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                   P R O C E E D I N G S 1 

                   -     -     -     -     -  2 

          CHAIRMAN SIMONS:  Good afternoon everyone and 3 

  welcome. 4 

          The Commission is meeting today in open 5 

  session to hear oral argument I n the M atter of 6 

  Impax Laboratories, Inc., Docket Number 9373, on the 7 

  appeal of complaint counsel from the initial decision 8 

  issued by the administrative law judge. 9 

          The respondent is represented by 10 

  Mr. Ted Hassi. 11 

          Complaint counsel are represented by 12 

  Mr. Chuck Loughlin. 13 

          During this proceeding, each side will have 14 

  45 minutes to present their arguments. 15 

          Complaint counsel will make the first 16 

  presentation and will be permitted to reserve time for 17 

  rebuttal. 18 

          Counsel for respondent will then make his 19 

  presentation. 20 

          And complaint counsel will conclude the 21 

  argument with a rebuttal presentation. 22 

          Mr. Loughlin, I understand you want ten minutes 23 

  for rebuttal; is that correct? 24 

          MR. LOUGHLIN:  Correct.25 
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          CHAIRMAN SIMONS:  Perfect.  And the bailiff 1 

  will note that. 2 

          Mr. Loughlin, would you like to introduce your 3 

  colleagues at the table? 4 

          MR. LOUGHLIN:  Yes. 5 

          With me at counsel table is Maren Schmidt, 6 

  Brad Albert and Markus Meier. 7 

          CHAIRMAN SIMONS:  Welcome. 8 

          And Mr. Hassi, would you like to introduce your 9 

  colleagues? 10 

          MR. HASSI:  I would.  Thank you, Mr. Chairman. 11 

          With me from O'Melveny are Mike Antalics, 12 

  Steve McIntyre and Mr. Ben Hendricks. 13 

          CHAIRMAN SIMONS:  Perfect.  Welcome. 14 

          So, Mr. Loughlin, you may begin when you're  15 

  ready. 16 

          MR. LOUGHLIN:  Thank you, Mr. Chairman, 17 

  Commissioners. 18 

          The initial decision in this case found that 19 

  Endo paid Impax a large and unjustified reverse payment 20 

  in exchange for Impax agreeing not to market its 21 

  generic product until January of 2013. 22 

          The initial decision found that this restraint 23 

  resulted in exactly the type of anticompetitive harm 24 

  described by the Supreme Court in Actavis, a large25 
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  payment to prevent the risk of competition. 1 

          Now, despite this harm, the initial decision 2 

  dismissed the complaint.  The initial decision found 3 

  the reverse payment agreement justified because the 4 

  settlement agreement contained a license to patents 5 

  that Endo might acquire in the future.  That was 6 

  error. 7 

          There is no dispute in this case that any 8 

  benefits from a license to Endo's future patents did 9 

  not flow from the challenged restraint. 10 

          The challenged restraint in this case is 11 

  Impax' agreement not to enter until January of 2013 in 12 

  exchange for a large and unjustified payment.  The 13 

  initial decision found that at page 99 of its 14 

  decision. 15 

          Importantly, Impax did not assert in this case 16 

  that any benefits from a license to Endo's future 17 

  patents flowed from the challenged restraint, and the 18 

  initial decision did not make any such finding. 19 

          And so the question on appeal is whether Impax 20 

  needed to show that its procompetitive benefits flowed 21 

  from the challenged restraint.  Standard rule of reason 22 

  case law says yes.  But the initial decision did not 
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  the impact of reverse payment agreements on generic 1 

  competition, taking into account the statutory scheme 2 

  of the Hatch- Waxman statute, the FDA approval process, 3 

  and the patent laws.  And the Supreme Court explained 4 

  that reverse payment agreements are problematic because 5 

  they allow the branded incumbent to co- opt its generic 6 

  competitor by sharing monopoly profits that are 7 

  preserved from this avoidance of competition. 8 

          And Actavis makes that point clearly at 9 

  570 U.S. at 154.  It says, "Payment in return for 10 

  staying out of the market simply keeps prices at 11 

  patentee- set levels, potentially producing the full 12 

  patent- related monopoly ... return while dividing that 13 

  return between the challenged patentee and the patent 14 

  challenger.  The patentee and the challenger gain; the 15 

  consumer loses." 16 

          So under a reverse payment agreement, the 17 

  brand is better off because it avoids the risk of what 18 

  could be devastating generic competition, and the 19 

  generic is better off because it gets certain revenue 20 

  that often is more than it could ear7 cdFwp.ngtion. 11 

  15 
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  launch its generic version of Opana ER for two and a 1 

