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Rx Price Watch Report: Retail Prices for Widely Used
Brand Name Drugs Increase Considerably Prior to
Generic Competition
AARP’s Public Policy Institute finds that retail prices for brand name prescription
drugs widely used by Medicare beneficiaries increase considerably in the years
prior to generic entry. Furthermore, the retail prices of brand name drug products
continue to increase after patent expiration, indicating that generic competition
has little or no impact on costs for consumers who choose to continue taking the
brand name product.

Introduction
AARP’s Public Policy Institute has been tracking price changes for widely used
prescription drug products since 2004, with quarterly and annual results reaching back as
far as 2000.1 Previous studies have used a market basket of drugs based on actual drug
utilization in a Medicare Part D plan during calendar year 2006. Our reports on price
changes have included the overall price change across all types of drug products in our
market basket as well as specific analysis of the retail price changes found for each of the
drug subgoups—brand name, generic, and specialty drugs.2
This report focuses on changes3 in the retail prices4 for brand name drug products widely
used by Medicare beneficiaries. In particular, the report examines changes in the retail
prices of brand name drugs both before and after patent expiration to see how the change
in patent status affects retail prices.
Even before brand name drugs come on the market, they are typically covered by one or
more patents or other types of market exclusivity.5 Over time, patent-protected brand
name drug products will typically go off patent and face generic competition.6 Since
2006, 85 of the 217 drug products in the Rx Price Watch brand name market basket have
gone off patent and faced generic competition. We have chosen to keep these off-patent
brand name drugs in our market basket, since they are still being sold, albeit at
considerably lower volumes. Another 11 brand name drug products were already off
patent in 2006, but the brand name product remained widely used for a variety of
reasons.7 Eventually, the remaining 121 brand name drug products in the market basket
are expected to go off patent and face generic competition, with several losing their
patent protection in the next few years.8
In an effort to better understand the implications of patent protection and subsequent
generic competition, this report examines retail price changes both before and after patent
expiration for all of the off-patent drug products in the Rx Price Watch brand name
market basket. The 96 off-patent brand name drug products were combined to create the
dataset of off-patent brands used in this analysis. For comparison purposes, the report
also examines the retail prices of the remaining 121 drug products that continue to have

Brand Name Drug Prices Increase Prior to Generic Competition

patent protection and market exclusivity and, therefore, have not yet faced price
competition from generics.
FDA Drug Approval Process
All new drugs must be reviewed and approved by the U.S. Food and Drug Administration
(FDA) in order to enter the U.S. prescription drug marketplace. The approval process
includes preclinical research, various clinical studies to demonstrate safety and
effectiveness, and submission of a new drug application or abbreviated new drug
application for review by FDA.
Brand Name Drugs

Overall, the discovery and development of a new (brand name) medicine is estimated to
take 10 to 15 years.9 Many patents are granted by the U.S. Patent and Trademark Office
before a drug is approved for marketing by the FDA. Consequently, it is not unusual for a
few years to pass from the time a drug product is awarded its first patent until it receives
FDA approval to market the drug. To compensate for some of the time lost while
developing the product and awaiting FDA approval, the Hatch-Waxman Act provides for
patent restoration by extending the patent’s life.
Once the FDA has approved the drug, the pharmaceutical company is usually able to
market it without any direct price competition—that is, the brand name drug has a
monopoly. On average, brand name drug manufacturers do not face competition until 11
to 13 years FDA approval,10 although some may not face generic competition for 20 years
or more after filing for the first patent owing to the effect of multiple patents and other
factors.11 The length of a drug product’s monopoly period is attributable mainly to
multiple patents, patent restoration,12 other forms of market exclusivity, and delays
caused by intellectual property litigation.
Generic Drugs

