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It has been reported that the manufacturer of the popular anti-cholesterol drug
Lipitor employed an unusually aggressive strategy—including a pay-for-delay
agreement, a coupon program, and a substantial price increase—to try to maintain
revenue and market share after Lipitor’s patent expired. This strategy could set a
precedent for other brand-name drug manufacturers facing the loss of patent
protection for blockbuster drugs, ultimately increasing costs for consumers and
publicly funded programs like Medicare.

This report focuses on the events surrounding the patent expiration for the popular anticholesterol drug Lipitor. In particular, the report examines the variety of strategies
reportedly used by Lipitor’s manufacturer to try to maintain revenue and market share
after Lipitor’s patent expired, as well as changes 1 in Lipitor’s price both before and after
patent expiration. The report will also discuss the implications of these events given the
unprecedented number of widely used drugs that will go off patent and, consequently,
face generic competition in the next few years. 2
History of Lipitor
Lipitor is intended to help treat high cholesterol and is widely viewed as one of the bestselling drugs in history, generating lifetime sales of $131 billion. 3 More than 17 million
people have been prescribed Lipitor and a majority of them live in the United States. 4
Originally co-marketed by drug manufacturers Warner-Lambert and Pfizer, Lipitor was
the fifth statin drug to reach the market, joining a drug class that already included three
blockbuster products with sales of $1 billion or more per year. A 1994 study showed that
Lipitor lowered low-density lipoprotein (LDL, or “bad”) cholesterol considerably more
than the other statins that were on the market. 5 These studies continued after Lipitor
launched in 1997 and eventually numbered more than 400 clinical studies and
encompassed more than 80,000 patients. 6
The evidence gathered from these studies helped change the medical field’s views of the
importance of lowering LDL cholesterol. In 2004, the National Institutes of Health
revised its treatment guidelines to support more aggressive treatment for patients at high
or moderately high risk of a heart attack. 7 The guidelines also recommended lower
targets for bad cholesterol, thereby greatly increasing the number of Americans who
would benefit from treatment. 8
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Pfizer, which obtained full ownership of Lipitor after acquiring Warner-Lambert in 2000,
also undertook several activities to help boost sales. The company heavily promoted
Lipitor to consumers: it spent a total of $1.43 billion on direct-to-consumer advertising
alone between 2000 through 2010. 9 Prescribers were also targeted, with thousands of
Pfizer representatives making repeated office visits and providing free samples. 10 In
addition, Pfizer priced Lipitor a little below some of the other brand-name statin drugs on
the market, although not below their generic versions once they became available. 11
In combination with the favorable research results, these marketing strategies helped
Lipitor quickly become the top-selling statin and Pfizer’s top-selling product. Lipitor
represented approximately 25 percent of the company’s annual revenue between 2001
and 2011. 12
Pfizer’s Strategy
The patent for Lipitor was originally expected to expire no later than June 2011. Lipitor
had already benefited from 14 years on the market with a patent-protected monopoly.
However, rather than accept the inevitability of generic competition 13 and its subsequent
impact on company revenue, 14 Pfizer reportedly developed an unprecedented strategy to
protect and extend Lipitor sales both pre- and post-patent expiration.
“Pay-for-Delay” Agreement with Ranbaxy Laboratories

One tactic that helps brand-name drug companies retain revenue when their products’
patents are close to expiring is entering into what is known as a “pay-for-delay”
agreement. According to the Federal Trade Commission (FTC), brand-name drug
companies can delay generic competition by agreeing to pay a generic competitor to hold
its competing product off the market for a certain period of time. These agreements
typically arise as part of the patent litigation settlement process between brand-name and
generic drug manufacturers. 15
Under the Hatch-Waxman Act, the first generic drug manufacturer to successfully apply
and receive approval to launch a generic copy of a brand-name drug can receive a 180day marketing exclusivity period for its product. 16 The Act prevents the Food and Drug
Administration (FDA) from approving any other generic applications for the same drug
until the first-to-file generic manufacturer has sold its product for 180 days or has
forfeited its exclusivity period.
Generic drug manufacturer Ranbaxy Laboratories was the first manufacturer to file for
FDA approval of its generic version of Lipitor, submitting its application in 2003. 17 In
2008, Pfizer and Ranbaxy reportedly entered into an agreement that Pfizer would stop
trying to block Ranbaxy’s efforts to launch its product if Ranbaxy delayed introduction
until November 2011. 18 In return, Ranbaxy gained the right to sell a generic version of
the significantly less popular drug Caduet, a combination pill of Lipitor and the blood
pressure drug Norvasc, seven years earlier than would have otherwise been possible. 19
On December 1, 2011, Ranbaxy became the first generic manufacturer to launch a
generic version of Lipitor, known as atorvastatin sodium.
Several major U.S. retailers have filed lawsuits against Pfizer and Ranbaxy that accuse
them of violating antitrust laws by striking a deal that kept generic versions of Lipitor off
the market. 20,21
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“Authorized Generic” Agreement with Watson Pharmaceuticals

