



































Keeley (cont.): quo for the payment was an agreement by the generic to defer entry beyond the date that
represents an otherwise reasonable litigation compromise.”

So this is basically the FTC saying, we don’t want generics settling for money or for product. We want
generics settling for earlier entry date. If you could’ve gotten on six months earlier than you agreed to by
giving up that $10 million payment or that supply of product for less than fair market value, and you
could have gotten six months earlier, you should have done that because that’s how consumers benefit.

So what does this mean for counselors, this sort of FTC position and the courts where they are? It means a
reverse payment deal may very well get you sued or investigated by the FTC or private plaintiff, but it’s
not at all clear that you’ll lose. So I know that’s not great comfort when you’re counseling your clients on
the wisdom or the legality of entering into one of these reverse payment deals, but it’s all we have right
now, but hopefully there’ll be some more positions, and eventually the Supreme Court will take this and
resolve it in a way that provides some clarity.

All right, the other type of more interesting question, and the type raised by the FDA’s recent letter
rulings is exclusivity parking, and often with a reverse payment. The implications of reverse payments
under the FTC’s theories are magnified — and this is on Slide 35. Are magnified when the first filer retains
it’s 180-day exclusivity period. The reverse payment obviously results in a delayed entry for the first filer,
and most importantly, the parking results in further delayed entry for every subsequent paragraph for a
filer. There’s not going to be a marketing. There’s perhaps not going to be a court decision any time soon,
and therefore, every other ANDA is delayed by this one settlement between a brand and the first filer.

Now, what’s going to happen in the courts with regard to these types of parking? Well, we don’t know.
But what we do probably know is it’s not going to be resolved any time soon because the courts do not
move fast. [fowever, the Tamoxifen case in the Second Circuit, which is cited earlier in the paper, did
touch on a similar issue about agreements impacting the 180-day exclusivity, and it left open the door that
this type of an agreement, sort of manipulating the exclusivity, could be unlawful under the Sherman Act
if it was outside the scope of the patent, but that doesn’t really offer much hope because generally these
agreements are going to be within the scope of a patent. They’re going to effect timing that is prior to
when the patent would otherwise expire. So the Tamoxifen case, while it touches on it, doesn’t really give
a great significant analysis that we can rely on.

The hope for clarity in this area is brought by the FTC’s Cephalon case, which is discussed on Slide 36.
This case was brought just a month-and-a-half ago by the FTC, and it embodies very clearly the position
of the FTC on both reversed payments and parking. On the reverse payment part, just to touch on this,

this is the FTC’s effort to establish its view that reverse payments are unlawful. When the FTC brought its
carlier Schering-Plough case, it brought it within the FTC adjudicated system, the result of which is that
after the commission ruled that the Schering-Plough agreements were unlawful, the private parties, the
defendants, had the right to appeal that to any court of appeals in the nation. So now that the Eleventh and
Second Circuits have taken a fairly forgiving view of reverse payment cases, the FTC finds it in a difficult
position to actually bring these cases within the FTC adjudicative system because those parties will just
appeal to the Eleventh Circuit or the Second Circuit.

So what it’s done now is it’s brought its Cephalon case in D.C. District Court, trying to get another forum
to ratse up a case where it can have a chance to get a win and put more pressure on the Supreme Court to
resolve the issue. So in this case, there were multiple first filers. There were four parties sharing the first
filing status, and collectively, in different forms, they were paid more than $200 million to stay off until —
well, they were paid more than $200 million, and they agreed not to enter at least until 2012. They also all
held onto their exclusivity, so the result was that no firm could enter until the first filers relinquished
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Keeley (cont.): their 180-day exclusivity, or one of them entered the market, which of course was not
going to happen until 2012,

The FTC, in the Cephalon complaint, specifically alleged that only was the reverse payment unlawful, but
the parking of the exclusivity was also unlawtful, that this was an aspect of the deal that exacerbated the
anti-competitive impact of the reverse payment. So the reverse payment’s bad, and the parking makes it
worse. So the FTC believes that this parking is something negative.

