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INTEREST OF AMICUS CURIAE 

Shire plc (“Shire”) is a mid-size pharmaceutical 
company that markets products in the United States 
and over 50 countries worldwide.1  Shire’s portfolio of 
innovative products includes treatments for rare 
conditions such as hereditary angioedema (a blood 
disorder that causes acute, episodic swelling of the 
airway, gastrointestinal tract, face, and extremities) 
and Hunter’s Syndrome (a genetic condition that 
causes permanent and progressive damage affecting 
appearance, mental development, organ function, 
and physical abilities).  Three of the ten major 
products in Shire’s U.S. drug portfolio were granted 
priority review by FDA, based on the agency’s 
determination that they “offer[ed] major advances in 
treatment, or provide[d] a treatment where no 
adequate therapy exists.”  See FDA, Fast Track, 
Accelerated Approval and Priority Review, 
http://www.fda.gov/ForConsumers/ByAudience/For 

                                                      
1 Pursuant to this Court’s Rule 37.3(a), the amicus certifies that 
all parties consented to the filing of this brief.  Copies of letters 
granting consent have been filed with the Clerk.  Pursuant to 
this Court’s Rule 37.6, the amicus certifies that no counsel for a 
party authored this brief in whole or in part, that no such 
counsel or party contributed money intended to fund the 
preparation or submission of this brief, and that no person 
other than the amicus or its counsel made such a monetary 
contribution.  This amicus brief has been prepared and 
submitted to express the particular views of Shire; and it has 
been drafted by different attorneys from those who participated 
in the drafting of the amicus brief submitted on behalf of Merck 
& Co. 
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PatientAdvocates/SpeedingAccesstoImportantNewTh
erapies/ucm128291.htm#priorityreview.  One of 
Shire’s products has been granted Orphan Drug 
status and exclusivity, which is limited to drugs that 
treat conditions affecting fewer than 200,000 
patients in the United States.  21 U.S.C. 
§ 360bb(a)(2).  Another Shire product (Elaprase®, 
used to treat Hunter’s Syndrome) treats a condition 
that is estimated to affect only 1:155,000 live male 
births in the United States.  See 
http://www.hunterpatients.com/hunter-syndrome-
basics/genetics. 

As a mid-size innovator pharmaceutical company, 
Shire has brought and settled patent infringement 
lawsuits against generic pharmaceutical companies 
under the Drug Price Competition and Patent Term 
Restoration Act of 1984 (the “Hatch-Waxman Act”).  
Shire therefore has a strong interest in the legal 
standard that governs Hatch-Waxman settlements. 

Shire submits this brief as an amicus curiae to 
provide the Court with the perspective of smaller 
and mid-size pharmaceutical companies.  The risk 
and uncertainty created by patent infringement suits 
can be particularly acute for small or mid-size 
companies such as Shire.  If Shire were unable to 
reduce the risk and uncertainty of Hatch-Waxman 
litigation through settlements, it might be unable to 
continue investing in challenging research and 
development projects, including the development of 
new drugs for rare diseases. 
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SUMMARY OF ARGUMENT 

There are valid and procompetitive reasons for 
innovator companies to settle Hatch-Waxman 
litigation.  In particular, small and mid-size 
innovator companies face strong pressure, unrelated 
to any anticompetitive motive, to settle Hatch-
Waxman litigation.  When Hatch-Waxman litigation 
concerns a product that represents a large 
percentage of the company’s total revenues, it can 
create a cloud of uncertainty over the entire company.  
This uncertainty causes disruption to the innovator 
company’s business, and may cause it to cut back on 
investments in research and development.  
Settlements that reduce uncertainty generally 
benefit consumers, and should not be presumptively 
unlawful.  If innovator companies are limited to 
negotiating over a generic entry date, procompetitive 
settlements may not occur. 

