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Background

Results

While pharmaceutical innovation can be rewarded with high revenue generating
blockbuster drugs, patent expiration can lead to generic competition that reduces
the revenue of these drugs by as much as 90%.1 Hence, patent expiration is an
event that pharmaceutical companies must plan for in advance, using strategies
designed to mitigate the impending revenue loss. A variety of mitigation strategies
exist that companies use for life cycle management including authorized generics,
reformulation, pricing incentives, prescription to over-the-counter (OTC) switch,
and pediatric exclusivity. These strategies impact the amount of revenue loss,
however, no descriptive research has been conducted to evaluate the extent of
this impact. A successful mitigation strategy can prevent the loss of millions of
dollars in revenue for a blockbuster drug.2
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Each strategy appeared to be similarly effective at mitigating revenue loss from
patent expiration (average decrease in revenue of 29%) versus the potential
decrease in revenue resulting from generic competition.
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Objectives
The purpose of this study was to determine the most common patent cliff
mitigation strategies that were utilized when blockbuster drugs lost patent
protection in the past decade, and the relationship between each mitigation
strategy and revenue.
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A decrease in revenue loss was predicted in both the U.S. and Global analysis since
loss of patent protection in the U.S., the largest market, impacts worldwide
revenues. Mitigation strategies utilized most commonly were authorized generics
(80%) and pediatric exclusivity (87%). These two strategies are only designed to
reduce short-term revenue loss (6 months). Incentives and pricing was used for 20%
of products, however additional incentives (such as incentives to payers) may not
have been accounted for. The data shows that OTC switch is the most effective
mitigation strategy, however the sample size was limited.
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The most common mitigation strategies utilized were pediatric exclusivity and
authorized generics though these two strategies only addressed short-term
revenue loss.
Based on this analysis, similar results were seen with all mitigation strategies in
terms of the impact on revenue loss.
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Blockbusters were defined as prescription drugs that generated revenue greater
than or equal to one billion dollars in the United States (U.S.). Drugs that were
blockbuster for at least one year between 2001 and 2010 were included in the
analysis. Exclusion criteria included blockbuster drugs withdrawn from the market
during this time period, biologics, and drugs with unclear mitigation strategies.
Patent expiration dates, U.S. revenues, and global revenues were identified
utilizing each company’s U.S. Securities and Exchange Commission (SEC) Form
10-K, annual reports and financial reports. Publically available mitigation
strategies were searched through press releases, company websites and external
websites for each drug. For drugs that used reformulation as a mitigation strategy,
the revenue of the reformulated product was added onto the revenue of the
original product. If the patent expired in the first half of the year, the percent
change in revenue from the year before through the end of the patent expiration
year was calculated for each drug. If the patent expired in the second half of the
year, the percent change in revenue from the patent expiration year through the
end of the year after patent expiration was calculated. Percent change in revenue
for each drug was stratified by mitigation strategies. The average change in
revenue for each strategy was then calculated.

Pediatric Exclusivity

Variability of publicly available data resulted in a smaller than anticipated sample
size.
Some drugs were excluded from the analysis because generic manufacturers
engaged in at-risk launch of generics, potentially affecting mitigation strategies
implemented by the innovator companies.
Only mitigation strategies implemented at the time of patent expiration were
included in the analysis.
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