Now, interestingly, the FTC didn’t sue the four generic companies, but if you look to Page 37, one of the
five FTC commissioners held while he agreed with the Commission’s decision to sue Cephalon, and he
believed that the agreements were unlawful, he would have gone further. He would have named the four
generics as defendants as well, and there’s a nice quote from his dissent in the last bullet point on this
page, where he says, “Here, the 180-day exclusivity, which Congress created to reward generics for
entering early, does precisely the opposite. It extends the brands monopoly, forcing consumers to pay
excessive prices.” And that’s a pretty fair ruling. Whether it’s unlawful under the FDA regs or whether
it’s unlawful under the antitrust laws is something that we’re going to have to wait to find out, but I think
that he’s identitied a sticky aspect of the FDA regs here.

So summing up on the antitrust side, how are we going to settle patent suits in light of the antitrust laws?
Well, some of it’s clear; some of it’s not. But what’s clear is that if you’re going to settle within the scope
of the patent, and you only establish a compromised entry date, then you’re going to be fine. The courts
and the FTC are going to say, “Thank you very much. That’s fine.” A settlement with reverse payments,
again, you may get investigated. You may get sued. But the courts have been, at least most recently,
forgiving of those agreements. But again, the Supreme Court hasn’t ruled, and perhaps some day it will.

Finally, a settlement involving a reverse payment that also parks, it is, I would say, very unclear what the
result is going to be in the courts with this. The FTC clearly believes that it’s unlawful. It may investigate
you if you enter into a settlement that has these features, and I would say stay tuned to the Cephalon case
in the D.C. District Court, and we hopefully will get some guidance from that on what the rules are going
to be for those types of things.

So I'm going to kick it bad to Chad to sum up the entirety of the presentation, and obviously we’ll be
taking questions after that, so if anyone has any questions, I’ll be happy to answer them at that time. So
Chad, you want to take it back?

Landmon: Great. Thank you, Mike. We just want to leave everyone with a few different takeaways from
this. The failure-to-market forfeiture provision in the MMA — one of the big takeaways is that it just may
not have had the teeth that many thought it would, and I think many consumer groups and certainly know
and talking to some of those people in Congress who worked on the legislation, they thought it was going
to act the opposite way of how FDA ruled. So I think one of the takeaways is paying attention to the
granisetron letter, that maybe this failure-to-market 30-month forfeiture provision doesn’t have a lot of
teeth and that as long as there is a potential for a later court decision or a potential for patent delisting,
then the first filer can maintain its exclusivity. '

Another takeaway is that following the ramipril decision, that, at least according to FDA, first filers can
maintain this exclusivity even when they agree to a delayed market entry. One thing to keep in mind here,
FDA, in its analysis, focused on the antitrust laws forfeiture. Antitrust laws, requires, though, there to be
a court decision finding the antitrust violation. As Mike mentioned earlier, courts tend to work slowly.
Antitrust cases are very complicated, usually involving a lot of discovery, so it could take a number of
years for an antitrust suit based on one of the agreements to kind of play out in court. So the antitrust
provision is also no quick fix.
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Landmon (cont.): So overall want to leave you with the courts are likely going to address these issues at
some point that were just decided in granisetron and ramipril. FDA has had its word, but the final word
will likely be in the court and just ask you to stay tuned.

And then, finally, the antitrust issues need to be considered prior to settling any of your Paragraph IV
patent suits. The way I look at this, and I’ve been working with Mike for a number of years on these
issues, I've always viewed — Hatch-Waxman itself is very complicated. When you put that with the
antitrust laws, you are raising the level of complications to new heights. So I think those all need to be
considered.

And then just a final thought on that, the MMA also requires that settlements of these patents need to get
reported to the FTC. So there is always going to be some sort of government scrutiny over these deals, at
least seeing them. There are no secret deals in this area.

Anyway, as Mike said, we are certainly open to questions, and operator, if I can turn it over to you to get
those questions started.

Operator: Thank you very much. Ladies and gentlemen, now is your opportunity to have your questions
answered by a presenter. Please remember this portion of the conference is also being recorded, and
please limit yourself to one question at a time.

