations by
heavily discounting prices there. Bristol-Myers
charges $54 in Africa for Zerit, compared with
$3,589 in the West.222 Glaxo first heavily dis-
counted and then licensed generics firms to
produce its AIDS medicine in South Africa.
Pfizer donated, through private clinics, the new
and very expensive drug Diflucan that is used
to treat fungal infections of the brain. Even this
has not stilled the criticism.223 On January 24,
2003, Pharmacia announced at the World
Economic Forum that it would work with the
International Dispensary Association
Foundation in Amsterdam to launch a not-for-
profit pilot program that would award nonex-
clusive licenses to generic drug companies that
agreed to manufacture and supply cheap copies
of Pharmacia’s AIDS drug delavirdine in the
world’s poorest countries.224

Private drug companies have been more
responsive than many governments. In a
recent well-publicized court battle in South
Africa, the final settlement was less about

24

Without patents
the newer drugs
would not exist

because there
would be little

incentive to
produce them.



providing AIDS drugs than about ensuring
due process for exceptions to international
rules on international intellectual property
embodied in the World Trade Organiza-
tion.225 Consequently, South Africa’s health
minister, Manto Tshabalala-Msimang, was
forced to acknowledge that the country still
had “no plans” to disseminate AIDS drugs to
the general public.226 South Africa has com-
pounded the problem by imposing a $14
value-added tax on medicines, including
AIDS medicines.227 Lawyers later went to
court to try to force that government to dis-
tribute AIDS drugs for newborns.228

Fighting AIDS in Africa involves much
more than the cost of patented products. In
fact, Amir Attaran and Lee Gillespie of
Harvard found that because patents already
were absent in many poor countries, there are
no legal barriers to production and acquisi-
tion of products patented in richer ones.
Instead, “a variety of de facto barriers are
more responsible for impeding access to
antiretroviral treatment, including but not
limited to the poverty of African countries,
the high cost of antiretroviral treatment,
national regulatory requirements for medi-
cines, tariffs and sales taxes, and, above all, a
lack of sufficient international financial aid
to fund antiretroviral treatment.”229

Even after buying drugs at a 90 percent
discount, the country of Mali says that it can
treat only 600 of 130,000 patients. Moreover,
many low-income developing countries lack
the medical infrastructure necessary to
ensure that patients follow what are complex
and harsh AIDS treatment programs.230

According to Robert Goldberg, “Pharmaceu-
tical-firm donation programs currently have
just four countries participating because of a
lack of health-care infrastructure—including
trained medical staff—and interest.”231 Per
capita health spending in some African states
runs barely $10 a year. Cultural attitudes and
practices are also important. Indeed, limited
resources might be better devoted to preven-
tion.232 Observes Dr. Saumya Das: “One of
the biggest lessons I’ve learned is that fight-
ing bio-medical battles in third-world coun-

tries is a complex enterprise. There’s more to
it than throwing a bunch of resources their
way.”233 Richard Tren, director of Africa
Fighting Malaria in Johannesburg, South
Africa, is even more blunt: “It’s easier to
blame and shame corporations than corrupt
governments.”234

University of Chicago law professor Alan
Sykes suggests several policy alternatives.
Governments of developing nations could
increase their own public funding of medical
therapies at current prices, with assistance
from more developed nations. The concept
of “national emergency” could be construed
more narrowly (but still tied to “reasonable
commercial terms”), with arm’s-length price
negotiations required before nations resort-
ed to any compulsory licensing.235

“Napsterizing” Brand-Name Drugs?
Three researchers at the National Bureau

of Economic Research recently framed the
drug patent protection issue in more stark,
but convincing terms. James Hughes of Bates
College, Michael Moore of the University of
Virginia, and Edward Snyder of the
University of Chicago asked whether an
extreme policy experiment of “Napsterizing”
pharmaceuticals—which would eliminate all
patent rights on existing and future brand-
name prescription drugs without compensa-
tion to the patent holders—would improve or
reduce consumer welfare. The obvious trade-
off would be between (1) substantial gains to
existing consumers by accelerating entry of
generics and increasing access to the current
stock of pharmaceuticals and (2) the harm to
future consumers by reducing the flow of
new pharmaceuticals to market to address
currently untreated illnesses or improve on
existing drug treatment. Hughes, Moore, and
Snyder found that for every dollar in con-
sumer benefit realized from providing
greater access to a lower-priced current stock
of drugs, future consumers would be harmed
three dollars in present value terms due to
reduced future innovation.236 They also
imply that current policy offers sub-optimal
patent protection, because actual and poten-
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tial consumers of currently available pre-
scription drugs are more likely to have a
greater voice than “unidentified potential
consumers of prescription drugs not yet on
the market.”237

The Looming Shadow of
Medicare Prescription

Drug Benefits
Since its inception in 1965, the traditional

Medicare program has never covered outpa-
tient prescription drugs (with the small excep-
tion of certain drugs that cannot be self-
administered and are related to a physician’s
services, or are provided in conjunction with
covered durable medical equipment.).238

Today, various forms of supplemental private
insurance coverage for outpatient drug needs
are becoming more expensive and declining in
scope and scale. More than one-third of
Medicare recipients lack any insurance cover-
age at all for most drugs. When they purchase
drugs, they pay the highest retail prices for
them. Seniors tend to consume a dispropor-
tionate share of the nation’s prescription drug
supply, primarily because they are more likely
to suffer from multiple chronic conditions
that respond best to modern drug therapy.
Perhaps most important of all, seniors as a
whole represent the most likely voters. Hence,
adding prescription drug benefits to
Medicare’s health care coverage has become a
powerful issue for current officeholders and
their political challengers. 