Innovator companies may also settle Hatch-
Waxman cases because they are sensitive to the risk 
of a litigation loss.  A small or mid-size company 
facing a litigation challenge to its flagship product 
may be risk-sensitive even if the company concludes 
that it is likely to prevail in the litigation.  If risk-
sensitive innovators are limited to negotiating over a 
generic entry date, they could be obliged to surrender 
a substantial percentage of the perceived value of 
their patents in order to avoid the risk of a complete 
loss in litigation.  This, in turn, would make 
innovator companies less willing to invest in 
developing new drugs. 
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ARGUMENT 

Innovator Companies, Especially Small 
and Mid-Size Companies, Have 
Procompetitive Reasons To Settle 
Hatch-Waxman Litigation. 

Innovator companies have valid reasons to settle 
Hatch-Waxman litigation that are unrelated to any 
effort to suppress competition.  The pressures to 
reach a settlement are likely to be especially strong 
for smaller companies that are heavily dependent on 
revenues from one or two products.  Such 
settlements may benefit consumers by ensuring that 
generic drugs are brought to market more quickly, 
without unduly discouraging investments in 
developing new drugs.  For these reasons, the 
Federal Trade Commission’s proposal to treat all 
payments by the pioneer company as “presumptively 
unlawful” if they are part of a Hatch-Waxman 
settlement sweeps too broadly.  Rather, the scope-of-
the-patent test should be used to evaluate these 
settlements. 

Because one or a few drug products may represent 
a substantial percentage of a small to mid-size 
company’s total revenues, Hatch-Waxman litigation 
concerning these products creates a cloud of 
uncertainty over the entire business.  The 
consequences of losing the litigation may be 
devastating to the innovator.  As a result, the 
pressure to settle is extremely high, regardless of the 
strength of the underlying patents.  Even if the 
innovator believes it will ultimately prevail in the 
litigation, it faces significant loss of opportunities 
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and disruption to its businesses while the litigation 
is pending. 

If such companies are effectively limited to 
negotiating over an entry date, they may not be able 
to reach a settlement.  See, e.g., Solvay Br. 32 (“[I]f 
the generic company has to wait 10 years before 
entry, it might require additional compensation 
given the risk that the market might shift to another 
drug in that time, or that it would not be operating 
under the same corporate ownership by then, or 
because its management compensation is based on 
short-term profits.”).  Even if the parties are able to 
reach a settlement based solely on a generic entry 
date, the loss of valuable patent rights may 
significantly reduce the innovator company’s 
incentives to continue making large investments in 
challenging research and development. 

The FTC recognizes that there are “possible 
legitimate justifications . . . or procompetitive 
potential” for settlements that include payments 
from the innovator company to the generic company, 
FTC Br. 33, but the agency nevertheless argues that 
such settlements should be “presumptively unlawful,” 
id. at 19, and that the parties should bear a “heavy 
burden of establishing an affirmative defense,”  id. at 
37 (quoting NCAA v. Bd. of Regents of the Univ. of 
Okla., 468 U.S. 85, 113 (1984) (internal quotation 
marks omitted)).  As the FTC acknowledges, even 
apart from the rights conferred by a patent, “[t]he 
rule of reason is the accepted standard for testing 
whether a practice restrains trade in violation of 
[Sherman Act] § 1.”  FTC Br. 33 (quoting Leegin 
Creative Leather Prods., Inc. v. PSKS, Inc., 551 U.S. 
877, 885 (2007) (internal quotation marks omitted)).  
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A presumption of illegality is appropriate only when 
“a confident conclusion about the principal tendency” 
of a practice can be drawn.  FTC Br. 34 (quoting Cal. 
Dental Ass’n v. FTC, 526 U.S. 756, 781 (1999) 
(internal quotation marks omitted)).  No such 
“confident conclusion” can be drawn here.  To the 
contrary, the Court should continue to apply the 
“scope-of-the-patent” test that has governed patent-
related restraints for decades.  See, e.g., Solvay Br. 
14-16. 