All of the relevant patents and exclusivity periods for a brand name drug product must
expire before the FDA can approve generic manufacturers’ versions of the drug. Generic
manufacturers must demonstrate that their products have the same active ingredient, route
of administration, dosage form, strength, and proposed labeling as the reference-listed
(brand name) drug. The generic drug manufacturer must also demonstrate that their
product is “bioequivalent,” or exhibits the same rate and extent of absorption, as the
relevant branded product. However, generic manufacturers are allowed to rely on the
FDA’s previous findings of safety and effectiveness for the drug molecule, and they do
not have to perform their own clinical studies, thus saving them substantial time and
development costs.
Sometimes the first generic manufacturer to file for FDA approval is granted a 180-day
exclusivity period that briefly protects the first generic drug product from competition
with other generic versions.13 After that period expires, the FDA may approve all generic
versions of a drug product that meet FDA requirements.
The Impact of Generic Competition
Over time, multiple generic manufacturers can enter the market, creating substantial
competition that drives down the prices of the generic versions.14 In combination with the
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less costly approval process, this competition can lead to generic drug prices that are, on
average, 85 percent lower than the price of the brand name counterpart before it went off
patent.15
Strong price competition among generics can quickly reduce a brand name
manufacturer’s market share from 100 percent to as low as 10 percent,16 impacting the
manufacturer’s revenue substantially. Some brand name drug manufacturers postpone the
entry of generic competition by entering into what are known as “pay for delay”
agreements with the first generic manufacturer to file for FDA approval. The Federal
Trade Commission has observed that the number of such agreements has been growing in
recent years and that the estimated cost of these agreements to the American public is
$3.5 billion a year due to delay of price competition from other generics.17 Brand name
drug manufacturers may also try to minimize, delay, or prevent generic price competition
by creating an “authorized generic” or new versions of the drug in a different strength,
dosage form, molecular form, or other minor variations.18
The marketplace price competition of generics will become increasingly challenging for
brand name manufacturers as more and more blockbuster drugs go off patent. Over the
next two years, six of the ten top-selling products on the U.S. market are expected to face
generic competition, and many more are expected to go off patent over the next several
years.19 Many brand name manufacturers are struggling to develop new blockbusters,
making it even more difficult for them to replace the revenue from blockbusters that
presently or soon will face generic competition.20
Retail Price Changes among Off-Patent Brand Name Drugs
Since 2006, 85 of the 217 drug products in the Rx Price Watch brand name market basket
have gone off patent and faced generic competition.21 Another 11 brand name drug
products were already off patent in 2006 but remained widely used for a variety of
reasons. These 96 off-patent brand name drug products were combined to create the
dataset used in this analysis. We compared price changes for these off-patent brands with
the remaining 121 brand name drug products in the market basket that remain patent
protected.
Annual Percent Change in Retail Prices

The AARP Public Policy Institute’s most recent Rx Price Watch report found that retail
prices for the 217 brand name drug products most widely used by Medicare beneficiaries
rose 8.3 percent in 2009.22 When this finding is broken down by patent status, there was
very little difference, on average, in the price increases experienced by widely used
patented versus off-patent brand name drug products in 2009.23 The 96 off-patent drug
products in the brand name market basket experienced an average annual retail price
increase of 8.3 percent, while the average annual retail price increase for the remaining
121 brand name drug products (i.e., brand name drug products that are still under patent)
was essentially the same, at 8.2 percent (Figure 1).
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Figure 1: Average Annual Percent Change in Retail Prices for Widely Used Brand Name
Drugs Is Essentially the Same Regardless of Patent Status in 2009
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Prepared by the AARP Public Policy Institute and the PRIME Institute, University of Minnesota, based on data from
Thomson Reuters MarketScan® Research Databases.