  half years, 30 months, until January of 2013. 2 

          In other words, just as the 30- month stay 3 

  under the Hatch- Waxman Act was expiring, Endo secured 4 

  another 30- month stay.  But it wasn't entitled to a 5 

  30- month stay under the Hatch- Waxman Act or under FDA 6 

  regulations, so it bought that 30- month stay from Impax 7 

  through a no- AG agreement. 8 

          COMMISSIONER PHILLIPS:  Counsel, is it your 9 

  position that they could have launched at that point, 10 

  at the point of the entry into the settlement 11 

  agreement? 12 

          MR. LOUGHLIN:  That Impax could have launched? 13 

          COMMISSIONER PHILLIPS:  You said they bought 14 

  30 additional months. 15 

          MR. LOUGHLIN:  Yes.  Impax -- well, Impax - -  16 

  at the time of the settlement, they didn't have final 17 

  FDA approval to launch.  They got that a week later. 18 

  But as of mid- June -- I think it was June 14, 2010 -- 19 

  they had FDA approval to launch and they could have 20 

  launched. 21 

          COMMISSIONE R PHILLIPS:  Legally, but -- 22 

          MR. LOUGHLIN:  Legally, correct. 23 

          Whether they would have launched is a 24 

  different story.  We don't know the answer of whether25 
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  or not they would have launched. 1 

          What we do know is they were doing active 2 

  preparations to launch.  They had filed for FDA 3 

  approval.  They had engaged in a patent case.  They 4 

  had gone out to customers to get letters of intent 5 

  that they -- customers would buy their generic 6 

  product. 7 

          They had gotten approval from the DEA to 8 

  purchase oxymorphone, which is a controlled substance. 9 
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  abides by its agreement not to enter until January of 1 

  2013, which of course they did. 2 

          COMMISSION
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  There's nothing in the record that suggests Endo knew 1 

  that one way or the other. 2 

          But what we do know is that Endo was planning 3 

  internally that it would launch in July of 2010 in 4 

  response to Impax's  launch, so it was fully expecting a 5 

  potential launch by Impax in the summer of 2010, and it 6 

  was preparing its own response -- its own responsive 7 

  launch afterwards. 8 

          Endo was doing its own preparation for 9 

  creating generic versions of its product, putting those 10 

  in bottles, getting itself ready to launch what's 11 

  called an authorized generic in July of 2010. 12 

          COMMISSIONER CHOPRA:  So even if we believe 13 

  that it was very unlikely or extremely unlikely that 14 

  Impax would launch at risk, are you arguing that we 15 

  should only consider the fact that Endo was paying and 16 

  Endo perceived that there was a risk of competition, 17 

  and therefore, that's the point of analysis? 18 

          MR. LOUGHLIN:  That is the primary point of 19 

  analysis, is did Endo perceive a risk of competition 20 

  and did it pay to avoid that risk of competition. 21 

          Now, we believe the risk of competition was 22 

  real, that Impax in fact had made preparations, 23 

  including filing with the FDA, going through that 24 

  process, all the way up to getting -- almost to getting25 
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  FDA final approval. 1 

          So there was a real risk to Endo that Impax 2 

  might launch.  Whether or not they actually would have 3 

  launched is not part of the analysis. 4 

          COMMISSIONER CHOPRA:  So what should we use, 5 

  real risk or perception of risk? 6 

          MR. LOUGHLIN:  I think the key is perception 7 

  of risk, but that perception has to be based on 8 

  something, and here it was based on something. 9 

          There was in fact a risk to Endo because Impax 10 

  was on the verge of getting FDA approval.  It had -- 11 

  it had gotten tentative approval and was a week away 12 

  from getting final approval, which would have allowed 1 2-- 
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  board had not made that determination.  And in fact, 1 