Nevertheless, addressing the issue of
Medicare prescription drug benefits directly
is not a task for the faint-hearted: Two earlier
attempts to add a pharmaceutical benefit to
Medicare, the 1988 Catastrophic Coverage
Act and President Clinton’s Health Security
Act of 1994, quickly failed. For the past three
years, Congress has again come up short in
trying to devise a workable Medicare drug
plan. This year, it will resume consideration
of the issue in the context of a Bush adminis-
tration proposal to spend up to $400 billion
over the next 10 years for prescription drug

benefits in a “modernized” Medicare pro-
gram.239

Creating a voluntary stand-alone drug cov-
erage plan as the latest layer on an unreformed
Medicare program is no answer. More gener-
ously subsidized insurance coverage of drug
purchases, particularly for routine early-dollar
expenses, will stimulate demand for seeming-
ly “cheaper” drugs and overuse of benefits.
“People with health insurance fill more pre-
scriptions and take more medicines,” observes
the NIHCM Research and Educational
Foundation.240 They also use more medica-
tions when faced with lower copayments.241

That surge in demand is sure to be followed by
runaway budget costs that collide with under-
funded, irresponsible political promises. The
next round of maneuvers aimed at dodging
this conflict soon would include drug cover-
age rollbacks, tighter drug formularies, and
rigid price controls—all threatening to chill
future innovative medical research and to
snuff out the next round of development of
life-saving drugs. 

Expanded drug coverage, even if limited
and well designed, needs to be developed in
the context of overall structural reform of
Medicare, rather than grafted onto today’s
antiquated program. The aging of America’s
population alone has created frightful finan-
cial pressures on Medicare. As Comptroller
General David Walker told the House Budget
Committee in July 2001, “Medicare as current-
ly structured is fiscally unsustainable.”242

Walker warned:

Although the short-term outlook of
Medicare’s Hospital Insurance trust
fund improved somewhat in the last
year, the long-term projections are
much worse due to a change in expec-
tations about future health care costs. .
. . the long-term outlook for Medicare’s
financial future—both Hospital
Insurance (HI) and Supplementary
Medical Insurance (SMI)—is consider-
ably worse than previously estimated.
The Congressional Budget Office
(CBO) also increased its long-term esti-
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mates of Medicare spending. The slow-
down in Medicare spending growth
that we have seen in recent years
appears to have come to an end. In the
first 8 months of fiscal year 2001,
Medicare spending was 7.5 percent
higher than the previous year. The fis-
cal discipline imposed through the
Balanced Budget Act of 1997 (BBA)
continues to be challenged, while inter-
est in modernizing the Medicare bene-
fits package to include prescription
drug coverage has increased. Taken
together, these developments mean
higher, not lower, health care cost
growth. They reinforce the need to
begin taking steps to address the chal-
lenges of meaningful Medicare
reform.243

Medicare’s Hospital Insurance (Part A)
trust fund will resume spending more than it
collects in taxes in 2013, and it faces a long-
term actuarial deficit of 2.4 percent of tax-
able payroll. The Supplementary Medical
Insurance (Part B) side of Medicare will con-
tinue to grow faster than both Part A and the
overall economy. It will double its share of
GDP within 33 years—without adding any
new drug benefits.244

Real Reform, Real Choices
Medicare reform should go beyond sim-

ply avoiding the dangers of placing an open-
ended drug benefit inside the traditional
Medicare program. Yet most Republican-
sponsored Medicare drug benefit proposals
of recent years have been content to stop at
that point and fall well short of a fundamen-
tal restructuring of Medicare. They have
mostly relied on simply drilling another deep
but narrow silo of separately financed drug
benefits in the form of a heavily subsidized
Medicare Part D program and then scram-
bled desperately to entice private sector enti-
ties to manage it. 

Ideally, long-term Medicare reform would
transform the program so that it offered
seniors a choice among competing plans that

included pharmaceutical benefits. It would
encourage private insurers to assemble pack-
ages of integrated, linked benefits that pro-
duced the greatest value for both beneficia-
ries and taxpayers by coordinating efficient
tradeoffs between drugs, surgery, hospitaliza-
tion, and outpatient care options.
Beneficiaries then could choose the plan
options that were best tailored to meet their
respective needs and preferences. 

The Medicare+Choice (M+C) program,
launched in 1997, provides a limited amount
of private health plan choice. However, its
rates of participation—by both insurers and
beneficiaries —have dropped precipitously in
recent years. Roughly 12 percent of Medicare
participants are enrolled in M+C plans. They
generally receive more generous levels of
drug coverage, but those benefits are increas-
ingly jeopardized by flawed Medicare pay-
ment formulas.245

Congress must begin with a clean slate
and proceed to eliminate the uncertainties
and excesses of its complex regulatory
requirements, time limits, and payment
methodologies for the faltering M+C pro-
gram. A sustainable framework for Medicare
modernization requires moving from an
antiquated defined benefit structure (which
covers a specific set of health services) to a
defined contribution model, under which
seniors could choose among competing
packages of health benefits with taxpayers’
costs capped at preset levels.246 It is crucial
that the traditional Medicare fee-for-service
coverage program be required to improve by
competing for market share on a level play-
ing field. Many Medicare reformers empha-
size the enhanced benefits and higher quality
care—including prescription drug benefits—
that new private plan options might make
available to beneficiaries, but they tend to
underplay, if not neglect, the key ingredients
needed to make those improvements afford-
able. One necessary element includes a pay-
ment system in which private plans bid to
provide required benefits, beneficiaries cap-
ture the savings from choosing less-costly
options, and the government’s share of
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Medicare funding reflects the enrollment-
weighted average costs of the mandatory
benefits provided in all plans (including tra-
ditional Medicare). Seniors seeking addition-
al supplemental benefits would pay higher
premiums that reflect their marginal costs.
Medicare beneficiaries who accepted greater
individual responsibility would be rewarded
with broader health coverage choices and
possible cash rebates. 

