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Efficiency Trade-Offs in Patent Litigation Settlements?  Analysis Gone Astray.
By Keith Leffler and Cristofer Leffler(
PATENTS ARE INTENDED to allow a patent holder to obtain monopoly profits. To have this effect, a patent must limit competition.
 As a consequence of limited competition, valuable patents result in “static inefficiency”
 because consumer welfare suffers from high monopoly prices. Valid patents can nonetheless be efficient in a “dynamic” sense
 because the possibility of monopoly profits spurs incentives to develop new products.
 Consequently, as recognized by many courts, patents present an inherent trade-off between static inefficiency and dynamic efficiency.
 


Disputes as the legitimacy and scope of a patent frequently arise.  Many recent cases in the pharmaceutical industry involve settlements of such disputes with the particular feature of a payment from the patent holder to the challenger.  Private patent settlement agreements including those involving cash payments can be presumed to increase the value of the patent to the patent holder and thereby to increase dynamic efficiency.  Nonetheless, we here argue that a per se rule against patent litigation settlements involving a cash payment from the patent holder to the challenger will maximize economic efficiency.  We begin by providing a brief overview of the economic nature and value, both private and social, of patent rights.  We then consider the economic impact of patent litigation settlement agreements and demonstrate that payments from the patent holder to the challenger are contrary to efficient patent litigation settlements.  We conclude by discussing an alternative approach towards judging patent settlements in which the efficiency of  patent settlements based on the patent’s “validity.” We show that this approach makes no economic sense. 
I.
The Economic Nature of a Patent

Economics provides little guidance to the determination of the optimal static-dynamic efficiency trade-off.
 Regardless, Congress has specified a set of laws, rules, and procedures governing the granting and use of patents.
  In enacting these rules and procedures, Congress has implicitly balanced the trade-off between the static efficiency of competition and low prices against the dynamic efficiency of increased incentives to seek patentable innovations.  A proper economic welfare analysis of patent rights must take as given the patent rules specified by Congress with the presumption that those rules properly and correctly balance static and dynamic efficiency.

In granting procedural rights to a patent holder, Congress did not provide that a patent is conclusively presumed to be valid.
 Rather, the ultimate validity and scope of a patent cannot be known until final resolution of such issues by the courts.
 The patent owner is never certain of its “right” to exclude others from the use or sale of the patented invention.
 Even if the patent owner has knowledge of an alleged infringement, the patent owner cannot seize allegedly infringing goods. Moreover, the patent holder may choose not to elicit governmental efforts to exclude an alleged infringer because the process is costly. Finally, and most importantly, when the patent holder does attempt to enforce its rights through the coercive power of the government, its efforts may result in a finding of patent invalidity or non-infringement. 

Many patents granted by the patent office are subsequently invalidated by the courts.
 The consequent vulnerability of a patent creates an incentive for potential competitors to challenge the patent’s validity or infringe upon it. Thus, the patent rules themselves provide an economic incentive for potential infringers to seek a judicial finding of invalidity or non-infringement. This incentive is a result of the very process and rules by which a patent holder can seek to enforce its right to exclude.
The incentives to challenge patents are particularly strong in the case of pharmaceutical patents because the Hatch-Waxman Amendments provide additional rewards motivating such challenges.
 As noted by Judge Trager in In re Ciprofloxacin Hydrochloride (“Cipro”) Antitrust Litig., the “impetus behind the Hatch-Waxman Amendments was ‘to make available more low cost generic drugs.’”
 In the Hatch-Waxman Act, Congress expressly strengthened the incentive to challenge a pharmaceutical patent by offering 180 days of exclusivity to the first generic manufacturer to file a new drug application under the Hatch-Waxman Amendment’s abbreviated process.