  Impax' management was letting the board know that it 2 

  might come to it later to make a recommendation of a 3 

  launch. 4 

          But the point isn't what was going on with 5 

  Impax specifically in terms of how real was the risk. 6 

  There was a risk.  And if there was a risk, Endo cannot 7 

  pay to avoid their patent risk.  That's the 8 

  anticompetitive harm under Actavis. 9 

          COMMISSIONER WILSON:  Let me talk for a minute 10 

  about the payment. 11 

          How would you characterize the payment that 12 

  Endo made to Impax?  Is it the no- AG provision?  Is it 13 

  the no- AG provision plus the Endo credit?  Does it also 14 

  include the broad license? 15 

          MR. LOUGHLIN:  The payment is certainly the 16 

  no- AG agreement backed by the Endo credit, because the 17 

  Endo credit ensured that one way or another Impax was 18 

  going to see value through this payment. 19 

          Our view is that it also includes the 20 

  $10 million payment as part of the development and 21 

  co- promotion agreement for this product IPX- 203. 22 

          It is not our contention that the payment 23 

  includes a license to future patents.  That is not a 24 

  payment under Actavis.25 
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          COMMISSIONER WILSON:  Would a no- AG provision 1 

  from here on out, in your view, always constitute a 2 

  payment, or are there circumstances under which a 3 

  no- AG provision would not be viewed as a payment? 4 

          MR. LOUGHLIN:  It(4)Tj
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  work out a compromised entry date based on their 1 

  respective views of the strength of the patent merits, 2 

  in opposition to each other. 3 

          With a reverse payment that shares the monopoly 4 

  profits, their incentives are now aligned.  The generic 5 

  no longer wants to erode a patent monopoly because it's 6 

  benefiting from that monopoly through a sharing of the 7 

  profits of that monopoly. 8 

          Now, by contrast, a license to future patents 9 

  doesn't align incentives.  It doesn't provide the 10 

  generic with a sharing of monopoly profits.  It's just 11 

  like a split of a patent life.  It's just there's more 12 

  patents involved. 13 

          And so it's -- the generic only gets value by 14 

  competing against the brand, by putting its product on 15 

  the market, eroding the monopoly power of a brand, and 16 

  so it's not a sharing of brand monopoly -- it's not a 17 

  sharing of those brand monopoly profits through the 18 

  avoidance of competition.  It's a value that's been 19 

  created because of competition, so it's not a reverse 20 

  payment under Actavis. 21 

          21 8  9patents involved. 

          And so i 21
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  of when Impax could enter the market.  But they're all 1 

  part of a deal, right, and they're all value that flow 2 

  at the same time to Impax.  And with respect to the 3 

  freedom to operate, that helps guarantee Impax the 4 

  benefit of the bargain; right?  They get to be safe in 5 

  selling their generic moving forward. 6 

          So why -- how do we get to take them out of the 7 

  that bucket, right, how do we dissociate them in the 8 

  way that you want us to do? 9 

          MR. LOUGHLIN:  Because the question under the 10 

  rule of reason is what is the challenged restraint and 11 

  do the procompetitive benefits flow from that 12 

  challenged restraint, are they supported by that 13 

  challenged restraint. 14 

          So, for example, in Realcomp, there was a 15 

  multiple listing service that had procompetitive 16 

  benefits.  That was found in the decision.  But the 17 

  Commission challenged a specific part, a specific 18 

  provision of that multiple listing service set of 19 

  rules and regulations because it focused on a provision 20 

  that restricted access to the multiple listing service 21 

  by discount brokerages. 22 

          And what it found was there was -- the 23 

  benefits of the multiple listing service as a whole did 24 

  not flow from that restraint.  In other words, that25 
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  restraint did not further those procompetitive 1 

  benefits. 2 

          The same is true here.  There is no suggestion 3 

  by Impax that its agreement not to enter until 4 

  January 2013 in exchange for a large and unjustified 5 

  payment benefited consumers, that that was 6 

  procompetitive in any way.  It said that we got a 7 

  license as part of a settlement and that the settlement 8 

  as a whole contained that license, but there's no 9 

  connection that Impax makes or that was found in the 10 

  record -- 11 

          CHAIRMAN SIMONS:  How about this?  Suppose it 12 

  were the case that there would have been no settlement 13 

  at all without the payment.  Isn't that -- in that 14 

  case, is it your sense that the freedom to operate or 15 

  the licenses to those other patents then becomes more 16 

  relevant? 17 

          MR. LOUGHLIN:  No. 18 

          Your question was whether there would be no 19 

  settlement without the payment? 20 

          CHAIRMAN SIMONS:  Yes. 21 

          So there's no settlement without the payment, 22 

  right, and that settlement includes the freedom to 23 

  operate, the license to those other patents. 24 

          MR. LOUGHLIN:  No, that -- that doesn't change25 
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  the analysis at all. 1 