A. Innovator Companies Settle Hatch-
Waxman Litigation To Minimize 
Uncertainty. 

This Court has recognized that “the potential for 
uncertainty and disruption in a lawsuit could allow 
[parties] with weak claims to extort settlements from 
innocent companies.”  Stoneridge Inv. Partners, LLC 
v. Scientific-Atlanta, Inc., 552 U.S. 148, 163 (2008); 
see also Bell Atl. Corp. v. Twombly, 550 U.S. 544 
(2007); Coopers & Lybrand v. Livesay, 437 U.S. 463, 
476 (1978).  The potential for uncertainty and 
disruption, and the resulting pressure to settle even 
weak claims made by generic companies, frequently 
arises in Hatch-Waxman litigation.  It arises in a 
particularly strong form when a small or mid-size 
innovator company is faced with a Hatch-Waxman 
challenge to a product that represents a large 
percentage of the company’s total revenues.  See Bret 
Dickey, Jonathan Orszag, & Laura Tyson, An 
Economic Assessment of Patent Settlements in the 
Pharmaceutical Industry, 19 Annals Health L. 367, 
382 (2009-10) (“[F]or some brand-name 
manufacturers, the financial health of the company 
may depend importantly on the success of a single 
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drug line.”); Erin Coe, Growth of Specialty Pharma 
Draws Generics Litigation, Law 360 (Dec. 3, 2007), 
http://www.law360.com/mergersacquisitions/articles/
41450/growth-of-specialty-pharma-draws-generics-
litigation (“Generic competition poses a threat to 
specialty pharmaceutical companies,” because these 
companies “are often dependent on a particular 
product”) (internal quotation marks omitted).  
Because small and mid-size innovator companies 
often have the most to lose in Hatch-Waxman 
litigation, they often have particularly strong 
incentives to reach a settlement. 

As this Court has noted, “[t]he very pendency” of 
litigation “may frustrate or delay normal business 
activity of the defendant.”  Blue Chip Stamps v. 
Manor Drug Stores, 421 U.S. 723, 739 (1975).  In the 
Hatch-Waxman context, “[t]he length of patent 
litigation may itself impose costs on the patentee by 
making marketing, research and development, and 
other business planning difficult while the outcome 
of the case remains uncertain.”  See Daniel A. Crane, 
Ease Over Accuracy in Assessing Patent Settlements, 
88 Minn. L. Rev. 698, 704 (Feb. 2004).  Innovator 
companies—particularly smaller companies with 
limited resources—may be forced to cut back on 
investments in new products.  See Schering-Plough 
Corp. v. FTC, 402 F.3d 1056, 1075 (11th Cir. 2005) 
(The “caustic environment of patent litigation may 
actually decrease product innovation by amplifying 
the period of uncertainty around the drug 
manufacturer’s ability to research, develop and 
market the patented product.”); In re Tamoxifen 
Citrate Antitrust Litig., 466 F.3d 187, 203 (2d Cir. 
2006) (“Rules severely restricting patent settlement 

http://www.law360.com/mergersacquisitions/articles/41450/growth-of-specialty-pharma-draws-generics-litigation
http://www.law360.com/mergersacquisitions/articles/41450/growth-of-specialty-pharma-draws-generics-litigation
http://www.law360.com/mergersacquisitions/articles/41450/growth-of-specialty-pharma-draws-generics-litigation
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might also be contrary to the goals of the patent laws 
because the increased number of continuing lawsuits 
that would result would heighten the uncertainty 
surrounding patents and might delay innovation.”).  
In addition, the innovator company’s plans for 
marketing its flagship product, as well as other 
products, may be severely disrupted by high-stakes 
Hatch-Waxman litigation. 

Investors also dislike uncertainty.  See Kent S. 
Bernard & Willard K. Tom, Antitrust Treatment of 
Pharmaceutical Patent Settlements: The Need for 
Context and Fidelity to First Principles, 15 Fed. Cir. 
B.J. 617, 626 (2005) (“The impact of uncertainty on 
investment decisions is well known.”).  When a small 
or mid-size pharmaceutical company faces Hatch-
Waxman litigation, it may have difficulty raising 
capital for new projects.  The uncertainty created by 
the litigation may cause the company’s stock price to 
fall or become more volatile, further disrupting the 
company’s business. 