Prior to a final court resolution of the validity and scope of a patent, the uncertainty as to the exact rights possessed by a patent holder under the rules enacted by Congress implies that the expected profits from a patent are in practice necessarily less than the full monopoly profits with complete exclusion.  This is because of the “discount” to the full monopoly profits for the likelihood that the patent is invalid or limited in scope.  The presumption that Congress correctly balanced static and dynamic efficiency implies that it is this expected profit which is less than the full monopoly profit that creates the proper and efficient innovation incentive.  Similarly, the presumption that Congress correctly balanced static and dynamic efficiency implies that increases in the expected profit to a patent holder through private agreements with potential competitors creates inefficient innovation incentives.  
II.
The Evaluation of Efficient Settlements Should Not Include Dynamic Efficiency Impacts
Where there is a patent for which validity has not yet been determined, the patent holder and potential infringers or competitors will have an economic incentive to reach agreements settling patent disputes. Indeed, from the challengers’ perspective, there is an incentive to create and settle a dispute, with the challenger agreeing not to compete in return for a share of the monopoly profit. This incentive exists because the profit from the patent absent competition will necessarily be greater than the total profit earned by a patent holder plus that earned by any producer of a substitute competing product.
 Of course, the increase in profits from such a settlement is at the expense of consumer welfare because consumers pay higher prices due to the lack of competition. The ever-present incentive to perpetuate the monopoly profit at consumers’ expense underlies the efficiency of antitrust limits to patent litigation settlement agreements.
A basic premise underlying economic analysis is that parties to a private agreement are better off than if they had not reached the agreement. Hence, in the context of patent settlement agreements, it can be assumed that the patent holder achieves an increase in the expected profit as a result of the settlement.  Thus, as a consequence of limiting a challenge to the patent through a private settlement agreement, the patent holder increases its expected profit above that granted by the patent itself. This increase in profit does increase the incentive to innovate. However, because it is the expected profit from the patent that dictates the efficient incentive to innovate, such private agreements limiting patent challenges increase the profits beyond those granted by Congress and beyond those that are presumed necessary for the efficient encouragement of innovation.
 Hence, private patent settlement agreements can be presumed to improperly favor dynamic over static efficiency. Therefore, based on the static-dynamic efficiency balancing that Congress is assumed to have “gotten right,” private patent settlement agreements should be presumed inefficient. Any impacts on research and development (“R&D”) incentives and dynamic efficiency from a patent settlement need not be “balanced” in judging the settlement because Congress has already correctly maximized the static versus dynamic trade-off in creating the patent rules and procedures.

Basic economic principles also imply that if it were costless to resolve the validity and substantive scope of patents through litigation, the “efficient” balancing of static costs and benefits would always require such resolution through the courts. This implication follows from the presumption that Congress set up the efficient rules to resolve such disputes. Therefore if litigation were costless, economic efficiency would imply that no private settlements of patent disputes that create any static inefficiency would be allowed; rather, courts would decide all such matters.
 Of course, resolution of patent validity through the courts is not costless.  This implies that the costs of litigation, and only these costs, give rise to the possibility of efficient private settlements. However, only if the costs of litigation exceed the expected consumer welfare increase from the possibility of increased competition (static efficiency) if a patent is found invalid or not infringed can private settlement of a patent dispute be efficient. 
Challenges to a patent’s scope or validity have efficiency benefits since challenges can increase competition and lower prices.  The system of patent rights designed by Congress that allows private challenges to those rights are congruent with the interests of consumers. Nonetheless, as we have argued, private patent settlement agreements can be desirable because the expected costs of resolving the dispute (litigation costs) may exceed any expected consumer gains from the litigation.  However, it can be quite difficult to measure expected litigation costs or expected consumer welfare gains from litigation.  Yet, frequently, the relative efficiency of settlements of patent disputes can be judged without such complete knowledge of expected litigation costs or expected consumer welfare benefits. 
Consider, for example, an “early entry” settlement in which the patent settlement allows the challenger to enter the market prior to the expiration of the disputed patent.  An early entry settlement is necessarily relatively efficient as compared to a settlement in which the challenger agrees not to enter the market for some period of time in exchange for a share of the patent holder’s monopoly profits (cash payment settlement). Both settlements eliminate the litigation costs by resolving the litigation.  The relative efficiency of the settlements can therefore be judged solely based on the consumer welfare benefits.  An early entry settlement will result in increased competition and a distribution of settlement benefits to consumers that more closely mimic the consumer benefits that would be expected from the patent rules and procedures enacted by Congress (litigation). Similarly, a patent settlement that licenses the challenger is relatively efficient compared to a cash payment settlement, as the license settlement allows some extent of generic competition and, thereby, passes on some of the gains from settlement to consumers.  
It is also straightforward to conclude that a settlement that includes a payment from the patent holder to the challenger and an early entry or licensing agreement is generally economically inefficient.
 The payment inclusion will likely result in the challenger accepting less favorable entry timing or a higher licensing fee than otherwise would be negotiated. This result is to the clear detriment of consumers and to the optimal balancing of static and dynamic efficiency as dictated by the rules and procedures set up by Congress.