Annual percent change in retail prices by year of generic entry
While the average annual retail price increase for the 96 off-patent brand name drug
products in the AARP market basket (8.3 percent) was equal to the overall average
annual price increase for brand name drug products (8.3 percent) in 2009, a large degree
of variation emerges when the data are examined by year of actual or expected generic
entry and weighted by actual sales (2006) to Medicare Part D beneficiaries.
In 2009, average annual retail price increases were notably higher among the brand name
drugs closest to experiencing generic competition. For example, brand name drug
products that faced generic entry in 2009 and 2010 experienced average annual retail
price increases of 8.9 percent and 13.7 percent, respectively. In contrast, brand name drug
products that faced generic competition prior to 2009 experienced average annual retail
price increases of less than 7.5 percent (ranging from 4.7 percent to 7.5 percent) over the
same period (Figure 2).
The average annual retail price increases for brand name drug products facing generic
competition in 2009 (8.9 percent for 12 drugs) and 2010 (13.7 percent for 16 drugs) also
greatly exceeded the overall annual retail price increase for the whole market basket of
widely used brand name drug products in 2009 (8.3 percent for 217 drugs). The brand
name drugs facing generic competition in 2009 and 2010 also had a higher average
annual retail price change than the patented brand name drugs (8.2 percent for 121
drugs).
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Figure 2: Average Annual Percent Changes in Retail Prices for Brand Name Drugs Facing
Generic Competition in 2009 and 2010 Greatly Exceed Overall Average Annual Percent
Change for All Brand Name Drugs in 2009
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Prepared by the AARP Public Policy Institute and the PRIME Institute, University of Minnesota, based on data from
Thomson Reuters MarketScan® Research Databases.

The markedly higher average annual retail price increases seen in 2009 among brand
name drugs facing generic entry in 2009 and 2010 are not atypical, and instead represent
a trend of consistent retail price increases for brand name drugs in the years immediately
prior to patent expiration. For example, the average annual retail price change for the 12
brand name drug products that faced generic competition in 2009 increased by more than
one and one-half times (8.9 percent vs. 5.8 percent) the rate found in 2005—five years
prior to generic entry (Figure 3). Similarly, the average annual retail price increase for the
16 brand name drug products that faced generic competition for the first time in 2010 was
almost three times higher in 2009 than it was in 2005 (13.7 percent vs. 4.9 percent)
(Figure 3).

5

Brand Name Drug Prices Increase Prior to Generic Competition

Figure 3: Average Annual Percent Change in Retail Prices for Brand Name Drugs
Accelerates in Years Immediately Prior to Patent Expiration
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Prepared by the AARP Public Policy Institute and the PRIME Institute, University of Minnesota, based on data from
Thomson Reuters MarketScan® Research Databases.

Five-Year Cumulative Percent Change in Retail Prices by Year of Generic Entry

All but one of the 96 off-patent drugs in the brand name market basket has been on the
market from December 31, 2004, through December 31, 2009. The one exception,
Ambien CR 12.5 mg tablets, entered the market in September 2005. Over the five-year
period, the average retail price increase for the remaining 95 off-patent brand name drug
products was 42.6 percent, compared with 41.5 percent for the overall brand name market
basket. Much like the average annual percent change, the five-year cumulative percent
change from December 31, 2004, to December 31, 2009, reveals a large degree of
variation when the data are examined by year of generic entry (Figure 4):


The retail prices of the 15 brand name drugs that faced generic competition in
2010 rose by 51 percent over the entire five-year period. It is notable that this
group’s retail price increases accelerated most rapidly in the two years before
generic entry (i.e., 2008 and 2009).



The retail prices of brand name drugs that faced generic competition in 2008 and
2009 each increased cumulatively by approximately 40 percent between the end
of 2004 and the end of 2009. For brand name drug products that faced generic
competition in 2009, almost one-half of the cumulative increase took place in
2008 and 2009. In contrast, brand name drug products that faced generic entry in
2008 have experienced fairly steady average annual increases of around 7 percent
since 2006.

6

Brand Name Drug Prices Increase Prior to Generic Competition



The retail price of brand name drugs that faced generic entry in 2007 increased by
47 percent between 2005 and 2009. Much of this increase was due to an unusually
high average annual retail price increase (11.6 percent) in 2007, which was driven
by retail price increases of almost 27 percent for Ambien 5 mg and 10 mg tablets.



The retail prices of brand name drugs that faced generic competition pre-2006 and
in 2006 each increased cumulatively by approximately 30 percent between 2005
and 2009. The average annual retail price increases for these drug products were
notably lower than for brand name drug products that faced generic competition
in later years, averaging roughly 5.5 percent. Nonetheless, these brand name
drugs showed continued retail price increases five or more years after generics
had entered the market.

