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Presume I recently purchased a new car with a state of the art stereo system.  I drove to the mall and parked in the garage.  When I returned to the car the stereo was gone!  I replaced the stereo and parked at the bus station – again, the stereo was stolen.  Wise to the thieves, I added alarms and pit-bulls to the car.  Nonetheless, the stereo disappeared.


This scenario raises the following question – do I own the stereo in my car?  To most people the answer is simple and straight forward – of course I own the stereo:  I paid for it and it is in my car.  Economically, however, things are more complex.  Economically, "ownership of resources means…that the owner can direct use of that resource."
  Clearly, my decisions did not control the use of the car stereo.  Therefore, economically, I did not "own" it.


Property rights are probabilistic.  Whether I have the "right" to play my car stereo depends on it not being stolen.  While the probability may be very high that my decisions will control the use of most things that I "own," the probability is not certain.  This standard economic proposition has secured its place in economic analysis for decades.

Patents are property.
  A patent grants to its “owner” a set of “rights” that are qualitatively no different than any other property rights – they are probabilistic.
  Indeed, patent rights are far more uncertain than rights to tangible property.
  A patent owner can never be certain that it will be able to enforce its “right” to exclude others from use of the patented invention.  For instance, a patent owner cannot seize allegedly infringing goods; infringement may occur without the knowledge of the patent holder; the costs of eliciting government efforts to exclude an alleged infringer may not justify the effort; and – most importantly – attempts by the patent holder to enforce its “rights” through the coercive power of the government may result in a finding of invalidity or non-infringement.


The fact that patent rights are uncertain, probabilistic rights formed the foundation of prior analysis that we have published.
  In our previous research we began with the premise that 1) the “rights” of a patent holder are those substantive and procedural rights that Congress has dictated and 2) the “right to exclude” others from a market and collect monopoly rents is an uncertain right that can be represented by a probability that a patent will be found valid.


Given the probabilistic nature of patent rights, we analyzed the welfare consequences of private parties agreeing to settle a patent dispute by agreeing to continue a monopoly and share the monopoly rents.  Such a settlement typically occurs by the patent holder 1) paying the alleged infringer to stipulate to the patent’s validity and 2) agreeing not to enter the market.  For the remainder of this article we refer to such settlements as “lump sum patent settlements.”  

It is obvious that lump sum patent settlements are dominated on a static welfare basis by a licensing agreement which allows entry of the alleged infringer.  There can, however, be benefits from settlement, and in some circumstances, settlement of a patent dispute cannot be accomplished via a licensing agreement.  In our prior research, we show that it is exceedingly rare that an efficient settlement of a patent dispute requires a lump sum payment from the patent holder to the infringer.
  We also show that any benefits from efficient lump sum patent settlements are minimal compared to the substantial losses from inefficient lump sum patent settlements.
  As a consequence of this analysis, we reach the policy conclusion that lump sum patent settlements should be per se illegal since this is a case in which "the great likelihood of anticompetitive effects can easily be ascertained."


A recent paper published in Antitrust Magazine by an attorney representing defendants in lump sum patent settlement cases, Kevin McDonald, takes issue with our analysis.
  We here show that Mr. McDonald's arguments rest on a misunderstanding of the nature of property rights and of our arguments and analysis.  We here also briefly consider some amendments to our model that arose from a debate in the recent FTC K-Dur hearing.
  In that hearing, Professor Robert Willig testified that risk aversion implies that lump sum patent settlements should be evaluated on a rule of reason basis.  Our original model did not include risk aversion.  We here consider the impact of risk aversion and find that our results and policy implications are robust to the consideration of risk aversion.

In Response to McDonald

We believe that confusion is endemic to analysis of patent settlements because of the inherent static, anticompetitive nature of patents.  To have value, patents limit competition.
  Therefore, if having patents is a desirable policy, aren’t private agreements that strengthen patents also a good thing?  Of course, patents can be welfare-enhancing because they promote dynamic efficiency through increased innovation at the expense of static efficiency.  The balancing of the static-dynamic efficiency tradeoff associated with patents is, however, properly a subject for Congress.
  Given the tradeoff decided by Congress, private agreements that extend the monopoly of a patent holder should be viewed as any other private agreement that reduces consumer welfare.  The existing patent rules reflect Congress’ balancing of dynamic and static efficiency and the extension of those rules to all types of patents in all industries.  Because that single set of rules is extended to the entire marketplace, there certainly will be instances in which the existing rules can be shown to be inefficient as applied to a particular case.  Such a possibility does not however override the decision of Congress as to the bounds of the rights owned by the holder of a patent.
  