III. 
There Is No Legitimate Justification For Cash Payment Settlements 

A. 
Exclusion Payments Are Not Needed to Settle Hatch-Waxman Pharmaceutical Patent Disputes

Patent litigation is undoubtedly very expensive. If lump sum payments were necessary or even frequently required for settlement of patent challenges, a policy preventing all lump sum settlements could prevent many otherwise efficient settlements. The fact that lump sum payments may possibly be required to reach settlement in patent litigation cases underlies recent opposition to a per se treatment of payment settlements.
 Marc Schildkraut seized on this possibility noting that

there are conditions under which an explicit or implicit “reverse” payment is necessary to settle patent litigation. There may be a gap between the parties that prevents settlement. This gap may be the result of a difference in perceptions about the outcome of the litigation or a difference in risk preferences.

Mr. Schildkraut bases his arguments on the formal analysis of Willig and Bigelow, who show that it is theoretically possible that a payment from the patent holder to the generic challenger may be required to reach a settlement.
 However, neither Schildkraut nor Willig and Bigelow perform any analysis of the likelihood that such a payment is required for settlement.
Examples can be constructed in which a settlement requires a lump sum payment. Such examples, however, arise only under extreme and unlikely conditions, so that the theoretic possibility that cash payments are needed to reach efficient settlements provides no practical justification for allowing such settlements. To demonstrate the irrelevance of the Willig-Bigelow-Schildraut cash payment necessity situation, consider a typical generic challenge in some detail.
Assume a patented brand-name product with current and expected future annual sales of $500 million is subject to a generic challenge to its patent validity, as illustrated in Table 1.
 The remaining expected period of exclusivity under the patent will be three additional years if either an agreement is reached with the generic challenger or the patent is found valid by the court. In addition, assume a profit margin above production and marketing expenses of 60% for the brand name product absent generic entry. Future profits are reduced to present value using a discount rate of 10%. These assumptions are summarized in Table 1.
As also shown in Table 1, with generic entry, the brand name producer will expect to retain only 40% of its sales during the first six months of generic competition and 20% of the sales thereafter. The generic challenger will set a price of 70% of the brand during the first six months of its entry when it has exclusivity. With no marketing expenses, the generic will expect a profit margin of 90% of the initial brand price. Thereafter, the generic price will fall to 20% of the initial brand price and the generic challenger will share the market with subsequent entrants, capturing one-third of the generic sales. The litigation costs of the brand name and the generic are assumed to be $20 million each.
The final set of assumptions concern the brand-name firm’s reaction to the entry of the generic. Substantial research and the facts of cases under litigation indicate that little or no price change is expected for the brand-name product.
 Therefore, assume the brand-name price is not impacted by generic entry. However, post-generic entry, the benefits from market expansion and/or retention will mostly benefit the generic entrant; therefore, the brand name firm facing generic competition is expected to, and typically does, substantially reduce its marketing expense.[cite] The particular assumptions used regarding the marketing efforts and the effects on the market size are detailed in Table 1. In essence, the marketing efforts are reduced proportionally to the reduced brand name share and the “average return” to the marketing efforts is 15%.

The assumptions from Table 1 imply that the expected present value of the profits to the brand-name firm, absent the generic entry, are $782 million. Of course, the expected profits from litigation depend upon the expectations of the brand-name firm and of the generic as to the likelihood of winning the litigation. Settlement will be possible for all pairs of expectations in which the combined expected profits of the two firms from litigation are less than the profit under monopoly. Not surprisingly, settlement is expected unless the parties have extremely optimistic expectations about success compared to that of the other party.  This is not surprising because the profits to the generic from entry are significantly less than the losses to the brand name firm caused by the generic’s entry. This profit gain from the perpetuation of the monopoly, plus the litigation costs, creates the joint profitability of a settlement unless the two parties’ beliefs are widely divergent and optimistic relative to one another.
 Consider now the case of a settlement by the brand name seller in which the generic is allowed to enter prior to the end of the three-year period of exclusivity absent the challenge.
 Assume the expected market shares, prices, and marketing efforts correspond to those under a six-month exclusive generic entry if a patent challenge were successful. 

