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Pursuant to 16 e. F.R. 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 libert,

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. C. 1998), appeal

dismissed 202 F.3d 331 (D. Cir. 2000). WLF also filed an amicus curiae brief in Abbott

Laboratories v. Louisiana Wholesale Drug Co. No. 02-12091-J (lIth Cir. , dec. pending),

urging the U. S. Court of Appeals for the Eleventh Circuit to overtrn 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 inovator 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 not permitted to market the same product. Patents provide

an economic incentive for new product development by ensuring that pharaceutical

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



therapies wil be able to realize a return on their investment when their research and

development expenditures bear frit. 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 wil lead 

disagreements regarding precisely how long the legally-mandated exclusivity period for an

innovator company s products should last. Those disagreements often wil result in

litigation , which usually is extremely time-consuming and expensive and diverts the attention

of pharaceutical executives away from finding ways to provide the public with innovative

low-cost pharaceutical 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

wil , 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 carr out their competition , and that litigation is to be encouraged as a means

of ensuring that every potentially invalid patent is challenged in court. WLF is filng this

brief because it strongly disagrees with that view. WLF believes that the settlement of

litigation in most instaces is pro-competitive. WLF also believes that Complaint Counsel'

position, by callng into question the legality of virtally all patent settlements , wil actually

discourage meritorious challenges by generic companes who are reluctant to undertake 



expensive battle of indeterminate duration and outcome knowing that pre-trial settlement may

not be an option.

5. WLF has not fully reviewed the entire trial record and thus takes no position on

the merits of the underlying antitrust dispute. WLF principal purpose in filing is to disagree

with Complaint Counsel's view that a " reverse payment" settlement of a pharmaceutical

patent dispute is per se ilegal. Rather , any such settlement ought to be evaluated under a

rule-of-reason analysis. Moreover , a rule-of-reason analysis must include an examination of

the likely outcome of the patent litigation; in the absence of such an examination, it is

impossible to determine whether the settlement has actually restrained any competition.

6. WLF seeks to file this brief solely because of its interest in promoting the efficient

settlement of patent disputes , including but not limited to , settlements between innovator and

generic drug companies in the pharaceutical industry. It has no direct interest, fmancial or

otherwise , in the outcome of this case.

WHEREFORE , the Washington Legal Foundation respectfully requests that the

Commission grant its motion for leave to fie the attached amicus curiae brief.

Respectfully submitted

JJ If
Daniel J. Popeo
Richard A. Samp

(Counsel of Record)
Washington Legal Foundation
2009 Massachusetts Ave. , NW
Washington, DC 20036 -
(202) 588-0302

Dated: September 30 , 2002
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BRIEF OF WASHIGTON LEGAL FOUNATION
AS AMICUS CURIE IN SUPPORT OF RESPONDENTS

INERESTS OF AMICUS CURIAE

The Washington Legal Foundation (WLF) is a public interest law and policy center

located in Washington , D. , with supporters in all 50 states. The interests of WLF are set

out more fully in the accompanying motion for leave to fie this brief.

WLF has no direct interest , financial or otherwise , in the outcome of this case. It is

filing this brief solely because of its interest in promoting the efficient settlement of patent

disputes , including but not limited to , settlements between inovator and generic drug

companies in the pharmaceutical industry.

STATEMENT OF THE CASE

In the interests of brevity, WLF hereby adopts by reference the Statement of Facts

contained in the briefs of Schering-Plough Corporation ("Schering ) and Upsher-Smith

Laboratories , Inc.

The Commission issued its complaint in this matter on March 30, 2001. The

complaint charged that Schering, Upsher-Smith , and American Home Products Corporation

AHP") violated ~ 5 of the Federal Trade Commission Act, 15 U. c. ~ 45 , by entering

into agreements designed to delay the entry of low-cost generic competition to Schering s K-

Dur 20. The complaint alleged that the $60 milion payment by Schering to Upsher-Smith in

return for six product licenses was a sham transaction, and that substatially all of the $60

milion was paid in return for Upsher-Smith' s 34-month delay (from November 1998 to

September 2001) in marketing its generic version of K-Dur 20.

Following a two-month trial in early 2002 , Administrative Law Judge (ALJ) D.



Michael Chappell dismissed the complaint on June 27 , 2002. The AU found that $60

milion was a fair price in 1997 for the licenses Schering received from Upsher-Smith.

Initial Decision (" ID") 31-64. He rejected Complaint Counsel' s argument that " reverse

payment" patent litigation settlements (whereby the par receiving a patent license on a

future date also receives a substatial cash payment) should be deemed per se ilegal as

horizontal market allocation agreements. ID 96-100. Applying a rule-of-reason analysis , the

ALJ determined that Complaint Counsel had failed to demonstrate that the two settlement

agreements constituted unfair trade practices in violation of ~ 5 of the FTC Act. ID 101-

114. In particular , he determined that Complaint Counsel had failed to demonstrate that the

agreements restricted competition. Id.

ARGUMENT

COMPLAI COUNSEL DO NOT CHALLENGE PAYMENTS FOR WmCH
PATENT HOLDERS RECEIVE FAIR MART VALUE, AN THERE IS
SUBSTANIAL EVIDENCE THAT SCHERIG RECEIVD FAIR VALUE
FOR ITS PAYMNT TO UPSHER-SMITH

The Schering/Upsher-Smith patent litigation settlement agreement is a paricularly

poor vehicle for Complaint Counsel to pursue their theory that "reverse payment" patent

litigation settlements are per se ilegal. The ALJ made findings of fact that the fair market

value of the licenses granted by Upsher-Smith to Schering was $60 milion. ID 64, 107-111.

