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Pursuant to 16 C.F.R. § 3.52(j), the Washington Legal Foundation (WLF) respect-
fully moves for leave to file an amicus curiae brief in this matter in support of -Respondents.
In support of that motion, WLF states as follows:

(1) WLF is a nonprofit public interest law and policy center with supporters in all 50
states. WLF devotes a substantial portion of its resources to promoting economic liberty,
free enterprise principles, and a limited and accountable government. To that end, WLF has
appeared in numerous federal and state courts in cases related to health care delivery. For
example, WLF recently successfully challenged the constitutionality of Food and Drug
Administration (FDA) restrictions on speech relating to off-label uses of FDA-approved
products. Washington Legal Found. v. Friedman, 13 F. Supp. 2d 51 (D.D.C. 1998), appeal
dismissed, 202 F.3d 331 (D.C.Cir. 2000). WLF also filed an amicus curiae brief in Abbott
Laboratories v. Louisiana Wholesale Drug Co., No. 02-12091-J (11th Cir., dec. pending),
urging the U.S. Court of Appeals for the Eleventh Circuit to overturn a district court
decision that settlement agreements entered among three pharmaceutical companies engaged
in patent litigation amounted to a per se violation of the antitrust laws.

2. WLF believes that both "innovator" and generic manufacturers play an important
role in providing quality health care to the American public. If advances in health care are
to continue, it is vital that innovator companies that develop new drugs and medical devices,
or new methods of using those products, be afforded periods of patent protection, during
which potential competitors are ﬁot permitted to market the same product. Patents provide
an economic incentive for new product development by ensuring that pharmaceutical

companies that gamble the substantial sums necessary for research and development of new



therapies will be able to realize a return on their investment when their research and
development expenditures bear fruit. On the other hand, once an appropriate period of
patent exclusivity has expired, consumers are well served by government policies that
encourage other companies to market generic versions of the new drug, thereby ensuring the
competition necessary to produce lower prices.

3. Competition between innovator and generic producers inevitably will lead to
disagreements regarding precisely how long the legally-mandated exclusivity period for an
inovator company’s products should last. Those disagreements often will result in
litigation, which usually is extremely time-consuming and expensive and diverts the attention
of pharmaceutical executives away from finding ways to provide the public with innovative,
low-cost pharmaceutical products. Accordingly, WLF believes that the law should provide
strong incentives for parties to pharmaceutical patent litigation to settle their disagreements as
quickly as possible.

4. WLF is concerned that the position espoused by Complaint Counsel in this case
will, if adopted by the Commission, provide precisely the wrong incentives. Complaint
Counsel appears to view litigation as just another forum within which innovator and generic
companies can carry out their competition, and that litigation is to be encouraged as a means
of ensuring that every potentially invalid patent is chalienged in court. WLF is filing this
brief because it strongly disagrees with that view. WLF believes that the settlement of
litigation in most instances is pro-competitive. WLF also believes that Complaint Counsel’s
position, by calling into question the legality of virtually all patent settlements, will actually

discourage meritorious challenges by generic companies who are reluctant to undertake an