Kevin McDonald takes issue with our analysis supporting a per se treatment of lump sum patent settlements arguing that we fail to properly consider "false positives," or what we termed "institutional failure."
  McDonald’s essential idea is that a federal court adjudicating a patent dispute might erroneously conclude that the patent is invalid.  According to McDonald, the risks of such erroneous conclusions can cause sub‑optimal investments in research and development, and, accordingly, the patent holder should be permitted to pay the challenger to recognize the validity of the patent.
  McDonald suggests that a proper resolution of the possibility of false positives is to require an antitrust plaintiff challenging the lawfulness of a lump sum settlement to establish in the antitrust litigation that the patent, in fact, is invalid.
  However, McDonald ignores a number of issues we raised that counter this argument.


First of all, the right that Congress gave to patent holders as a reward for their invention was the right to seek redress in the federal courts.
  Congress expressly designated the federal courts as the body with institutional authority to determine patent validity and infringement.
  Moreover, Congress did not provide, as it might have, that a patent once issued by the PTO is conclusively presumed to be valid.  Congress provided that patents shall enjoy only a rebuttable presumption of validity.
  McDonald nevertheless asserts that there is an "objective reality" as to whether a patent is in fact valid, regardless of what a federal court may say.
  This simply ignores the fact that patent rights are probabilistic rights – the only objective reality is that decided by the courts.  That this set of rights is probabilistic does not mean that the patent “does not really exist until you go to court” or that the patent is “unborn.”
  Rather, in any patent dispute, until determined by a federal court, there is a probability of invalidity and/or non-fringement.  

If we accept the notion that there is an "objective reality" independent of the court’s decision, why wouldn’t a patent holder be justified in avoiding an "erroneous" federal court decision by paying the challenger to confess validity and infringement after a federal court has adjudicated the patent to be invalid?  If there is an "objective reality" indicating that a federal court's determination of patent invalidity represents an instance of "institutional failure," that objective reality exists regardless of whether the payment is made to avoid an erroneous federal court decision in advance or to avoid it after it has been rendered.  McDonald's theory of institutional failure thus implies that a patent holder should be permitted to pay a challenger to stay out of the market even after a federal court has found the patent to be invalid.


Contrary to McDonald’s view as to the objective reality of a patent’s validity, the actual objective reality is that Congress prescribes the rights given to patent holders for innovation, and Congress has given the right to have patent infringement and validity determined through a defined process of federal court litigation.
  A proper antitrust analyses must take those Congressionally-defined rights as a given ‑‑ it cannot decree the results of that process to be "erroneous" because they fail to measure up to an "objective reality" that exists in some lawyer's or economist's head.  Thus, we claim that for purposes of antitrust analysis, there are and can be no "erroneous" decisions reached by courts in patent litigation.


McDonald's argument also ignores real world “transactions costs” in attempting to demarcate efficient outcomes.
  It is a well-known economic proposition that absent transactions costs, society reaches efficiency regardless of the allocation of rights.
  We would agree that absent any cost of examining all aspects of a patent claim and a patent settlement, a rule of reason analysis would be appropriate, and efficient lump sum patent settlements should be allowed.  Yet, how is society to identify those cases given the real world of transactions costs?  Under McDonald’s conception of patent rights, federal courts reach "false positives."  In this environment, how does McDonald propose to ascertain "objective reality?"  He suggests that the "objective reality" that a federal court adjudicating the patent litigation “failed” to ascertain is to be determined by . . . a federal court!
  He asserts that the need to avoid an erroneous decision by a court in the underlying patent litigation requires that the validity of the patent be determined as one part of the subsequent antitrust litigation conducted in federal court.
  This is not, in our opinion, a satisfactory way to rectify any "false positives" reached by those very courts.