Thus , unless the Commission is convinced that those fmdings are clearly erroneous , the

Schering/Upsher-Smith agreement simply is not a "reverse payment" settlement.

Complaint Counsel made clear at trial that they do not object to patent settlements that

do no involve "reverse payment"

This case does not challenge the settlement of patent disputes by an agreement on a



date of entr, standing alone , or the payment of fair market value in connection with
side deals " to such an agreement. Rather , our challenge is to a substantial payment

by the patent holders to the alleged infringer in consideration of a settlement

agreement with delayed entry.

Complaint Counsel's Trial Brief at 43. Thus , Complaint Counsel's entire case against

Upsher-Smith is premised on a contention that Schering paid more than fair market value for

the licenses it received. In light of the AU' s findings of fact , Complaint Counsel face an

exceedingly diffcult task in proving their case.

Although Complaint Counsel challenge those factual findings in their appeal brief

they do so without ever attempting to place a dollar value on the licenses. Indeed

Complaint Counsel's own experts conceded that the licenses likely had some considerable

positive value. Tr. 5:948-57 (Bresnahan). Complaint Counsel insist , based on the language

of the settlement agreement , that some portion of the $60 milion payment must have been in

return for Upsher-Smith' s agreement not to enter the market until September 2001. Br. 29-

32. But that argument makes no sense in the absence of evidence that the licenses were

worth less than $60 millon because -- under the " reverse payment" theory as explained by

Complaint Counsel -- a patent litigation settlement is unobjectionable unless any "side deal"

payments tendered by the patent holder exceed the fair market value of the goods or services

received in exchange.

In support of their contention that Schering was not really paying $60 millon to

license products from Upsher-Smith , Complaint Counsel note that the settlement agreement

required Schering to make full payment even if the licenses later declined in value. Br. 31-

32. That argument says nothing about the fair market value of the licenses in June 1997

when Schering and Upsher-Smith reached their settlement agreement; the paries reached a



good-faith agreement on that date that the licenses were wort $60 milion. Complaint

Counsel now ask the Commission to second-guess not only the parties ' but also the AU'

determination regarding the value of licenses conveyed by Upsher-Smith; in the absence of

any attempt by Complaint Counsel to undertake its own valuation , such second-guessing is

wholly inappropriate.

Finally, Complaint Counsel suggest that the legitimacy of the licensing " side deal" is

suspect because throughout the negotiations process , Upsher-Smith stated that it wanted a

cash payment as part of any litigation settlement. Br. 26-29. But even assuming that

Complaint Counsel' s characterization of the testimony is accurate , that does nothing to

undermine the legitimacy of the licensing payment. To the contrary, it demonstrates the

importance of side deals in faciltating litigation settlements: by agreeing to purchase assets

from Upsher-Smith for fair market value , Schering provided Upsher-Smith a return on a

significant R & D investment and helped to bring together paries who had been at each

other s throats during two years of antagonistic litigation. These types of value-creating,

pro-competitive agreements should be embraced , not condemned.

) Surely, the ALl's numerous credibilty determinations regarding this issue should
be given considerable deference.

2 There is no basis for Complaint Counsel' s repeated insinuation that side deals
entered into in connection with litigation settlements are inerently suspect. Indeed , there are
numerous reasons for the prevalence of side deals entered into in connection with litigation
settlements , quite apart from their tendency to provide negotiators with a good "exit strategy
to break negotiation impasses. For example , the transactional costs of entering into a busi-
ness deal are often reduced in the context of settlement negotiations , when top officials of the
affected companies are already readily available. Moreover , the antagonism associated with
litigation finally comes to an end during a successful settlement , thus facilitating the types of
licensing deals that had been a practical impossibilty during the litigation.



In sum, Complaint Counsel's failure to demonstrate that the licenses conveyed to

Schering by Upsher-Smith were worth less than $60 milion is by itself a sufficient reason to

sustain the ALl's dismissal of the complaint as it relates to the Schering/Upsher-Smith

settlement agreement. Initial Decision Findings ("IDF") 290-300. That agreement should

not cause the Commission to examine the legality of "reverse payment" patent settlement

agreements because Complaint Counsel have failed to demonstrate that any "reverse

payment" took place.

II. THE COMMISSION SHOULD NOT EMPLOY THE PER SE RULE IN
EXAMING "REVERSE PAYMENT" SETTLEMENTS

Although Complaint Counsel failed to demonstrate any "reverse payment" in

connection with the Schering/Upsher-Smith agreement , some of the payments made by

Schering to ESI bring the Schering/ESI agreement within Complaint Counsel's defintion of a

reverse payment" patent litigation settlement agreement. The Commission nonetheless

should reject Complaint Counsel's call to apply per se antitrust analysis to such agreements.

The Supreme Court has made clear that per se treatment should be applied with great

caution and only in the few cases where sufficient experience has shown that the conduct

always or almost always tend(s) to restrict competition and decrease output.Northwest

Wholesale Stationers, Inc. v. Pacifc Stationery Printing Co. 472 U. S. 284 , 289-90 (l985)

(quoting Broadcast Music, Inc. v. Columbia Broadcasting Sys.441 U. S. 1 , 19- 20 (l979)).

Indeed, only thee years ago the Court warned that "the plausibilty of competing claims

about the effects of the (conduct at issue) rules out the indulgently abbreviated review. "

California Dental Assn v. FTC 526 U. S. 756 , 778 (l999).

The reason for this caution is clear. When the per se rule is applied to an agreement