Another tactic designed to minimize the financial impact of generic competition is
launching an “authorized generic” version of the brand-name product. Authorized
generics are drug products that are approved by the FDA, using the brand-name drug
manufacturer’s authority to market the product, but then marketed as generic drugs.
Because authorized generics are effectively brand-name drugs, they can enter the market
during the 180-day marketing exclusivity period that is granted to the first true generic
manufacturer that receives FDA approval, which reduces the generic manufacturer’s
revenues and incentive for generic entry. 22
Pfizer reportedly entered into an agreement with Watson Pharmaceuticals that allowed
Watson to market and distribute an authorized generic of Lipitor that launched at the
same time as Ranbaxy’s generic version of atorvastatin. In return, Watson gave about 70
percent of its Lipitor-related profits to Pfizer, allowing Pfizer to protect some of the
revenue it would have lost to Ranbaxy. 23
“Lipitor For You”

Yet another way to retain brand-name drug revenue after patent expiration is to create a
coupon program that reduces consumers’ out-of-pocket costs for the brand-name product
and lessens the appeal of the cheaper generic version. In 2011, Pfizer began heavily
promoting a new discount program called “Lipitor For You” through advertisements,
information distributed at doctors’ offices, and a “Lipitor For You” website. The program
offers privately insured patients a coupon card that lets them purchase Lipitor for a $4
copayment, well below the average copayments for preferred brand-name drugs and even
below the average copayment for generics. 24 The program also provides options like
direct delivery of the prescription at no additional cost and reminders to refill Lipitor
prescriptions.
Initially, Pfizer paid up to $50 of the difference between the patient’s new $4 copayment
and their normal brand name copayment, up to an annual limit of $600. The program was
set to end on June 30, 2012, when other generic versions were expected to enter the
market. 25 However, Pfizer has since extended and enhanced “Lipitor for You,” now
paying up to $75 of the difference between the patient’s new $4 copayment and their
normal brand-name copayment, with an annual limit of $1,000. The “Lipitor for You”
website also states that the coupon card and program will now expire on December 29,
2014, although “Pfizer reserves the right to rescind, revoke, or amend the program
without notice at any time.” 26
Pfizer reported that more than 750,000 people have signed up for “Lipitor for You.” 27
Rebate Agreements

Another way for brand-name drug manufacturers to mitigate financial losses from the end
of patent protection is through their relationships with insurance plans and pharmacy
benefit managers (PBMs). Pfizer reportedly offered rebates to the insurance plans and
PBMs that reduced their costs for Lipitor to less than the cost of Ranbaxy’s atorvastatin,
with a generic-level copayment for patients, in exchange for rejecting atorvastatin claims
for six months, effectively preventing pharmacists from dispensing the drug (see
Appendix A). Some deals also allegedly blocked generic atorvastatin from mail-order
pharmacies, which account for almost one-half of all Lipitor prescriptions, allowing
Pfizer to maintain a monopoly on a vast majority of the mail-order market. 28
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After Ranbaxy’s 180-day exclusivity period ended on May 31, 2012, other generic
manufacturers’ versions of atorvastatin entered the market, and atorvastatin’s price
dropped dramatically. 29 At that time, the generic atorvastatin block lifted, and retail and
mail-order pharmacies began filling most Lipitor prescriptions with generic atorvastatin.
However, the specifics terms of the rebate agreements between Pfizer, insurance plans,
and PBMs remained hidden and were not transparent to employers, physicians, or
consumers.
Retail Price Increases