Defined contribution payments must be
determined by competitive market prices
rather than remain linked to the politically
driven and bureaucratically administered
price controls of the traditional Medicare
program. Competitive bidding mechanisms
and reasonable ground rules for periodic
open enrollment choices could help end the
current program’s maze of distorted prices
and poor information. 

In July 2001 the Bush administration first
outlined The President’s Framework to
Strengthen Medicare, which loosely tracked
the elements of the above approach but
avoided spelling out many legislative details.
It also emphasized its recommendations for
enhanced benefits while saying much less
about the steps that would be required for
containing future Medicare cost growth.

The Bush plan included a voluntary drug
discount plan for Medicare seniors, through a
consortium of private companies, but its
administrative implementation was delayed
by court challenges.247 Disagreement was
sharp not only over how great the discount
would likely be but also whether drugmakers
or pharmacists would bear most of the dis-
count. 248 Drugstores went to court to block
the initiative. After several rounds of legal bat-
tle, a federal judge ruled on January 29, 2003,
that the Bush administration had no legal
authority to create a Medicare-sponsored dis-
count drug card program.249

The rest of the July 2001 framework
emphasized that a range of new, competing
Medicare plan options all must offer subsi-
dized prescription drug benefits and that
Medicare should provide true stop-loss pro-
tection from high expenses.250 On March 3,

2003, President Bush proposed an updated
and somewhat more detailed Framework to
Modernize and Improve Medicare. It out-
lined three different categories of benefits
options: Enhanced Medicare, Traditional
Medicare, and Medicare Advantage. 

Enhanced Medicare would be designed to
offer better, more attractive benefits than
those provided by Traditional Medicare, such
as a subsidized prescription drug benefit, pre-
ventive care benefits, and protection against
high drug expenses.  Beginning in January 1,
2006, seniors participating in Enhanced
Medicare would receive a choice of preferred
provider organization plans similar to those
offered through the Federal Employees
Health Benefit Plan. Enhanced Medicare
plans would feature a single deductible for all
medical services, as opposed to the separate
Part A and Part B deductibles in Traditional
Medicare. Enhanced Medicare plans would be
administered by a new agency under the
Department of Health and Human Services. 

The president promised to preserve the
option of the Traditional Medicare benefit
structure for seniors who were satisfied with
their current coverage. However, his pro-
posed framework would protect beneficiaries
remaining in the traditional program against
high out-of-pocket prescription drug expens-
es and offer a drug discount card to them. 

Medicare Advantage would provide the
option of managed care plans similar to
those currently available through the
Medicare+Choice program. Participants who
selected more efficient, lower-cost plans
could qualify for rebates on their premiums.
Some Advantage plans might choose to offer
benefits packages without drugs for those
participants who were satisfied with other
drug coverage that they already have.

The Bush framework would provide further
assistance to low-income seniors. If they enroll
ed in Enhanced Medicare, they would receive
prescription drug coverage without paying
additional premiums, and they would receive
additional subsidies to help pay their cost-shar-
ing for prescription drugs. By 2004, all low-
income seniors would not only have access to
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discounted prices through a Medicare-
endorsed drug discount card; they would also
receive as much as an additional $600 per year
to subsidize their prescription drug purchases
or other forms of prescription drug coverage
(such as coverage offered under plans in the
current Medicare+Choice program).251

Unfortunately, this proposed framework
still left many key details either unclear or
undecided. The Bush administration said lit-
tle about what would be included in a “basic
federal standard” for benefits through
Enhanced Medicare. It apparently decided to
defer to Congress regarding such fundamen-
tal items as required levels of cost-sharing by
participating seniors, the threshold at which
insurance protection against high drug
expenses would kick in, and the manner in
which competitive bidding by private health
plans would proceed under Enhanced
Medicare. The Bush framework also declines
to offer any significant cost-saving reforms
for Traditional Medicare. Although it
promises insurance protection against high
drug expenses at no additional cost to bene-
ficiaries, the level at which this protection
would commence remains unstated.

Administration officials have conceded that
the proposed Bush framework will cost taxpay-
ers more money than the current law version of
Medicare. They already have budgeted up to
$400 billion in new spending over the next 10
years to pay for the Bush Medicare moderniza-
tion proposal. The Bush framework falls short
of the FEHBP model of cost containment that
it hopes to mimic, because it avoids making a
clear commitment to cap taxpayers’ share of
premiums charged by private plans participat-
ing in Enhanced Medicare or to provide the
same level of subsidy to a beneficiary regardless
of which program (Traditional Medicare,
Medicare Advantage, Enhanced Medicare) he
or she may choose. Instead, it appears most like-
ly to do little more than offer higher subsidies
to private plans promising more generous ben-
efits under Enhanced Medicare, in the hope
that this eventually will induce more seniors to
participate in them instead of the Traditional
Medicare option.

A more far-reaching, but much longer-term
Medicare reform proposal idea would redirect a
portion of younger workers’ Medicare tax pay-
ments into Personal Retirement Insurance for
Medical Expenses—tax-advantaged savings
vehicles that could be used to prefund insur-
ance and health care expenses during retire-
ment.252 However, an initial round of the inter-
mediate reform measures to restore competi-
tive private health plan options for seniors, as
suggested above, would first be needed to
realign the current Medicare structure before it
could be transformed into a more fully priva-
tized system of health care choices for seniors.
Transitional finance issues may slow the evolu-
tion toward this ultimate objective, but a full
return to individual responsibility and private-
sector health care offers the only long-term
hope for surmounting the perennial chronic
financial crises and bureaucratic morasses of
Medicare as we know it. 