Table 2 summarizes the results of our analysis. In Table 2, we first show the maximum expectations of prevailing in the patent litigation for the generic firm, given the expectations of the brand-name firm, which makes a cash payment settlement possible and also makes an early entry settlement possible. The first case is one in which the brand-name firm is certain that it will prevail. In this case, settlement will be possible only if the generic expects that its chances of prevailing are 56% or less. As also shown in the table, an early entry settlement will also be possible if the generic expects a 41% or less chance of winning the litigation. If the brand-name firm has an expectation of winning of 94% or less, settlement is possible regardless of what the generic firm’s expectations are. Also, as shown in Table 2, an early entry settlement, without any cash payment to the generic, will be possible as long as the brand name firm has an expectation of winning of 91% or less. Thus, even with these outlandishly divergent expectations, cash payments are necessary to reach an efficient settlement only when the brand-name firm’s expectation of winning falls within the range of 91 to 94%.

The lower portion of Table 2 shows the maximum expectations of prevailing in the patent litigation for the brand firm, given the expectations of the generic firm, which makes a cash payment settlement possible and also for which an early entry settlement is possible. The first case is one in which the generic firm is “certain” that it will prevail. In this case, a settlement will be possible only if the brand-name firm expects that its chances of prevailing are 94% or less; and an early entry settlement will also be possible as long as the brand firm expects a 91% or less chance of winning the litigation. 
The implication of this analysis is that it is very unlikely that cash payments are needed for settlement of patent cases. Substantial research has been conducted regarding the likely results of patent litigation.
 The results indicate that over half of all challenged patents are found invalid. Hence, it certainly is not expected that a brand-name firm would have an expectation of over 70% that it will prevail in a patent challenge. The analysis summarized in Table 2 indicates that even for unrealistic expectations of winning substantially above 70% by the brand-name firm, regardless of the generic firm’s expectations, settlements without cash payments will be possible. In addition, while firms may have somewhat different expectations as to the outcome of patent litigation, the narrow range of wildly divergent expectations required to make cash payment settlements necessary for settlement are simply not expected to occur.
Therefore, we reach the conclusion that the theoretical possibility that cash payments are necessary to settle patent litigation, noted in early research and more recently emphasized by authors supporting such settlements, while perhaps of academic interest, is of no relevance to a proper evaluation of the competitive or efficiency impact of these settlements. This is particularly significant when it is recognized that litigants will always prefer cash payment settlements because such settlements will eliminate the sharing in the gains of the patent challenge by consumers. For example, even if both the patent holder and the challenger are certain that the patent is invalid, settlement will be jointly profitable because a cash payment settlement will perpetuate the monopoly profits, which then can be divided among the brand-name firm and the generic. Hence, if cash payments settlements are allowed, in all those cases (which is likely all cases) in which a procompetitive settlement would otherwise be reached, competition will be limited. Therefore, cash payment settlements are anticompetitive and should not be allowed.
In contrast to the privately preferred exclusionary payment settlement, settling a patent dispute via a licensing agreement is inherently different in its competitive impact. A licensing agreement is of value to a patent challenger only because it allows the challenger to enter the market in competition with the patent holder. The economic expectation is that the licensee will take sales from the patent holder by offering more favorable prices. Hence, a license agreement settlement offers an alternative method to litigation by which lower cost drugs can be made available to consumers. Unlike payments to remain off the market, a licensing settlement transfers some of the benefits of a settlement to consumers. Thus, a licensing settlement is always preferred on an efficiency basis to a settlement that perpetuates the monopoly.
The approach taken in evaluating the inefficiency of a payment settlement agreement is like that undertaken by the Federal Trade Commission (“FTC”) in In re Schering-Plough. There, the FTC noted that “there are likely to be efficiencies associated with the settlement of patent disputes between pioneer and generic manufacturers. A settlement can save public and private resources that would otherwise be consumed by the litigation . . . .”

The FTC’s analysis explored how the generic will settle only if it expects profits from the settlement at least equal to those expected from litigation. Thus, the efficiency issue in evaluating a payment settlement “is whether these unconditional payments were likely to have anticompetitive effects because they delayed generic entry beyond the dates that would have been agreed upon in the absence of the payments.”