In addition, the analysis in the McDonald paper purportedly addresses the possible efficiency of a lump sum settlement.
  However, the evaluation of the efficiency of the settlement is based on an implicitly costless determination of the validity of the patent – that is, the settlement is evaluated only after all uncertainty as to the patent is eliminated.  This approach simply avoids the issue of the efficiency of alternative settlements.  If a patent is known to be valid, the patent holder will agree to a settlement only if it results in the full monopoly profit.  Lump sum transfers are then not relevant to efficiency.  If a patent is known to be invalid, then no settlement limiting competition in any way should be allowed.  Hence, implicitly McDonald’s approach implies “settlements” are of no consequence, rather, the courts just decide whether the patent is valid or invalid (or there is or is not infringement.) 


Our approach to analyzing the problem of the efficiency of settlements is quite different than Mr. McDonald’s.  We base our analysis on the premise that Congress has created a system balancing static and dynamic efficiency in a way that implies uncertainty as to the validity of a patent.
  Through a process of infringement litigation or declaratory judgment, courts can decide the validity or invalidity of a particular patent, and thereby the extent of competition that will be present in a market.  If a patent is in dispute, we presume that the proper forum for determination of the extent of competition is the court.
  

Given the ever present uncertainty of the validity of a patent, the expected result from (costless) litigation necessarily increases consumer welfare.
  Litigation is, however, not costless.  Therefore, settlements of patent litigation can be efficient.  Of course, the incentive of settling parties is to limit competition and share any available monopoly profits.  However, settlements that license the alleged infringer in a way that allows effective entry by the infringer necessarily reduce the price and thus increase consumer welfare compared to the monopoly position.  Hence, it is appropriate to address such licensing agreements via a rule of reason.  A rule of reason analysis can balance the certainty of the increased consumer welfare from the settlement and the savings in litigation costs against the reduction in consumer welfare if the patent had been found invalid.

Unlike a settlement that licenses the alleged infringer, a lump sum patent settlement perpetuates the monopoly situation – thereby decreasing consumer welfare.  Therefore, compared to a lump sum settlement, a licensing settlement more closely approximates the expected result from having the courts judge the validity of the patent.  This underlies our basic conclusion that lump sum patent settlements should not be allowed.
  However, there are cases in which a licensing settlement cannot occur because of the disparate beliefs of the disputing parties.  Recognizing that litigation is costly, in these cases it is possible that a lump sum settlement is efficient because of savings in litigation costs.
  Hence, in our view, the relevant questions concern the likelihood of such efficient lump sum patent settlements, the expected benefits from such settlements, and the costs of determining what are efficient and inefficient lump sum patent settlements. 

In our prior research we present a model of patent litigation.  We show that nearly all cases in which a lump sum payment, rather than a licensing fee, is needed for patent settlement are situations in which litigation is preferable on a welfare basis to settlement.
  We find that the likelihood that a lump sum payment is needed for an efficient resolution of a patent dispute is substantially less than one percent.
  Since the adverse welfare effects of lump sum patent settlements substantially dominate any benefits, and since court determination of whether a particular lump settlement is one of those rare cases of an efficient lump sum settlement, we concluded per se illegality is appropriate.
  Mr. McDonald’s paper simply raises no issue contrary to this conclusion.

Risk Aversion and Lump Sum Settlements 

In the recent K-Dur case before the FTC, both the government’s expert economist, Tim Bresnahan, and the complainant’s expert economist, Robert Willig, evaluated the efficiency of lump sum patent settlements.
  As we have also shown, both testified that an efficient settlement could possibly require payment from the patent holder to the alleged infringer.  Professor Willig argued that this possibility justified a rule of reason approach towards lump sum patent settlements.  In essence, Professor Willig found that the efficiency of settlement increases if the disputing parties discount the benefits from litigation because of risk aversion.  He therefore concluded that the benefits from those settlements which can occur only if there are lump sum payments are greater with risk aversion. 
  