Figure 4: Five-Year Cumulative Percent Change in Retail Price Is 51 Percent for Brand
Name Drugs That Have Faced Generic Competition in 2010
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Note: Solid markers indicate the year when the drug products faced generic competition.
Prepared by the AARP Public Policy Institute and the PRIME Institute, University of Minnesota, based on data from
Thomson Reuters MarketScan® Research Databases.

Five-Year Cumulative Dollar Change in Annual Retail Cost of Therapy by Year of Generic
Entry

All but 2 of the 95 off-patent brand name drug products that have been on the market
since the end of 2004 are used to treat chronic conditions.24 The retail prices for the 93
chronic brand name drug products were translated into average annual costs of therapy.25
Figure 5 shows the five-year (December 2004 to December 2009) cumulative change in
cost of therapy due to retail prices for off-patent brand name drug products.
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The annual retail cost of therapy for brand name drug products that went off patent in
2009 rose by $768 (from $1,842 to $2,610) between the end of 2004 and the end of
2009. It is notable that the majority of this $768 five-year increase took place in 2008
and 2009.

5-Year Cumulative Change in Annual Cost of Therapy

Figure 5: Five-Year Cumulative Dollar Change in Annual Retail Cost of Therapy
Accelerates for Brand Name Drugs Prior to Generic Competition
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Similarly, the average annual retail cost of therapy for drug products that have gone
off patent in 2010 rose by $762 over the five-year period ending in 2009. These brand
name drugs facing patent expiration in 2010 experienced an increase from $1,320 per
year at the end of 2004 to $2,082 per year at the end of 2009. More than half of this
$762 increase took place in 2008 and 2009, the two years before patent expiration.



The average retail price for a one-year supply of brand name drug products that faced
generic competition in 2008 rose by more than $550 between the end of 2004 and the
end of 2009. At the end of 2004, the average annual retail price for brand name drug
products that went off patent in 2008 was $1,338; by the end of 2009, the retail price
for these same drugs had increased to $1,890.