The FTC focused on how settlements can be efficient by saving litigation costs while taking into account that efficient settlements recognize consumers’ interest by generating some competition. The FTC concluded that the payment from the brand-name company to delay generic entry was unlawful because it eliminated the generic challenger’s incentive to press for an earlier entry date.
Cash payments from the brand-name company are therefore exclusionary. The greater the cash payment in the settlement, the lower the profits from competition that the generic will insist on. The greater the cash payments, the later the licensing entry date and/or the higher the royalty that will be acceptable to the generic. Hence, significant payments from the patent holder to the challenger push the settlement in the direction of a more anticompetitive and more inefficient outcome. This results in consumers being deprived of the expected gains from patent challenges that are granted them by the rules and procedures enacted by Congress that define the patent rights.
B. 
The Benefits of Generic Patent Challenges Will Not Be Reduced by Disallowing Cash Payment Settlements

One court has suggested that a possible benefit of allowing cash payment settlements is an increased incentive for generics to challenge patents.
 However, on closer examination, this suggestion has no merit.
Generic challenges to patents under Hatch-Waxman are of value only because such challenges lead to increases in expected competition and, thereby, to lower consumer prices. Therefore, a patent challenge in and of itself is of no benefit. Rather, successful challenges, either because of a court finding of invalidity or non-infringement or because of a licensing settlement agreement, are procompetitive. If exclusionary cash payment settlements are allowed, not only will those challenges that were initiated be settled with no increase in competition, all those challenges that would have settled with competition enhancing licensing settlements will also likely conclude with an exclusionary cash payment settlement.
Therefore, not only will allowing cash payment settlements not increase the expected procompetitive challenges to patents, they will also reduce the expected procompetitive results of patent challenges. This is, of course, contrary to the intent and purpose of the patent challenge incentives provided under Hatch-Waxman. This inconsistency with the purposes of Hatch-Waxman further support our position that the patent rules and procedures enacted by Congress allow for no private agreements to extend the value of patents via cash payments that result in a sharing of the monopoly profit between the patent holder and the challenger.
IV. Exclusionary Payment Settlements Likely Have Insignificant Impacts on Patenting Activity
Absent transactions costs, the optimal set of rights accompanying any particular innovation would certainly be specific to the innovation. For example, successful innovation that was the result of happenstance would receive little or no protection because such protection would not impact dynamic efficiency. In contrast, innovations with large social benefits but relatively low private benefits (such as an antibiotic that is resistant to bacteria mutations) would receive very strong protection. However, given the very high costs of specifying unique patent rights and procedures for particular innovations, Congress has created a simplified and presumptively efficient set of rights.
Undoubtedly, there can be cases in which a patent holder could show that extending the patent rights in a particular set of circumstances is, on net, efficient because the increase in dynamic efficiency in that set of circumstances outweighs the static inefficiency. Yet, the costs of such innovation-specific rule making presumably outweigh any efficiency gains. Economically, a cash payment settlement agreement is simply a private agreement that increases the economic value of a patent beyond the value inherent in the patent rules enacted by Congress. If situation-specific welfare analysis can justify such private agreements extending the rights of a patent beyond those granted by the laws and procedures enacted by Congress, then the same logic would justify consumer-based challenges to the exercise of the standard rights granted by Congress when those rights imply net static inefficiency. If the rules and procedures enacted by Congress can be challenged by demonstrations balancing static and dynamic efficiency in a particular case, then the same logic would, for example, permit consumers to demonstrate that in a particular instance a twenty-year patent is too long, i.e., not optimal.
However, the balancing of static and dynamic efficiency is difficult, subject to substantial uncertainty, and expensive. Just as consumer challenges to the length of a patent are presumed to be inefficient and not allowed regardless of whether one can demonstrate the inefficiency of the patent length in a particular case, private alterations of the other rights granted by Congress should be presumed to be inefficient. The patent rights at issue in the Hatch-Waxman cases concern the inherent uncertainty of the validity or substantive scope of a patent that results from the rules and procedures enacted by Congress. Allowing private agreements that alter that uncertainty by eliminating competitive threats is economically no different than agreements to extend the temporal terms of the patent.
Disallowing payment settlements will reduce the average expected profits from a patent. It is reasonable to expect that any policy change that decreases the average profits from patent activities will decrease the incentive to engage in such activities.
 However, noting the obvious fact that the payment settlements may increase expected innovation provides no more justification for such settlements than for any other private agreement that results in market exclusion.
 The increased innovation is simply not relevant to the welfare evaluation. The resulting static inefficiency presumably outweighs the increased dynamic efficiency.
Nonetheless, concern as to innovation impacts from a per se approach to exclusion payment settlements
 has been expressed by some courts.
 However, economic principles and the experience of actual cases suggest little impact on innovation from disallowing exclusion payment settlements. First, we discuss factors that are relevant in evaluating the significance of any increases in innovation incentives from settlement agreements. We then illustrate the application of these factors in the context of a recent Hatch-Waxman case, In re Terazosin Hydrochloride (“Terazosin”) Antitrust Litigation.
The following propositions identify some economic factors that are relevant for the evaluation of the likely innovative impacts of disallowing settlements in which a patent holder pays a patent challenger to withdraw the challenge:
• The larger the monopoly returns received by the patent holder prior to a settlement, the smaller the impact from competition (absent the settlement agreement) on dynamic efficiency. This follows from the increased likelihood that the patent holder has collected profit prior to the agreement sufficient to motivate the innovative effort.