If Congress cannot resist the urge to add
drug benefits without tackling fundamental
Medicare reform, it should at least do less
harm by emphasizing higher deductibles and
catastrophic loss protection for prescription
drug coverage, targeted assistance to lower
income seniors, and reformed coverage
options for individual Medigap insurance
purchasers.253 Under no circumstances
should the door be opened to universal sub-
sidies to seniors for routine, manageable
drug expenses.

The average out-of-pocket drug expenditure
for all Medicare enrollees in 2001 was about
$650.254 The best way to target a more limited
Medicare prescription drug benefit would be to
deal effectively first with the relatively small
slice of Medicare beneficiaries (less than 10 per-
cent) that faces more than $2,000 a year in out-
of-pocket drug expenses. Implementing a cata-
strophic prescription drug benefit and adding
supplemental assistance to lower-income
Medicare beneficiaries just beyond the eligibili-
ty limits for Medicaid drug coverage assistance
would provide some breathing room for deci-
sionmakers to get a better fix on future pro-
gram costs, while targeting necessary relief to
those seniors most in need. 
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This approach would also head off far greater
threats to the future quality of life for younger
workers and their families. Medicare’s growing
claims on their future earnings already limit their
ability to purchase their own health insurance,
educate their children, and save for retirement.
Strip mining today’s on-the-shelf inventory of
drugs through political price controls will under-
mine incentives to provide the capital and skilled
manpower to develop future rounds of block-
buster drugs in the decades ahead. 

Direct-to-Consumer
Advertising: Don’t Tell,

Don’t Sell?
Some industry critics want to control costs

by restricting industry spending, especially on
marketing. A particular target is direct-to-con-
sumer (DTC) advertising. Some health care
benefits managers complain that DTC ads
cause excessive use of prescription drugs or that
they steer consumers toward more expensive
brand-name drugs.255 During congressional
consideration of a proposed new Medicare ben-
efit for prescription drugs, some legislators
(including House Ways and Means Committee
chairman Bill Thomas, R-Cal.) toyed with pro-
posals to limit corporate tax deductions for pre-
scription drug advertising expenses, on the the-
ory that DTC ads would unnecessarily increase
federal drug spending.256

Pharmaceutical marketing accounted for
$13.8 billion in 1999. Yet more than half of that—
$7.2 billion in that year—was for free samples of
drugs, which serve as a discount when doctors
pass them out to patients.257 Most of the rest
went for professional advertising and promotion.

Advertising promotes price competition
and lowers prices.258 Indeed, professionals—
doctors, opticians, and lawyers—have long used
advertising restrictions to squelch competition
and maintain fees. Comparative advertising can
be especially important. Michael Neff, who
managed drug purchases for California’s public
health care system, asks: “Do we want to see
more head-to-head testing?” His answer is “You
bet! Yes, sir!”259

Disseminating information about new
pharmaceuticals is an important mechanism
for letting patients and doctors know what is
available. One estimate is that more than
1,700 articles are published every year in each
of 325 professional journals on the 25 lead-
ing medications.260 Marketing helps profes-
sionals keep afloat in this information flood.
Moreover, what company in America makes a
product and tells no one about it? Imagine
General Motors developing a new car and
keeping it secret.

The suppression of ads might aid some
market leaders in the industry, but it would
not benefit consumers.261 Existing FDA
restrictions, which prevent companies from
promoting formally unapproved but infor-
mally recognized alternative uses of drugs—
which have been found to be safe—clearly
hurt patients. Writes Alexander Tabarrok of
the Independent Institute, “There have been
numerous instances in which the FDA has
reduced the speed at which beneficial new
drugs, and beneficial new uses of old drugs,
have been widely adopted.”262

Paul Rubin of Emory University figures
that the FDA’s ban on aspirin producers
advertising the benefits of aspirin in combat-
ing heart disease alone may have been killing
tens of thousands of people a year.263

Moreover, the FDA impedes the treatment of
cancer by preventing companies from dis-
tributing articles relating how cancer drugs
have demonstrated their effectiveness in
combating other forms of cancer.264 Ellen
Stovall, executive director of the National
Coalition for Cancer Survivorship, com-
plained to a House subcommittee: 

The excessive zeal of the FDA in this
arena is exerting a chilling effect on
the sharing of information within
the medical community on whom
our treatment and our very lives
depend. FDA’s policy stifles educa-
tion by denying individuals with can-
cer access to valuable information
about medically appropriate indica-
tions from the pharmaceutical spon-
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sors who are often the best sources of
up-to-date information.265

The amount of mass media advertising
directly aimed at patients remains relatively
low—$2.8 billion in 2001, not much more
than 2 percent of pharmaceutical sales. But it
has increased dramatically, up from just $55
million in 1991.266 Such advertising undoubt-
edly helps increase demand, which in turn has
raised drug expenditures—treated by some bill
payers as a negative in and of itself.267 Yet peo-
ple use medicines because the benefits exceed
the costs. And increased demand makes prod-
ucts available that would otherwise be unprof-
itable. Thus, advertising does not compete
with R&D; rather, the two are complementary.
Marketing hikes revenues and investment
returns, making more money available for and
increasing the incentive for R&D. Even as
drugmakers advertise, they devote a larger
share of sales to R&D than does the medical
industry generally, or computer makers and
software developers, or automakers.