Even if the innovator company is relatively 
confident that it will prevail in the litigation, 
litigating a Hatch-Waxman case (or series of cases) 
to a final conclusion can take years and cost millions 
of dollars.  In the meantime, the uncertainty created 
by the litigation may cause a smaller innovator 
company to lose important opportunities that can 
never be recovered. 

There is no reason for antitrust law to prohibit 
settlements that reduce uncertainty.  As a general 
matter, such settlements are likely to benefit, rather 
than harm, consumers.  See Xiang Yu & Anjan 
Chatterji, Why Brand Pharmaceutical Companies 
Choose to Pay Generics in Settling Patent Disputes: A 
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Systematic Evaluation of the Asymmetric Risks in 
Litigation, 10 Nw. J. Tech. & Intell. Prop. 19, 32 
(Nov. 2011) (“Allowing the brand to settle will 
dispel . . . uncertainties and help restore adequate 
marketing activities, maximizing non-price 
competition benefits to consumers.”).  Indeed, Shire 
has entered into settlements that have ensured the 
entry of generic versions of Shire’s products years 
before the patents-at-issue are to expire, and before 
the generic companies have been able to gain FDA 
approval on their own. 

In order to reach a settlement, innovator 
companies and generic companies may enter into a 
variety of business arrangements, including licensing 
agreements for other products, co-promotion 
agreements, research and development agreements, 
and supply agreements concerning raw materials.  
The FTC argues that such arrangements should be 
treated as “presumptively illegal” under the 
antitrust laws.  See FTC Br. 11-12.  But since such 
arrangements frequently are based on a desire to 
minimize uncertainty rather than any 
anticompetitive motive, there is no basis for 
imposing such a sweeping rule of illegality.  See also 
Solvay Br. 41-45.  Indeed, a legal standard that 
treated ordinary business arrangements as 
presumptively unlawful would deter procompetitive 
settlements and discourage innovative companies 
from making investments in challenging research 
and development. 
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B. Innovator Companies Settle Hatch-
Waxman Litigation Because They 
Are Sensitive to Risk. 

Innovator companies—particularly small and mid-
size companies—have an additional valid reason to 
settle Hatch-Waxman litigation: heightened 
sensitivity to risk.  If an innovator company places a 
high value on avoiding the risk that it will lose the 
patent infringement case, it will be willing to enter 
into a settlement that is more favorable to the 
generic company than a settlement based solely on 
the parties’ views of the merits of the litigation.  See 
Yu & Chatterji, supra, at 21 (“The brand is often 
risk-averse and has every desire to settle the 
uncertainty, even if it has strong defenses for the 
patent’s validity, because it has so much to lose and 
nothing to gain.”).  Such a settlement is not based on 
an anticompetitive motive, nor does it reflect 
inherent weakness in the patents.  Carl Shapiro, 
Antitrust Limits to Patent Settlements, 34 RAND J. 
Econ. 391, 408 (2003) (settlement payments may not 
be anticompetitive “if other factors are brought into 
the analysis, such as risk aversion and asymmetric 
information about market conditions, as ‘reverse 
cash payments’ may be important in more complex 
settings for successful settlement.”); Solvay Br. 28 
(“[T]he government itself has previously 
recognized . . . that ‘gross disparities in the litigants’ 
respective risks may . . . make reverse payments 
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more likely, even when the patentee’s legal claims 
are strong.’” (internal citations omitted)).2 

As commentators have noted, a small or mid-size 
pharmaceutical company faced with a litigation 
challenge to its flagship product is likely to be highly 
sensitive to litigation risk.  See Butler & Jarosch, 
supra n.2, at 96 (increased risk aversion “likely to be 
found in firms that rely on a single patent for much 
of their business and is less likely to be present in 
firms that have diversified sources of income”).  Just 
as a risk-averse individual will pay extra to avoid a 
relatively small risk of death, a risk-averse company 
will pay to avoid the risk that it will be destroyed by 
the litigation.  See Sumanth Addanki & Alan J. 
Daskin, Patent Settlement Agreements, 3 ABA 
Section of Antitrust Law, Issues in Competition Law 
& Policy 2127, 2131 (2008) (“[W]hen choosing 
between a settlement and pursuing litigation to its 
final outcome, the patentee would recognize that the 
nonzero probability associated with ‘losing it all’ 
creates very real risk, regardless of the expected 
value associated with litigation.”); see also Valley 
Drug Co. v. Geneva Pharms., Inc., 344 F.3d 1294, 
1310 (11th Cir. 2003) (“[G]iven the asymmetries of 