• The greater the number of potential challengers to the patent holder, the smaller the expected impact on static inefficiency loss from a settlement. This follows from the expectation that other challengers will limit any static inefficiency regardless of the particular settlement. 

• The smaller the R&D investment necessary to obtain the patent, the smaller any impact from competition absent the settlement, on dynamic efficiency.

• The smaller the consumer benefits from the patent innovation, the smaller any impact on dynamic efficiency from allowing competition. Dynamic efficiency results from the expected consumer surplus from a new product that would not have been produced absent the patent. Innovations that yield little or no additional consumer surplus do not increase dynamic efficiency.

• The greater the likelihood that the patent holder could collect the damages from infringement, the smaller any impact on dynamic efficiency from allowing competition. Dynamic efficiency losses occur only because of profit reductions resulting from competition. If infringement damages are collectible, there can be no adverse impact on dynamic efficiency.

To understand the application of these propositions, presume that the rules judging the legality of a firm’s exclusionary cash payment settlement take into account the likely impact on the firm’s incentive to engage in the R&D efforts that lead to new pharmaceuticals. This implies, for example, that agreements that occur only after significant monopoly profits have been earned will be disfavored. Similarly, agreements that adversely impact the cost of entry of others outside the agreement will be disfavored, as will agreements that involve the only likely patent challenger. In contrast, if the agreement occurs with a payment less than the expected litigation costs, or if the agreement concerns a challenging firm with little or no resources to enter, the agreement will more likely be found legal. Application of these principles can be illustrated from the facts of Terazosin, a case dealing with Abbott’s patents of terazosin hydrochloride which Abbott marketed under the brandname Hytrin.

The propositions outlined above are intended to impact firms ex ante R&D decisions.  For example, if a company engaged in R&D knows that payment settlement agreements will be disallowed when those agreements are made after significant monopoly profits have been earned, the impact on R&D investment decisions and on dynamic efficiency will be minimal.  If however, such agreements are disallowed prior to the earning of significant profits from the R&D investments, more significant impacts will result.  The other propositions should be interpreted similarly.
 