Another strategy that can reduce the financial impact of losing brand-name drug sales to
generic competition is raising a brand-name drug’s price just before patent expiration to
maximize revenue. In 2011, the year that Lipitor’s patent expired, the average annual
retail price change for Lipitor 20 mg tablets 30 was 17.5 percent, 31 more than four times
the average annual price increase from 2006 through 2009, and almost twice the average
annual price increase in 2010 (see Figure 1). These findings are consistent with earlier Rx
Price Watch reports that found that retail price changes for widely used brand name drugs
consistently outstrip the price increases for other consumer goods and services. 32
Figure 1: Retail Price of Lipitor 20 mg Tablets Increased Rapidly in Years Immediately
Prior to Patent Expiration
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When translated into an average annual cost of therapy, the retail price for Lipitor 20 mg
tablets rose by 50 percent between December 2006 and December 2011, from $1,290 to
$1,939 (see Figure 2). i
Figure 2: Average Annual Cost of Therapy for Lipitor 20 mg Increased by Almost $700
between 2006 and 2011

$2,140
$1,939
$1,640
$1,407

$1,290

$1,348

2006

2007

2008

$1,475

2009

2010

2011

2012
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It is also notable that the retail price of Lipitor 20 mg tablets continued to increase
substantially after patent expiration, reinforcing an earlier Rx Price Watch report finding
that the prices of widely used brand-name drugs continue to increase after patent
expiration. 33 The 2012 retail price increase for Lipitor 20 mg tablets added an additional
$201 to the average annual cost of therapy.
Marketing

An additional way to maximize a brand-name drug product’s revenue is through
marketing that is designed to encourage utilization of the product. Pfizer maintained
unusually high levels of marketing spending in the years immediately prior to patent
expiration. For example, Pfizer’s spending on direct-to-consumer advertising for Lipitor
made it the prescription medicine most promoted to consumers in 2009 and 2010, with
annual spending totals of $237 million and $250 million, respectively. 34 Furthermore, in
contrast to the substantial drop in overall marketing spending that typically takes place

i

This figure reflects the total retail price for consumers enrolled in employer-sponsored health plans and
not simply the out-of-pocket cost a consumer would face at the drugstore.
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during a drug’s final year under patent, 35 Pfizer kept its marketing spending for Lipitor
nearly level in the 12 months prior to patent expiration, spending $659 million. 36
OTC Version

A final strategy that can help a brand-name drug manufacturer retain revenue after a
brand-name patent expires is creating an over-the-counter (OTC) version that can
compete with the generic options. Pfizer reportedly considered pursuing an OTC version
of Lipitor but has yet to do so. 37 If Pfizer were granted FDA approval to market an OTC
version, then it would have had at least three years of marketing exclusivity before
generic versions of OTC atorvastatin could have entered the market, allowing Pfizer to
retain substantial Lipitor revenue. However, Pfizer would have had to convince the FDA
that consumers could take an OTC version of Lipitor without a prescriber’s supervision.
Other drug manufacturers have tried and failed to win approval for OTC versions of
statin drugs due to FDA concerns that such drugs could not be used safely and that
patients would take them unnecessarily. 38
Effectiveness of Pfizer’s Strategy
There is some evidence that Pfizer’s efforts to minimize the impact of Lipitor’s patent
expiration have been effective. Lipitor controlled about 33 percent of the U.S. market
nearly four months after generic entry (early March 2012), 39 and Pfizer’s chief executive
reported that they maintained three times more market share than what is traditionally
seen when blockbusters lose patent protection, “add(ing) hundreds of millions of dollars
of profitability to the company.” 40 In addition, it has been estimated that Pfizer will
continue to make a profit from Lipitor, even after paying rebates to insurers and patients
due to reduced administrative and advertising costs as well as the relatively low costs of
manufacturing Lipitor tablets. 41
Nevertheless, Pfizer saw its worldwide Lipitor sales drop from $9.6 billion in 2011 to
$3.9 billion in 2012,42 and it has been estimated that Lipitor sales volumes will continue
to decline over the next few years, dropping to just above $3 billion in 2015. 43
Implications of Pfizer’s Strategy
Pfizer’s reported efforts to protect Lipitor sales from the impact of generic competition
have implications for the entire health care system. For example, the substantial increases
in Lipitor’s retail price in the years immediately prior to patent expiration translated into
a $649 increase in the average annual cost of therapy between 2006 and 2011.
While the price increases for brand name drugs just prior to patent expiration may be due
to a variety of factors, 44 the overall impact remains the same. Price increases to the
pharmacy (or to other providers) translate into higher out-of-pocket costs for
beneficiaries who pay a percentage of drug costs (coinsurance) rather than a fixed dollar
amount (copayment). Higher prices to retail pharmacies are also generally passed on as
higher costs to consumers and insured drug plans. 45
Rising drug prices also increase spending for government programs such as Medicare and
Medicaid, leading to higher cost burdens for beneficiaries and taxpayers.
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Consumers