We do not find Professor Willig’s opposition to a per se rule against lump sum patent settlements compelling.  Professor Willig provides no analysis of the quantitative significance of any efficiency-increasing lump sum patent settlements versus efficiency-decreasing lump sum patent settlements as a consequence of any relevant risk aversion.
   Just because it is possible that a lump sum payment from a patent holder to an infringer may be necessary for an efficient settlement, this does not inform us as to the appropriate policy towards such settlements.  Per se rules result from the courts’ judgments that certain economic practices are almost always anticompetitive.
  For example, it is certainly possible that price fixing may in rare and unlikely situations increase welfare. 
  This does not imply that the courts ought to examine each case on a rule of reason basis.  Rather, any possible losses from preventing efficient price fixing will be swamped by the costs of evaluating each case, and the costs of allowing, by mistake, inefficient price fixing.  Therefore, if risk aversion should be considered in a welfare evaluation of lump sum patent settlements, it is important to determine how much it matters.

In our earlier research, we considered the case of an alleged patent infringement with various possible expectations as to the validity of the patent.  We performed a simulation analysis of many alternative assumptions of patent validity and alternative assumptions about the costs of litigation.   We found that that it was extremely unlikely that a lump sum payment was needed to reach an efficient settlement, and that typically lump sum settlements were inefficient.
   Hence, our conclusion that lump sum payments from the patent holder to the alleged infringer should be per se illegal.

Our analysis did not include risk aversion.  We have now considered risk aversion.
  As expected, risk aversion does reduce the likelihood that a patent dispute will not be settled.  However, it does this mainly by increasing the probability that one or the other party will not pursue litigation.  Contrary to Professor Willig’s conjectures about the impact of risk aversion on the value of lump sum patent settlements, we find that efficient lump sum patent settlements are even rarer in the presence of risk aversion.  For the risk aversion situation considered, efficient settlements are achieved with lump sum payments from the patent holder to the alleged infringer with only about a one tenth of one percent probability.  And the welfare losses from the far more likely inefficient lump sum settlements are over ten times greater than any possible welfare gains, and this comparison ignores the additional and substantial welfare losses that would occur if lump sum patent settlements were allowed because of the many cases that otherwise would have settled with a welfare enhancing licensing fee.   

We therefore have concluded that the inclusion of risk aversion does not alter in any way the appropriate policy towards lump sum payments from a patent holder to an alleged infringer.  These payments should be treated just like any payment to a competitor to cease entry efforts – they should be per se illegal.  

Concluding Remarks:  The Per Se Rule is Particularly Important in the Pharmaceutical Industry

The conclusion that lump sum patent settlements should be per se illegal is particularly compelling in the circumstances of challenges to pharmaceutical patents.  In 1984, Congress passed the Hatch-Waxman Amendments to the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 301, et seq. (1994) (the “Act”) "after concluding that the Act's 'cumbersome drug approval process delayed the entry of relatively inexpensive generic drugs into the marketplace.'"
  Through the Hatch-Waxman Amendments, Congress intended "to make available more low cost generic drugs."
  Congress attempted to "balance two conflicting policy objectives:  to induce name-brand pharmaceutical firms to make the investments necessary to research and develop new drug products, while simultaneously enabling competitors to bring cheaper generic copies of those drugs to market."

In furtherance of the first objective, to induce name-brand pharmaceutical firms to make the investments necessary to research and develop new drug products, the Hatch-Waxman Amendments provide that in the context of certain patent litigation between brand-name and generic drug manufacturers, the FDA is prohibited from approving the generic manufacturer’s application to market the allegedly infringing product until 30 months after the initiation of the patent litigation.
  In this context the brand-name manufacturer has received from Congress an automatic 30-month preliminary injunction without the necessity of meeting the usual requirements.
  By including this "30-month preliminary injunction" in the Hatch-Waxman Amendments, Congress granted additional, highly valuable, exclusion rights to patent holders in the pharmaceutical industry.

Similarly, to encourage competitors to bring cheaper generic copies of brand name drugs to market, the Hatch Waxman Amendments provide special benefits to generic manufacturers in the form of a 180-day exclusive marketing period.
  This exclusive marketing period can, and has, had severe and unintended anticompetitive effects.  Several recent patent infringement cases involving brand-name and generic pharmaceutical manufacturers have involved payments from the patent holder to the challenger that, under the Hatch Waxman Amendments, had the effect of preventing entry not only by the challenger who received the payment, but by all generic manufacturers.
  This occurs because a generic manufacturer who possesses the right to the 180-day exclusive marketing period can forego marketing its generic (in return for a cash payment) thereby preventing the exclusive 180-day clock from running.  This potential exponential entry-deterring effect of the payment provides additional motivation to settle and additional anticompetitive impact from settlement. 
  