          Again, the payment to avoid the risk of 2 

  competition is anticompetitive harm. 3 

          So if the settlement wouldn't have occurred 4 

  without that payment -- this is discussed in Cipro -- 5 

  Cipro says, well, that's fine.  Then we don't have 6 

  anticompetitive settlements.  That's a good thing. 7 

          Now, had that happened, we don't know what 8 

  would have happened.  It could be the parties would 9 

  have litigated and Impax would have come on sooner.  It 10 

  could have meant they would have reached a different 11 

  agreement with the same license there, the same license 12 

  to future patents in it, but no payment. 13 

          We don't know what would have happened.  We 14 

  don't need to probe what would have happened.  That's 15 

  an injury question, not a violation question. 16 

          The point here is that what we know is that 17 

  the settlement did include a reverse payment in 18 

  exchange for Impax' agreement not to enter -- 19 

          CHAIRMAN SIMONS:  Let me stop you there for a 20 

  second. 21 

          So this is a case in which it turns out, in 22 

  hindsight, that the license to those other patents was 23 

  really important, because Endo managed to exclude every 24 

  other generic manufacturer with those other patents25 
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  subsequently. 1 

          And so if you're talking about a situation in 2 

  which there is no settlement and Impax gets no license 3 

  to those other patents, then Impax is not in the market 4 

  once those patents are exercised. 5 

          MR. LOUGHLIN:  Well, no -- 6 

          CHAIRMAN SIMONS:  Isn't that something we'd 7 

  want to balance off of the earlier entry? 8 

          MR. LOUGHLIN:  No.  No.  Because we don't know 9 

  if that's true. 10 

          CHAIRMAN SIMONS:  Well, it's kind of 11 

  probabilistic, right, so it's probabilistic for those 12 

  additional patents, but it's also probabilistic for  13 

  whether earlier entry would have occurred, so it's the 14 

  same type of effect. 15 

          MR. LOUGHLIN:  Right.  But the Supreme Court 16 

  is not looking at whether entry would have occurred. 17 

  The harm is not delayed entry.  The harm is the 18 

  prevention of the risk of competition.  It's the 19 

  corruption of the competitive -- 20 

          CHAIRMAN SIMONS:  No.  I get that. 21 

          So it's the corruption of the risk of 22 

  competition from the delayed -- potential delayed 23 

  entry.  But then there is a potential procompetitive 24 

  effect as well, and you know, even if it's not a25 
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  hundred percent or even if it's relatively low, it may 1 

  be significant nonetheless, so don't you want to 2 

  compare the probabilities and the magnitudes of those 3 

  two things, the access to the market afterwards based 4 

  on those additional patents versus the loss of the 5 

  entry based on the original patent that comes from the 6 

  settlement agreement? 7 

          MR. LOUGHLIN:  No. 8 

          For purposes of determining whether there's an 9 

  anticompetitive effect, whether complaint counsel has 10 

  satisfied its case in chief, the question is whether or 11 

  not there was a payment to avoid the risk of 12 

  competition at the time. 13 

          Here, we know that happened.  There were in 14 

  fact possible speculative procompetitive benefits  from 15 

  the license, but the first step in the -- the second 16 

  step in the rule of reason after you find an effect is 17 

  do those benefits flow from the restraint.  They didn't 18 

  flow from the restraint. 19 

          CHAIRMAN SIMONS:  Well, they might flow from 20 

  the restraint if in fact what's going on is the only 21 

  reason you get that settlement with those types of 22 

  licenses occurring is because of the payment.  If 23 

  there's no -- if the only way to get that kind of a 24 

  settlement is through a payment, then isn't -- it seems25 
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  to me that the licenses are a direct result of the 1 