Another criticism of direct-to-consumer
marketing is that ads are irrelevant or mis-
leading, causing patients to demand products
that are not good for them.268 As in any indus-
try, ads vary in quality. But doctors remain a
gatekeeper, often prescribing other brands,
generics, older products, or nothing.
Apparently some physicians begrudge their
patients an explanation. Dr. Sandra Adamson
Fryhofer of Emory University denounced
drug ads because, “Not only do we have to
take time to explain to these patients the
nature of the medical problem they have, and
whether it needs to be treated with drugs, but
we also have to discuss whether the drug they
have seen promoted is their best option.”269

It’s a curious objection. Doctors might occa-
sionally find the duty to say no to be unpleas-
ant, but their role, after all, is to serve patients,
and they should be prepared to explain why a
particular advertised drug is not appropriate.
Indeed, Dr. Richard Dolinar, an endocrinolo-
gist from Phoenix, says, “If advertising some-
times results in patients asking for a drug that
is inappropriate, I will say so.”270

Empowering Patients
In fact, advertising can play an important

role in informing and empowering patients,
which may be one reason why the American
Medical Association has suggested that the gov-
ernment ban ads. Expanded knowledge is par-
ticularly important in what has traditionally
been a physician-led process: patients can ask
better questions and make better judgments if
they know some of the options available.
Patients’ desire for greater knowledge is obvious
from a greater reliance on the Internet for
health information.271

More information means better health. One
impact seems to be to make patients more like-
ly to follow prescription schedules.272 Doctors,
too, are likely to make better use of pharmaceu-
ticals. Observes John Calfee, “The documented
gaps between research findings and physician
practices are notoriously difficult to close.”273

Drug information is particularly useful in
reaching people who have not been diagnosed
despite having treatable conditions, such as dia-
betes, hyperlipidemia (high cholesterol), and
hypertension.274 A 1999 survey conducted by
Prevention magazine estimated that consumer
ads had caused some 25 million people to talk
for the first time with their doctors about par-
ticular health problems.275 “I think more
patients are coming in for treatment just to see
if a drug they have seen advertised might help
them with a problem,” observes Dr. Dolinar.276

Saving Lives
As the Journal of the American Medical

Association acknowledges:

Nearly everyone agrees that it was
important to advise high-risk con-
sumers about a new vaccine for pneu-
mococcal pneumonia. Many of those
consumers are generally in good health
and not visiting a physician on a regular
basis. Promotion to physicians alone
would not have brought the vaccine to
the health high-risk consumer.277

A survey of men with prostate cancer
found that the majority desired more infor-
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mation. “The results of our survey clearly
indicate the need for more comprehensive
and actionable information about current
treatment options for prostate cancer,”
explains Dr. Jay Gillenwater, president of the
American Foundation for Urologic
Disease.278

Jamie Reno, a San Diegan suffering from
non-Hodgkin’s lymphoma, describes how
better communication of drug information
saves lives:

I found out about the [experimental
drug] Bexxar trial myself. I didn’t rely
on my doctors, and neither should
you. Unfortunately, when you learn
you have a life-threatening disease,
you’re often too sick and/or scared
to do much research. So you take
your doctor’s word. That’s what I
did. Big mistake. My first oncologist,
at a renowned cancer hospital, never
shared one bit of information about
the lymphoma research I’ve since
learned is going on.279

Although drug industry critics like
Arnold Relman and Marcia Angell of the
Harvard Medical School commend the fact
that “DTC ads are not permitted in other
advanced countries less in the thrall of the
pharmaceutical industry,” patient advocates
in Canada’s nationalized system complain
about the lack of information available to
them.280 And the European Commission has
proposed allowing direct advertising to con-
sumers.281 Nationalized health care systems
can survive only so long as people are not
aware of the full extent of medical products
and services to which government is denying
them access. American health care would not
be improved by keeping patients ignorant
and quiescent.

John Calfee concludes that the benefits of
DTC ads appear substantial while deception
and harms from inappropriate prescribing
appear to be minimal. The drug advertising
provides valuable information to consumers on
risks and side effects, as well as about potential

treatments and dosages. Calfee acknowledges
that DTC ads may indirectly increase drug uti-
lization, but that reflects the fact that better-
informed health care organizations, physicians,
and patients will find many of the advertised
drugs to be extremely valuable. To the extent
that unwise spending choices are made, they are
due more to excessive levels of third-party insur-
ance coverage that insulate consumers from the
full cost-benefit tradeoffs of their drug con-
sumption decisions.282

Real Solutions for Improved 
Drug Access and

Affordability
The fact that the typical “solutions” to

reduce pharmaceutical prices would make
Americans worse off does not mean that
nothing should be done in response to con-
cerns over access and cost. Some people of
limited means have trouble getting the drugs
that they need. A wealthy and compassionate
society should respond.

The principle that should govern any
action, private or public, is “first do no
harm.” Government should not interfere
with a pharmaceutical market that works as
well as it does only because it remains rela-
tively free. Instead, remedies should be nar-
rowly targeted to meet genuine needs.

Fix the FDA: Fully, Fundamentally, and
Finally

The current political spotlight on pre-
scription drug prices has drawn attention
away from a more important issue—regulato-
ry barriers to the availability of the best med-
icine. The most “unaffordable and unavail-
able” drugs are those that carry no price tag,
because the FDA keeps them off the market.
The starting point for improving access to
the drugs of today and tomorrow should be
reducing government barriers that inflate
their development costs and thus their even-
tual market prices.283 But some historical
background is needed before we move on to
a discussion of current reform measures.
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Today the FDA must certify prescription
medicines for both safety and efficacy. The
latter requirement was passed after the
thalidomide scare in 1962. In the absence of
that unnecessary mandate, drug companies
still would have no incentive to sell ineffec-
tive products, doctors would have no incen-
tive to prescribe them, and patients would
have no incentive to buy them. Although reg-
ulatory efficacy requirements may not have
significantly improved the overall quality of
prescription drugs, they have certainly
lengthened the time necessary to win
approval of them and limited their availabili-
ty in the marketplace. The 1962 amendments
to the Food, Drugs, and Cosmetic Act effec-
tively shifted “primary decision-making
authority in pharmaceuticals from market
mechanisms to a centralized regulatory
authority.”284