Pfizer’s efforts to protect Lipitor from the impact of generic competition also have a
direct and negative impact on consumers. For example, pay-for-delay agreements like the
one alleged between Pfizer and Ranbaxy remain highly controversial. The FTC has
observed that the number of pay-for-delay agreements has been growing in recent years
and that their estimated yearly cost to the American public is $3.5 billion due to delay of
price competition from other generics. 46 It has been estimated that the five-month delay
in generic competition resulting from the Pfizer-Ranbaxy agreement cost Americans
$324 million.47
In addition, the strategy reportedly developed by Pfizer undermines efforts to promote
generic drug utilization among consumers. Consumers are consistently encouraged to use
less-expensive generic drugs through lower cost-sharing; however in this instance the
brand-name product is, for a limited time, less costly than the generic version. When
insurers eventually move to generic atorvastatin after the brand-name drug
manufacturer’s strategy phases out, consumers will be expected to immediately respond
to incentives that are now guiding them back to utilizing less expensive generic drugs, or
end up paying the higher cost associated with the brand-name drug.
Employers and insurers

Pfizer’s strategy to protect Lipitor from the impact of generic competition also
specifically affects employers and insurers. For example, it is unclear whether the
reported rebate agreements developed between Pfizer and certain insurers and PBMs
result in savings for employers who fund health plans. For example, while it appears that
the PBM companies benefit financially from rebates, these benefits may not be passed on
to their clients, who are then charged for the full costs associated with the brand-name
drug.
Although these rebate agreements may be legal, they have attracted the attention of
officials at the FTC and members of Congress, who were concerned about the lack of
transparency and fear that the agreements could increase government costs and hinder
access to generic drugs. 48
It is also unclear why the agreements are necessary in the first place: If Pfizer wanted to
reduce prices, they could simply do so directly by charging wholesalers and pharmacies
less for Lipitor.
Finally, drug companies argue that discount programs like “Lipitor For You” allow
patients continued access to brand-name products, such as Lipitor, at a lower cost.
However, even though consumers are technically paying less at the pharmacy counter,
their insurers are still paying for brand-name Lipitor rather than generic atorvastatin. In
the fall of 2012, a month’s supply of brand-name Lipitor cost insurers over seven times
more than a month’s supply of generic atorvastatin. 49 Thus, as consumers continue to
request Lipitor with its lower copayment, their insurers’ costs remain unnecessarily high.
Ultimately, these costs are passed back to the consumer through increased premiums. 50
Generic manufacturers

The rebate agreements reportedly included in Pfizer’s strategy to protect Lipitor from the
impact of generic competition could also have an effect on generic drug manufacturers.
Generic drug companies—when faced with the prospect of being unable to gain market
share during their 180-day exclusivity period—may decide not to challenge brand name
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drug patents in the future. This decline in competition would slow the entry of generic
drugs and represents a lost opportunity for slowing health care spending.
Is the Lipitor Strategy the New Model?
Pharmaceutical companies typically abandon brand-name drugs once their patents expire,
turning their attention to newer products. However, many brand-name manufacturers are
struggling to develop new blockbuster drugs, making it even more difficult for them to
replace the revenue from blockbusters that face generic competition. 51
The pharmaceutical industry is currently experiencing an unprecedented number of patent
expirations. In 2011 and 2012, 6 of the 10 top-selling prescription drug products on the
U.S. market faced their first generic competition, and many more drug products are
expected to go off patent over the next several years. 52
Given the present difficulties of the brand-name pharmaceutical industry, aggressive
strategies—like the one reportedly used by Pfizer—could become a model for other
brand-name drug manufacturers. Brand-name drug manufacturers clearly have a wide
variety of strategies at their disposal that can help protect their market share from generic
competition. However, while this behavior may increase revenues for brand-name drug
manufacturers, the lost savings from any intentional disruption of the generic drug market
will ultimately be passed along in the form of higher costs for consumers and publicly
funded programs like Medicare.
Furthermore, efforts to reduce the impact of generic competition could have legal
repercussions. Pfizer and Ranbaxy are currently engaged in multiple class action
lawsuits, as well as the aforementioned antitrust lawsuits. 53
Policymakers interested in reducing health care costs for consumers and the health care
system more broadly should consider legislation that would reduce brand-name drug
manufacturers’ ability to delay generic competition.
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