  payment. 2 

          COMMISSIONER SLAUGHTER:  To follow on the 3 

  C hairman's comment and question, isn't it also the case 4 

  that Impax sought similar licenses in other settlements 5 

  that didn't include payments? 6 

          I think that was in the record that they had -- 7 

  that it was established that they had similarly sought 8 

  freedom- to- move licenses in other settlements of 9 

  litigation. 10 

          COMMISSIONER WILSON:  And then to follow on to 11 

  that set of questions, the record shows that the ALJ 12 

  found that when the new negotiators arrived on the 13 

  scene, all they wanted was a simple settlement 14 

  involving only a date.  Endo rejected that and went 15 

  back to the original package that had been negotiated, 16 

  and the new negotiators for Impax said, We're not going 17 

  to take that without a broad license. 18 

          And so they seemed to require, based on the 19 

  findings of the ALJ, a broad license t o 20 

  induce them to settle, and so I'm wondering what those 21 

  facts say about ancillarity here. 22 

          COMMISSIONER PHILLIPS:  Not to interrupt to 23 

  interrupt to interrupt, but those facts also include -- 24 

  and this is in your brief -- Impax being aware of the25 
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  fact that Endo had pending patent applications, so 1
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  is not whether or not there would have been a 1 

  settlement without this license.  Under the rule of 2 

  reason, the question is, is the challenged restraint, 3 

  which, again, is the agreement to pay Impax in exchange 4 

  for this January 2013 entry date, is that restraint 5 

  procompetitive, does that restraint have offsetting 6 

  procompetitive benefits that benefit consumers. 7 

  There's no evidence that it does. 8 

          COMMISSIONER SLAUGHTER:  So can I -- and can I 9 

  go back to -- the Chairman was asking don't we have to 10 

  look at the benefits that actually flowed from that 11 

  freedom- to- move license with the benefit of hindsight. 12 

  I'd pose the question the other way. 13 

          We want, I think as a general public policy 14 

  principle, parties to know at the time they enter into 15 

  an agreement whether that agreement is legal or 16 

  illegal, right. 17 

          So if we base the magnitude of the benefits on 18 

  facts that develop after the agreement is made, don't 19 

  we then create a long- term risk of uncertainty both for 20 

  the parties and a situation where parties can't 21 

  actually know whether the settlement into which they're 22 

  entering will be legal or not legal? 23 

          MR. LOUGHLIN:  Yes.  That is completely right. 24 

          But I want to go back to something you started25 
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  with, which is the question of whether or not we have 1 

  to look at whether the freedom- to- operate license had 2 

  procompetitive benefits or not. 3 

          The answer is we don't have to look at that 4 

  because the procompetitive benefits that matter are 5 

  those that flow from the challenged restraint.  Here, 6 

  they did not. 7 

          But you're absolutely right.  Even if we did 8 

  look at those -- 9 

          COMMISSIONER PHILLIPS:  Sorry.  Finish your 10 

  answer. 11 

          MR. LOUGHLIN:  Even we did look at those, you 12 

  would end up with a legal regime in which the 13 

  settlement might be unlawful if a patent was found 14 

  invalid at the district court and then found lawful 15 

  again if the appellate court found the patent was 16 

  valid, and then it would be unlawful again if the 17 

  district court found that the product was not 18 

  infringing.  That doesn't make any sense. 19 

          I mean, there would be no certainty, and 20 

  that's not the way antitrust law is designed to work. 21 

          COMMISSIONER PHILLIPS:  What I was going to 22 

  ask is this. 23 

          The restraint as you describe it is paying for 24 

  delay; right?25 
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  payment to prevent the risk of competition. 1 

          Now, despite this harm, the initial decision 2 

  dismissed the complaint.  The initial decision found 3 

  the reverse payment agreement justified because the 4 

  settlement agreement contained a license to patents 5 

  that Endo might acquire in the future.  That was 6 

  error. 7 

          There is no dispute in this case that any 8 

  benefits from a license to Endo's future patents did 9 

  not flow from the challenged restraint. 10 

          The challenged restraint in this case is 11 

  Impax' agreement not to enter until January of 2013 in 12 

  exchange for a large and unjustified payment.  The 13 

  initial decision found that at page 99 of its 14 

  decision. 15 

          Importantly, Impax did not assert in this case 16 

  that any benefits from a license to Endo's future 17 

  patents flowed from the challenged restraint, and the 18 

  initial decision did not make any such finding. 19 

          And so the question on appeal is whether Impax 20 

  needed to show that its procompetitive benefits flowed 21 

  from the challenged restraint.  Standard rule of reason 22 

  case law says yes.  But the initial decision did not 