By 1967 the average review time for a drug
application had more than tripled from its pre-
1962-amendments level.285 Congress’s bias
toward regulation exacerbated the agency’s nat-
ural bureaucratic tendency to be risk averse: To
approve a drug that is either ineffective or
harmful would hurt one’s career far more than
holding up approval of efficacious, helpful
products.286

The delays were obviously costly: Total
development costs per successful drug more
than doubled between 1963–1975 and
1970–1982.287 By the 1980s, new drugs were
routinely receiving faster approval in Europe
than in America.288 Henry Grabowski calcu-
lated in 1995 that reducing FDA review time
by one year alone would cut annual industry
costs by $361 million.289

By the early 1990s, total approval and
development times ran 100 percent and 75
percent, respectively, higher in America than
in other industrialized states.290 Of 150 new
drugs and vaccines approved by the FDA
between 1990 and 1994, 61 percent were
available first overseas. On a head-to-head
basis America increasingly lagged behind
other industrialized states.291

Such delays are deadly as well as costly. For
instance, families with a member suffering

from Alzheimer’s disease were frustrated by the
agency’s refusal to authorize, despite strong evi-
dence of its efficacy, the use of the drug THA,
which is available in other nations, .292 Delays in
bringing propranolol, a beta-blocker for use in
treating angina and hypertension, to the U.S.
market may have cost 100,000 lives. Nearly as
many may have perished from the lack of avail-
ability of the anti-bacterial medicine Depra.
Thousands have also died waiting for miso-
prostol, a drug for gastric ulcer, and streptoki-
nase and TPA, for heart conditions.293 Equally
costly was the delay in bringing anti-AIDS
drugs, such as AZT, to the market.294 Estimates
of lives lost because of the FDA’s regulatory
overcaution defy precise measurement, but, by
the mid-1990s, Robert Goldberg offered this
chilling calculation:

By a conservative estimate, FDA delays
in allowing U.S. marketing of drugs
used safely and effectively elsewhere
around the world have cost the lives of
at least 200,000 Americans over the
past 30 years. That figure does not
include deaths that might have been
prevented by the use of drugs such as 5
Prozac, which is associated with the
decline in suicides of individuals suf-
fering from depression.295

Enormous pressure from AIDS activists and
Vice President Dan Quayle’s Competitiveness
Council eventually caused the FDA to speed up
trials of potentially life-extending drugs.296 The
Prescription Drug User Fee Act of 1992 allowed
drugmakers to pay for new FDA employees to
review drugs. The 1997 Food and Drug
Administration Modernization Act led to cre-
ation of a fast-track approval process for “prior-
ity review drugs.” Drug applications thought to
represent a significant therapeutic advance
were to be assessed more quickly.297 In the
1990s, average drug approval times in the
United States fell sharply.298

Some critics argue that the FDA reforms
have gone too far, with an increasing number of
drugs allegedly being pulled from the market.
“While many of these early changes were neces-

33

The most 
“unaffordable
and unavailable”
drugs are those
that carry no
price tag, because
the FDA keeps
them off the 
market.



sary, subsequent laws, passed in 1992 and again
in 1997, have taken deregulation too far and
left the FDA beholden to the very industry it is
supposed to regulate and the public vulnerable
to unsafe drugs,” says Jennifer Washburn of the
New America Foundation.299

In fact, recalls have not risen despite
quicker approvals in recent years.300

Moreover, fewer mistakes may also mean
fewer life-saving developments: the FDA can
avoid mistakes only by an overly cautious
policy that screens out many likely winners.
Overall, the danger of allowing the sale of a
few ineffective medicines pales compared
with the benefit of allowing patients speedier
access to additional effective ones. 

Even the harm caused by the occasional
Rezulin, a diabetes drug recently withdrawn
from the market for causing liver damage
and perhaps as many as 60 deaths, must be
balanced against the lives saved by speeding
to market scores of drugs, the vast majority
of which are safe.301 The 47 drugs approved
between 1972 and 1992 in Europe but not
America, and later recalled, were responsible
for an estimated 145 deaths. Although tragic,
those victims were few compared to the num-
ber of victims of FDA-induced delays in the
approval of a score of different drugs. Even
pharmaceuticals like practolol, for use
against high blood pressure, which proved to
have serious side effects, may nevertheless
have been cost-effective, with the potential of
saving 10,000 to 20,000 lives a year. 302

Dale Gieringer of Stanford University has
estimated that some 5,200 people died and
another 18,100 people were seriously harmed
worldwide by drug accidents, including
thalidomide, between 1950 and 1980. Over that
same period, he calculated that FDA regulation
might have prevented 1,000 deaths and 5,000
injuries in America. Gieringer concluded that
the worst-case scenario for a regime of looser
regulation would amount to a couple of thou-
sand deaths and another 8,000 casualties, com-
pared to his calculation that as many as
120,000 lives were lost and many more injuries
incurred per decade due to drug delays caused
by tighter FDA regulation.303

“The drive to expedite drug approvals has
undermined a review system that was once the
world’s gold standard,” complains Washburn.304

What patients need, however, is not a “gold
standard,” but a system that weighs speed as
well as safety, since delay is itself unsafe. One
must constantly balance any possible side
effects of a drug against its benefits.305

Overall regulatory reform thus far has
been real, but it remains inadequate. In May
2000 the FDA okayed the leukemia drug
Gleevec after just two and a half months, a
record time.306 Nevertheless, a recent poll
found that huge majorities of doctors
(including 77 percent of oncologists) believed
that the agency was still too slow in approv-
ing new products, and that strong majorities
believed that Americans were dying as a
result. 307 The changes “do not constitute
basic reforms,” explain Joanna Siegel and
Marc Roberts of Harvard. “They target AIDS
and other life-threatening illnesses, rather
than address the standards for drug approval
generally. . . . They represent departures tar-
geted only to exceptional circumstances.”308

The overall system remains overly bureau-
cratic, costly, and time-consuming. 