The manner in which the special provisions of Hatch-Waxman Amendments came about is instructive as to why courts are an inappropriate forum for the balancing between dynamic and static efficiency inherent in patent issues.  The additional exclusion right granted by Congress to pharmaceutical manufacturers was the result of political bargains struck between the generic manufacturers (who wanted faster and easier approval of their generic drugs) and brand-name manufacturers (who were able to extract these valuable exclusion rights, in addition to many others, as part of the bargain).
  Whether Congress got the balance between static and dynamic efficiency right is not the issue.  Rather, the point is that Congress is the constitutionally-mandated forum in which such balancing occurs.  Allowing purchase of exclusion beyond that granted by Congress allows private parties to achieve rights not granted by Congress.

� Keith Leffler is an associate professor in the Department of Economics at the University of Washington specializing in antitrust economics.  Cristofer Leffler drafted this article while an associate at Townsend and Townsend and Crew, LLP.  He is currently a staff attorney in the Northwest Regional Office of the Federal Trade Commission.  The views expressed herein are the views of the authors and do not necessarily reflect the views of their employers.
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� 21 U.S.C. 355(j)(5)(B)(iv) provides:  "If the [abbreviated new drug] application contains a certification [that the patent for the pioneer drug is either invalid or will not be infringed by the marketing of the generic drug] and is for a drug for which a previous application has been submitted under this subsection continuing such a certification, the application shall be made effective not earlier than one hundred and eighty days after--(I) the date the Secretary receives notice from the applicant under the previous application of the first commercial marketing of the drug under the previous application, or (II) the date of a decision of a court in an action described in clause (iii) holding the patent which is the subject of the certification to be invalid or not infringed, whichever is earlier."  Id.  "Accordingly, the 180-day period of exclusivity 'can be triggered in one of two ways -- either (1) when the generic producer begins commercial marketing of its drug…or (2) when there is a court decision finding the pioneer drug maker's patent invalid or not infringed.'"  In re Cardizem CD Antitrust Litigation, 105 F.Supp.2d at 686 (quoting Mylan Pharm.,  81 F.Supp.2d at 33).


� See, e.g., In re Ciprofloxacin Hydrochloride Antitrust Litigation, 166 F.Supp.2d 740 (E.D.N.Y. 2001); In re Cardizem CD Antitrust Litigation, 105 F.Supp.2d 682 (E.D. Mich. 2000); In re Terazosin Hydrochloride Antitrust Litigation, 164 F.Supp.2d 1340 (MDL 2000).


� In his earlier work, Patent Settlements and Payments that Flow the “Wrong” Way:  The Early History of a Bad Idea, 15 ABA Healthcare Chronicle No. 4 at 2 (Winter 2002), Mr. McDonald correctly notes that the large disparity in profit margins earned by pioneer and generic drug manufacturers increases the range in which settlement of the patent litigation is likely.  McDonald, Health Care Chronicle, at p. 10.  But his conclusion, that “[t]hus we see that Hatch-Waxman . . . dictates the direction in which the money is likely to flow in a settlement (because the generic has so much less at stake),” is simply a non-sequitur.  McDonald's analysis of the incentives to settle demonstrates only that (1) settlement of the patent litigation can be rational for both parties in light of the probability that the patent will be found invalid; and (2) the pioneer manufacturer may have a greater incentive than the generic manufacturer to settle, even if both share the same view of the probability of a finding of invalidity.  But Hatch-Waxman does not dictate that any money flow from the patent holder to the challenger.  Instead of the patent holder paying the challenger to eliminate that risk/probability, the parties can simply settle the patent litigation with the challenger extracting from the patent holder a license whose royalty rate reflects the parties' respective views of the risk/probability and the value of it to each.  Nothing in Hatch-Waxman “dictates,” or even vaguely hints, that the parties do the former rather than the latter.


� See Alfred B. Engelberg, Special Patent Provisions for Pharmaceuticals:  Have They Outlived Their Usefulness?, 39 IDEA 389, 403-06 (1999).  
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