                                                      
2  See also Henry N. Butler & Jeffrey Paul Jarosch, Policy 
Reversal on Reverse Payments:  Why Courts Should Not Follow 
the New DOJ Position on Reverse-Payment Settlements of 
Pharmaceutical Patent Litigation, 96 Iowa L. Rev. 57, 95 (Nov. 
2010) (“[E]ven reverse payments that are larger than avoided 
litigation costs may, if the patent holder is very risk averse, not 
be payments for delay, but rather payments to avoid the risk 
that the patent will be held invalid.”). 
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risk and large profits at stake, even a patentee 
confident in the validity of its patent might pay a 
potential infringer a substantial sum in 
settlement.”); In re Ciprofloxacin Hydrochloride 
Antitrust Litig., 261 F. Supp. 2d 188, 208 (E.D.N.Y. 
2003) (“Even the confident patent owner knows that 
the chances of prevailing in [patent] litigation rarely 
exceed seventy percent. . . .  Thus, there are risks 
involved even in that rare case  with great 
prospects.”) (citation and internal quotation marks 
omitted).3 

If a risk-sensitive innovator were limited to 
negotiating a generic entry date, the innovator could 
remove the risk of Hatch-Waxman litigation only by 
permitting generic entry significantly before the 
innovator’s patent expires.  A small or mid-size 
company that is dependent on revenues from one or 

                                                      
3  There are other reasons for innovator companies to be 

litigation risk-averse.  For example, 

the firm may have invested considerable sums 
in research and development to obtain the 
patent with assurances to shareholders of a 
profitable return on the investment.  An 
unexpected loss of the patent lawsuit may cause 
management to lose credibility with 
shareholders and lead to a greater decline in the 
value of the company’s shares than the lost net 
present value of future monopoly profits from 
winning the patent case.  Settling allows 
management to eliminate the possibility of 
unexpected bad news that might have wider 
ripple effects for the firm. 

Crane, supra, at 704-05 (internal footnote omitted). 
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two products might choose such an unfavorable 
settlement over the protracted uncertainty of patent 
litigation.  As a result, the FTC’s proposed rule 
would foster “an environment in which risk-averse 
patent holders receive relatively little value from 
their patents, because upon challenge, they must 
give up much of the life of that patent in settlements 
that may not include reverse payments.”  Butler & 
Jarosch, supra n.2, at 95-96; see also Bernard & Tom, 
supra, at 631 (“[S]ettlements without cash side 
payments . . . may be systematically skewed toward 
giving the patent owner a shorter period of 
exclusivity than the perceived probabilities 
warrant.”). 

Settlements that force the innovator company to 
cede a significant portion of its lawful patent rights 
will discourage future investments in research and 
development.  If a company knows that it cannot 
afford to defend the full value of its intellectual 
property investment through Hatch-Waxman 
litigation, the company will be less likely to commit 
the necessary resources to bring new drugs to 
market.  The FTC’s strict rule would thus cause 
harm to consumers and the economy. 

For all of these reasons, the FTC’s rule of 
“presumptive illegality” sweeps too broadly.  
Settlement agreements in Hatch-Waxman cases may 
serve valid and procompetitive purposes.  The need 
to settle such cases is likely to be particularly 
pressing for smaller innovator companies faced with 
a challenge to one of their primary products.  An 
antitrust rule that severely restricts the parties’ 
ability to settle such cases is not justified, and would 
likely cause harm to consumers. 



 

 - 14 - 

 

CONCLUSION 

The judgment of the court of appeals should be 
affirmed. 
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