Problems are particularly acute in the area
of responding to bioterrorism. Testing on
humans to prove the effectiveness of experi-
mental drugs against toxic substances or
organisms is not possible—or thought to be
ethical—yet it remained an agency require-
ment even after the anthrax attacks in the fall
of 2001. Since 1999, the FDA had considered
changing that rule, but the proposal was
“just wallowing in the agency,” complained
Dr. Frank Young, a former FDA commission-
er, in November 2001.309 It was not until May
30, 2002, that the FDA finally amended its
regulations so that certain human drugs and
biologics intended to reduce or prevent seri-
ous or life-threatening conditions could be
approved for marketing on the basis of evi-
dence of effectiveness in appropriate animal
studies when human efficacy studies were
not ethical or feasible.310

Although the agency disclaims responsi-
bility, median drug approval time rose from
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11.6 months in 1999 to 15.6 months in
2000.311 In particular, clinical trials now take
longer, in part in response to government
demands.312 Complains E. M. Kolassa:

Many claim that the FDA is now
approving new drugs much more
quickly than in previous years—but that
statement is misleading. Although the
FDA has shortened the period between
the submission of the New Drug
Application (NDA) and final marketing
approval, the time between the submis-
sion of the research plan (IND) and the
NDA, a period also substantially under
the control of the FDA, has increased by
an amount greater than the approval
time has shortened. The net result is
that the total time for the approval of
new drugs has increased by roughly 5
months while the FDA, and critics of
the pharmaceutical industry, claim the
opposite.313

There is good reason, then, to treat the
FDA, as Michael Tanner of the Cato Institute
suggests, as “one of the most destructive of
all federal government agencies,” a bureau-
cracy that “is clearly an unnecessary burden
to the American health care system.”314 At the
very least FDA decisionmaking should be
decentralized and streamlined further.315

FDA Reform Strategies
But additional reforms should be broader

and more permanent. A number of strategies
could further speed drugs to market. Even
limited procedural reform would help: the
European Commission has set as a goal
reducing European approval time from
about 18 months to 9–12 months, below the
FDA average. The organization’s “decision
will help patients all around Europe to get
new and better medicines than is the case
today,” explains Erkki Litkanen, European
commissioner for enterprise.316 More funda-
mentally, FDA regulatory approval could be
limited to safety, with effectiveness left up to
the marketplace, which is where it belongs.

Even better, the FDA could operate as a
certifying agency, providing a special stamp
of approval (or withholding one) for a drug’s
effectiveness rather than posing legal barriers
to its entry into competitive markets. Then
patients, doctors, and hospitals could con-
sider approval by the FDA and European and
Japanese pharmaceutical regulators. Private
organizations also could test drugs and pub-
licize their findings, just as the independent
safety certifications and standards-writing
organization Underwriters Laboratories
reviews most electrical equipment.

The Progress and Freedom Foundation
proposes allowing private entities to become
FDA-licensed “Drug Certifying Bodies” and
“Device Certification Bodies” to oversee
pharmaceutical and product development,
though the underlying legal standards of
efficacy and safety and FDA enforcement
would remain unchanged.317 Congress could
choose to accept approval by selected foreign
nations: For instance, Peter Barton Hutt of
the law firm Covington and Burling suggests
giving the FDA three months to review the
administrative record of the European
Medicines Evaluation Agency, after which it
would have to specify evidence that a drug
was unsafe or ineffective, or else the drug
could be sold.318 Or certification could be left
even more directly to other private bodies
competing in a free market.319 Unapproved
drugs could be marketed as such, with doc-
tors, pharmacists, hospitals, and insurers all
operating as gate-keepers to advise patients.
The potential for product liability lawsuits
and medical malpractice claims also would
remain a potent constraint on pharmaceuti-
cal practice.320

To Reduce Prices, Reduce Costs
There are other means, too, to help reduce

pharmaceutical prices. For instance, the FDA
could lower costs by moving more drugs to
over-the-counter sale status. In 1972 the
agency loosened its approval process, allow-
ing more than 600 drugs to become available
without prescriptions. The FDA recently con-
sidered shifting the allergy drugs Allegra,
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Claritin, and Zyrtec to over-the-counter sta-
tus. In late November, it finally approved
OTC sales of Claritin. It may take the same
stance toward antibiotics, contraceptives,
and treatments for other chronic conditions,
such as high blood pressure, high choles-
terol, and osteoporosis.321 The Consumer
Healthcare Products Association estimates
that consumers could save nearly $13 billion
annually (although insurance plans rarely
cover the cost). Moreover, people could buy
those medicines without visiting a doctor to
get a prescription.

Internet pharmacies, where consumers
typically consult an online physician, might
also help promote competition and reduce
costs. The Clinton administration proposed
cracking down on such enterprises, but exist-
ing laws adequately cover fraud. Current sites
tend to focus on precisely the drugs most
appropriately turned into over-the-counter
products, the so-called lifestyle drugs like the
anti-impotence treatment Viagra and the
anti-baldness drug Propecia.322

Nor does government alone bear respon-
sibility for making the system more cost-con-
scious. Splitting pills in half (because many
drugs cost about the same per pill, regardless
of the dosage) is a common practice that has
the potential of saving drug consumers hun-
dreds of millions of dollars annually.323

Asking doctors to consider costs and pre-
scribe alternatives would also significantly
reduce the pharmaceutical bill for many
Americans.324 Doctors and patients also
should develop strategies to reduce wasted
(unused) medicines, estimated to cost $1 bil-
lion a year.325