In 1977 and 1978, Abbott was granted the ‘894 and ‘097 patents on Hytrin, respectively.
  These patents gave Abbott a monopoly on the sale of the terazosin hydrochloride molecule until the patents expired in 1994 and 1995.
 Thus, Abbott fully exploited its patent rights under these patents in its marketing of Hytrin. Abbott received its ‘207 patent in 1996. This patent covered a Form IV anhydrous version of Hytrin. Abbott sued the generic ANDA filers
 of capsule forms of terazosin hydrochloride for infringement of this patent. However, Abbott never marketed a pharmaceutical using the ‘207 patent. No therapeutic advantages or innovation resulted from this patent, and, therefore, no apparent increase in dynamic efficiency resulted from the ‘207 patent.
 The ‘207 patent did have value because it effectively extended Abbott’s Hytrin monopoly.  Because of the ‘207 patent, under FDA rules, generic manufacturers making an anhydrous form of Hytrin were required to file a Paragraph IV Certification which led to an automatic thirty month delay in FDA approval. These facts imply that Abbott received substantial monopoly profits from Hytrin prior to its exclusionary settlements with the generic challengers, Geneva and Zenith.
 In addition, the disputed patent did not generate significant consumer benefit. Hence, according to the principles outlined above, the agreement should be disfavored on an dynamic efficiency basis.
On September 1, 1998, the district court ruled the ‘207 patent invalid, and the appellate court upheld this ruling in July 1999.[cite] There is a strong presumption that, at the time of the decision, the district court ruling of invalidity was correct,
 as district court decisions as to invalidity are usually upheld on appeal.
 This implies that there is little concern with any impacts on dynamic efficiency and innovation activity from any expected generic competition related to the ‘207 patent after the district court ruling. Therefore, continued adherence to the settlement agreements after the patent had been held invalid should be disfavored.
Under Hatch-Waxman, Geneva, the first ANDA filer, had a 180-day exclusive over the capsule version of a generic Hytrin. The period of exclusivity began only from the date of Geneva’s marketing of the generic or from the time of a decision of invalidity. The Abbott-Geneva settlement agreement which delayed Geneva’s marketing therefore had the effect of delaying not only the entry decision of Geneva, but it also impacted the incentive for other generics to aggressively challenge the Hytrin patent. This factor would also support disfavoring this settlement agreement under the analysis of possible dynamic efficiency effects outlined above.

V. 
A Probabilistic Analysis of Patents Is Consistent with Traditional Civil Burdens of Proof

The approach presented here is based on the fact that patent rights are probabilistic in nature.
 The probability that a patent will be found to be invalid is what gives rise to the expected consumer benefits from a patent challenge, i.e., a reduction of anticompetitive effects. In a recent article, Marc Schildkraut argued that cash payment settlements should be allowed because any anticompetitive impact is speculative due to its probabilistic nature. Schildkraut claims that “[u]ncertain competition analysis is a substantial departure from the traditional civil burdens of proof.”
 We believe Schildkraut’s claim is incorrect.
First consider the harmful effects of rejecting “probabilistic anticompetitive effects” under the Sherman Antitrust Act.
 To illustrate we present a hypothetical in which a firm has a monopoly over a product that is distributed throughout the United States. Assume another firm manages to make a perfect substitute for the product, but that this potential entrant has limited capacity and will be able to supply only 10% of the country. Prior to the entrant deciding where it would market the competing product, the incumbent and the potential entrant enter into an agreement in which the incumbent pays the potential entrant not to enter. In this situation, no consumer could establish that it was harmed with certainty since there is only a 10% probability that the entry would have occurred in any particular place. Following the Schildkraut approach, which requires certainty rather than probability, no plaintiff could bring an action against the clearly anticompetitive agreement.
Fortunately, a recent case, United States v. Microsoft Corp.,
 demonstrates that the elimination of uncertain competitive benefits is unlawful under the Sherman Act.
 In Microsoft, the Department of Justice alleged that Microsoft had unlawfully maintained its operating system monopoly by foreclosing Netscape’s and Java’s distribution channels. Microsoft countered that there could be no finding that it had violated the Sherman Act absent proof that the Netscape or Java products, which were only in developmental stages, would in fact have developed into commercially viable products.
 The court of appeals rejected that contention because “[t]o require that [Sherman Act] liability turn on a plaintiff’s ability or inability to reconstruct the hypothetical marketplace absent a defendant’s anticompetitive conduct would only encourage monopolists to take more and earlier anticompetitive action.”

The court held that exclusionary conduct is unlawful when it
is aimed at producers of nascent competitive technologies as well as when it is aimed at producers of established substitutes. Admittedly, in the former case there is added uncertainty, in-as-much as nascent threats are merely potential substitutes. But the underlying proof problem is the same—neither plaintiffs nor the court can confidently reconstruct a product’s hypothetical technological development in a world absent the defendant’s exclusionary conduct.