The average annual retail cost of therapy for brand name drug products that faced
generic entry prior to 2008 had five-year cumulative price increases ranging from
$335 to $395 from the end of 2004 to the end of 2009.
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Conclusion
The retail prices for the overall market basket of 217 brand name drug products that are
widely used by Medicare Part D enrollees increased by 8.3 percent in 2009. The retail
prices for brand name drug products that were still on patent (121 drugs) after 2010
increased 8.2 percent in 2009. Retail prices for the drug products that were off patent and
faced generic competition in 2010 or before (96 drugs) increased 8.3 percent in 2009.
The brand name drugs that went off patent in 2009 and 2010 experienced substantial
retail price increases in 2009 (8.9 percent and 13.7 percent, respectively). Inclusion of
only these 2009 and 2010 off-patent brand name drugs (28 drugs) could have resulted in
a modest overstatement of the retail price increase shown for the entire market basket of
brand name drugs. However, the method used for the Rx Price Watch study also included
the 68 brand name drugs that went off patent prior to 2009, which had retail price
increases in 2009 ranging from 4.7 percent to 7.5 percent. Therefore, inclusion of the 68
brand name drugs that went off patent prior to 2009 more than offset the effect of the
brand name drugs that went off patent in 2009 and 2010. In fact, inclusion of all 96 drugs
that went off patent in 2010 or before in the overall market basket of 217 brand name
drugs resulted in essentially the same retail price increase in 2009 as that experienced by
only the 121 brand name drugs still on patent after 2010 (8.3 percent versus 8.2 percent).
The cumulative effect of these retail price increases for individual brand name drugs just
prior to patent expiration can be quite substantial. The retail price of brand name drugs
that have faced generic competition in 2010 rose by 51 percent (from $1,842 to $2,610
for a year of therapy, an increase of $762) between the end of 2004 and the end of 2009;
much of this increase took place in the two years before generic entry (i.e., 2008 and
2009). In contrast, brand name drug products that faced generic competition in 2008 or
earlier experienced average cumulative retail price increases of approximately 30 percent
(increases of $335 to $394 for a year of therapy) over the same period.
The retail price increases for brand name drugs just prior to patent expiration may be due
to many factors. Anticipated price competition from generics and the resulting reduction
in market share for the brand name drug could prompt rapid price hikes just before patent
expiration. A previous Rx Price Watch report found that the retail prices of brand name
drugs widely used by Medicare beneficiaries increased more in 2009 than in the previous
four years; notably, 2009 was the year preceding passage of the Affordable Care Act,
which contained several provisions that could impact drug manufacturers’ revenues.26
Drug manufacturers may also have been responding to price pressure from cost
containment measures currently being implemented in many European Union countries.27
Yet another factor is the unprecedented number of drugs that will be going off patent and
facing generic price competition in next few years,28 which may have led some
manufacturers to increase their prices in an effort to maintain corporate revenue and
profits.
Nevertheless, these findings make it clear that, regardless of the cause, the retail prices of
brand name drugs increased markedly just prior to patent expiration and continue to
increase post-patent expiration, albeit at substantial but less rapid rates. Thus, consumers
who choose to continue taking a brand name product are not likely to experience any
price relief at patent expiration, and will instead continue to experience the effects of
retail price increases for the brand name drug.
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Importantly, consumers who need a patent-protected brand name drug at any time before
that patent expires do not have a lower cost generic alternative available. If they cannot
afford that patent-protected brand name drug, it is not reasonable to expect them to wait a
year or two, or even a decade or more, for the generic version in order to afford treatment
for their medical condition.
Retail price increases translate into higher out-of-pocket costs for those beneficiaries who
pay a percentage of drug costs (coinsurance) rather than a fixed dollar amount
(copayment). Higher prices also push more Medicare Part D enrollees into the “doughnut
hole”—the gap in coverage when enrollees have to pay all, or most, of their drug costs—
each year. And, once in the doughnut hole, enrollees feel the full effect of the higher
retail prices for patented and off-patent brand name prescription drugs.
The recently passed health care reform legislation has provisions that will phase out the
Medicare Part D coverage gap through discounts to consumers on brand name, biologic,
and generic prescription drugs. However, Part D enrollees will continue to be exposed to
the effects of the doughnut hole until the legislation’s provisions are fully implemented in
2020. Furthermore, the value of consumer discounts provided to beneficiaries who reach
the doughnut hole, while substantial, could be eroded over the years if substantially
escalating drug prices, such as those seen in 2009, are not addressed.
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Previous reports from this series can be found on the AARP Web site at
http://www.aarp.org/rxpricewatch.
2

Two drug industry-sponsored publications (a report by E. Berndt and M. Aitken, Brand Loyalty, Generic
Entry and Price Competition in Pharmaceuticals in the Quarter Century After the 1984 Hatch-Waxman
Legislation, September 2010; and an article from the American Enterprise Institute, J. E. Calfee, Why the
AARP Reports Are Misleading or Worse, AEI Outlook Series, No. 4, October 2010) erroneously state that
the AARP Rx Price Watch reports do not reflect the impact of generic drugs. In fact, the AARP drug
pricing report series has consistently analyzed price trends among widely used brand name, generic, and
specialty prescription drugs both separately and collectively. When the three market baskets are combined,
the results have consistently demonstrated that the substantial price increases for widely used brand name
and specialty prescription drugs more than offset the price decreases commonly found among widely used
generic drugs.

3

Calculated as a rolling average and weighted by actual 2006 sales to Medicare Part D enrollees. See
detailed methodology in Appendix A of the AARP Public Policy Institute’s August 2010 report, Rx Price
Watch Report: Trends in Retail Prices of Brand Name Prescription Drugs Widely Used by Medicare
Beneficiaries, 2004 to 2009, for details.
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The retail price tracked and analyzed for this report was based on consumers age 50 and older enrolled in
employer-sponsored health plans, as reported by the Thomson Reuters MarketScan® Research Databases.
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drugs that have reported multiple patents to the FDA in recent years include Evista (18), Kaletra (13), Paxil
(10), Norvir (10), Wellbutrin (9), Zyprexa (9), Prevacid (8), Fosamax (8), and Lipitor (6), among others
(based on data compiled by the PRIME Institute at the University of Minnesota from data found in various
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