A Role for Charitable Assistance
The first line of defense for those who can-

not afford needed drugs should be private
charity. The pharmaceutical companies
already do their part. Forty-nine firms have
their own programs for the uninsured and
indigent, which gave away 2.8 million pre-
scriptions in 1998.326 PhRMA maintains a
directory of drugmaker programs, as well as
RxHope.com, an Internet service to match

patients to federal, state, and private charita-
ble drug assistance programs. Medicare main-
tains a website that lists private and public
sources of assistance.327 At least two private
companies, Harsonhill and the Medicine
Program, provide eligibility and application
information on all of the private programs.328

In September 2001, GlaxoSmithKline created
a national discount program for low-income
elderly without insurance coverage for phar-
maceuticals.329

Private charity also can help at the inter-
national level. Rather than expecting drug-
makers alone to bear the burden of caring for
AIDS patients and those who suffer from
malaria or any of a number of other deadly or
debilitating diseases, residents of Western
nations should generally contribute to
ensure both access and adequate follow-
through treatment. For instance, an interna-
tional coalition, the Academic Alliance for
AIDS Care and Prevention in Africa, plans to
establish a state-of-the-art AIDS clinic at
Makerere University in Uganda in 2002. A
number of international aid programs,
through the United Nations and World
Bank, have been proposed.330 However, there
is more than enough history of failure with
foreign aid to be cautious: Governments that
cannot provide health care on their own
probably cannot use foreign money effective-
ly to provide it.331

Assistance through private organizations
would be better. Charitable groups such as
Doctors Without Borders that have shame-
lessly attacked pharmaceutical firms while
doing little themselves to increase access of
those suffering from AIDS to drug treatments
should step forward. (The organization reject-
ed an opportunity to purchase a combination
of U.S. drugs for $350 annually per patient to
treat African AIDS sufferers.)332 Even Western
investors in poor countries can play a role: the
London-based mining concern Anglo
American PLC plans to provide AIDS drugs to
employees and their families.333

In April 2001 UN Secretary General Kofi
Annan made a pitch for help to representa-
tives of 1,800 American foundations. Such
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organizations should purchase pharmaceuti-
cals (a consortium of aid groups could nego-
tiate deeply discounted prices with drugmak-
ers) as well as help develop the practical infra-
structure necessary to administer drugs
(transmitting knowledge and administering
treatment regimens).334 Research, too, can be
promoted through private philanthropy:
Microsoft’s Bill Gates pledged $100 million
in June 2001 to a global fund to combat
AIDS and also helped fund research on
malaria (donating nearly $125 million in
1999 and 2000 for the latter).335 Oracle’s
Larry Ellison is promoting biotechnology
and underwriting research for vaccines for
the Third World.336 There is a moral respon-
sibility to help, but it is a responsibility that
should be shared by everyone.

Conclusion

Americans understandably are concerned
about rising pharmaceutical costs. Those
concerns may be even greater overseas: last
year the French government announced that
it planned to “continue and strengthen” its
push for lower prices on some medicines in
an attempt to save between $500 million and
$600 million a year.337 But costs are not
everything.

People continue to use drugs, even while
complaining about the cost, because of their
great benefits. And those benefits come only
because profit-minded private firms are able
to raise capital for R&D investments in the
risky and uncertain business of pharmaceuti-
cal production. Marcia Angell and Arnold
Relman of the Harvard Medical School argue
that drugs are necessary for people’s health
and even their survival, yet “the drug compa-
nies often behave as though their only
responsibility is to their shareholders.”338 Of
course, such an argument could be made for
any health care provider, as well as farmers
and even producers of other necessities, such
as clothes and houses. 

Yet without pharmaceutical industry
shareholders, there would be no companies

and no R&D. Pharmaceutical firms are par-
ticularly important because they are entre-
preneurial. Although profits are the driving
economic force, that doesn’t mean that the
people who staff pharmaceutical companies
don’t also desire to do good: John Crowley
left Bristol-Myers Squibb Co. to found a
start-up biotechnology concern to search for
the cure for Pompe disease, a rare metabolic
killer that afflicted two of his children.339 But
it is the potential for profit that allows entre-
preneurs like John Crowley to raise capital,
and to spend more than any government, no
matter how public-spirited, devotes to the
search for new drugs.

“Other countries don’t allow prescription
drug companies to gouge their consumers,”
argued Rep. Tom Allen (D-Maine) in supporting
a proposal to allow reimportation of American
drugs sold abroad.340 “Gouging,” however, may
be in the eye of the beholder. In the short term,
price controls would leave drugmakers with little
choice but to continue selling their products;
patients would therefore receive more for less. But
over the long term companies would cut R&D
budgets, focus on more certain, me-too medi-
cines, and expand spending in areas likely to offer
a better return, such as advertising and market-
ing. The tradeoff is inescapable. Industry critics
act as though Americans can have everything they
have now, and have it cheaper. But cutting con-
sumer spending on drugs means cutting access
to new medicines. As long as Americans value bet-
ter health, longer lives, and improved quality of
life, their spending on medicine, and pharmaceu-
ticals, will, and should, increase.

Some industry critics aren’t worried about
the risk of lost drugs. “It could very well be
that some research can wither without signif-
icant consequence, says Public Citizen.”341

Perhaps. But that is easy to say only if one is
healthy and expects to remain so—forever.
Unfortunately, there’s nothing about the
operation of the political process to give
much hope that government controls will
yield a rational, reasoned, and non-harmful
reduction in pharmaceutical R&D.

Today, high costs pose a serious, but manage-
able, problem. Intrusive regulation and price con-
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trols would pose a far more serious, and far less
manageable, problem tomorrow. New drugs are
saving countless lives today. New federal and state
controls, in contrast, would be hazardous to
Americans’ health. Government policymakers
must avoid taking steps that would, intentionally
or not, wreck a world-leading industry and deny
people access to life-saving medicines. 
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