Thus, under the Sherman Act, a plaintiff could show an anticompetitive impact without showing that the Netscape and Java products “would actually have developed into viable platform substitutes.”
 Rather, the plaintiff need only show that “as a general matter the exclusion of nascent threats is the type of conduct that is reasonably capable of contributing significantly to a defendant’s continued monopoly power.”
 “[R]easonably capable of contributing to a defendant’s continued monopoly power” may be interpreted to mean a reasonable probability that the alleged illegal behavior reduces consumer welfare.
Similarly, in Microbix Biosystems, Inc. v. Biowhittaker, Inc.,
 the court held that a plaintiff could establish a violation of the rule of reason even though subsequent conduct implied that no one was in fact harmed by the defendant’s conduct.
 In Microbix, a brand-name pharmaceutical manufacturer entered into an exclusive supply agreement with a firm that was the only source of a key input, thus denying the input to generic manufacturers.
 The court held that if the plaintiff could establish the facts alleged, “the anti-competitive effects of the exclusive agreement would be obvious.”
 The court reached that conclusion even though the plaintiff’s theory of causation required it to show “that Plaintiff would have successfully secured a manufacturing facility, obtained FDA approval, developed the [product] in commercial quantities, and marketed the product during the relevant time frame.”
 Indeed, although the court entered summary judgment against the plaintiff on the causation question,
 the court nevertheless held that the facts alleged as to liability stated a cause of action.

These cases firmly establish that it is anticompetitive for an incumbent manufacturer to enter into an agreement to eliminate potential competition, regardless of the magnitude of the probability that the competition would in fact have occurred.
 Indeed, a leading antitrust treatise addressing this issue notes that “the law does not condone the purchaser of protection from uncertain competition any more than it condones the elimination of actual competition.”

VI.
Concluding Remarks - Judging Patent Settlements Based on the Patent’s Validity Makes No Economic Sense

We have argued that basic economic and logic principles imply that patent settlements between competitors should be judged on a static basis and that static benefits from such settlements are limited to the cost of litigation.
 We have shown that cash settlements should be judged illegal under a per se rule.  While it is theoretically possible that settlement requires cash payment,  such  cases are of no practical relevance.  We have also argued that when settlement is possible, consumers should be included in the benefits from settlement.  Hence, this implies that settlements should be disfavored unless consumers receive benefits such as those expected if the litigation was pursued.
 However, the expected static consumer benefit from litigation depends on the probability that the patent will be found to be valid. This has led some courts and commentators to suggest that the proper policy approach in judging these settlements should take into account the “actual” validity of the patent.

Recently, Kevin McDonald has taken this approach a step further, arguing that the risk that a federal court adjudicating a patent dispute might erroneously conclude that a patent is invalid can cause sub-optimal investments in R&D, and accordingly, a patent holder should be permitted to pay a challenger to recognize the validity of the patent.
 Mr. 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, rather than promoting efficient settlements that reduce litigation costs, evaluating settlements based on the validity of the patents will increase the expected cost of litigation. Settling parties have no incentive to challenge their own settlement agreement; rather, any challenge to a patent settlement will likely be in an antitrust case brought by the purchasers of the patented product or by the government. Yet, these antitrust plaintiffs taking on the burden of demonstrating invalidity have to start from scratch and re-learn much of what the generic challenger likely knew before accepting the settlement. In addition, as antitrust plaintiffs, purchasers are likely to be at an information disadvantage compared to the generic challenger because the generic challenger is in the business of researching pharmaceuticals, understanding pharmaceutical patents, and assessing patent validity.
If patent settlements are judged on the basis of the patent validity, in addition to having the “wrong plaintiff” challenger, substantial time is likely to be lost between the resolution of the original patent dispute via settlement and resolution of the settlement challenge.
 This substantial delay is problematic because, even if the antitrust plaintiffs ultimately prevail, damages do not rectify the harm to consumers done by the substantial delay in resolution. In response to the high cost of pharmaceuticals, many consumers forego taking medicine or cut the prescribed doses.
 This harm to consumers is not corrected in any form in an antitrust action. 
Distilled to its essence, the view that the validity of cash payment settlements should rest upon the validity or invalidity of the patent implies that such settlements should generally be prohibited because they do not settle anything. The patent litigation is simply delayed, a disadvantaged plaintiff is substituted for the best plaintiff, and the cost of the litigation is increased.
Conclusion

[Need conclusion]
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