To ask a question, please press *1 on your telephone keypad now. I will announce each of you by the
company from which you are calling. You will hear several seconds of silence as we bring you onto the
line. You will then be live and will be able to ask a question. Again, please press *1 on your telephone
keypad to ask a question. Please keep in mind you may also submit questions by email to
questions(@fdanews.com.

Our first question will come from Breda Lund from FDAnews. You may go ahead.

Lund: Hi, I was wondering, even as the FTC has been cracking down on reverse payment agreements, it
has said that they are becoming more and more common, and I was wondering why you think this is.

Keeley: Why they’re becoming more common? I think it’s a direct result of the court decisions in the
Second and Eleventh Circuit, providing companies with some comfort that they at least have a good
chance of prevailing in court, even if they enter into these agreements. So as I mentioned earlier, it’s a
real strategic choice for companies. They may believe that a reverse payment is a effective and a fair way
to settle their lawsuit. It may be necessary in the eyes of the companies to bridge the gap between their
views and the value of the patent, and obviously there are — it’s a different dynamic than you see in non-
Hatch-Waxman cases because it’s patent litigation before anyone hits that market, so there’s no actual
damages.

So it may be that a reverse payment is necessary to bring the parties together, and I think that the
prevalence of those patent settlements dipped when the FTC started really investigating them seriously
and challenging them, but I think that the successes that some companies have had in defending them in
court, in Schering-Plough and Tamoxifen, have given companies who think that it’s necessary enough a
justification in their own minds to think that they can do it and defend it successfully in court.

That’s my view at least.
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Operator: Thank you very much. Once again, ladies and gentlemen, just a quick reminder. If you would
like to ask a question, please press *1 on your telephone keypad now to ask them.

Our first question will come from Hospira Incorporated.

Caller 1: Hello. This is Rich Steck, and this question is for Chad. With respect to the case study you
mentioned earlier on granisetron, I believe there was a case earlier this year involving the product
Irinotecan and the filer Watson, in which a similar scenario played out where Watson filed a T3 and T4
certification, and which upon expiration of the PIII, FDA later came back and ruled that Watson was no
longer entitled to 180-day exclusivity on the PIV filing. Can you comment on that?

Landmon: Yes, essentially when the patents expire, the first filer loses its exclusivity right if it hasn’t
launched prior to this, and it did come up, as you said, earlier this year and actually has come up in some
other cases as well. The MMA now actually explicitly says, “When the patents expire, you lose your
exclusivity,” as a forfeiture event. Prior to that, it was still the understanding that upon patent expiration,
you lost your exclusivity, and one way I’ve kind of thought about this because the Norvasc case, I guess it
was a little over a year ago, dealt with similar type issues involving pediatric exclusivity and involving
this type of event with a patent expiring, and one way I’ve kind of thought to view that is when the patent
expires, essentially all of the Paragraph IV certifiers could change to a Paragraph III, and then the patent
has expired, so there’d be nothing stopping them from getting approval. So that’s kind of, I guess,
mechanical way to look at it, but I guess that’s the way I've viewed it.

Operator: Thank you. Once again, if you would like to ask a question, please press *1 on your touchtone
phone now.

Our next question will come from Mylan Labs.

Caller 2: Hi there. My name is Marcie, and my question is, going back to the granisetron FDA letter to
Teva, I noticed in the letter FDA says that — they point out that Teva actively pursued its ANDA, and that
they launched the product upon approval, and they filed 36 months prior to the patent expiration, and
FDA has projected that that was reasonable. But then in a pair of footnotes included in the letter, FDA
talks about folks that file like 12 years ahead of time. They suggest that that may not be reasonable. That
seems to also suggest that their concern would be having to maybe complete more than one review of the
ANDA as a result of that. I just wanted to get your read on time-wise. So granisetron tells us that 36
months is considered reasonable, but what about that gap between 12 years? What’s your interpretation
on that?

Landmon: Yeah, that is a great question, and I have to say that footnote was somewhat surprising in that
how vague it was. I don’t know if there’s any good way to really say, “Well, if it’s five years, your OK. If
it’s six years, you’re not OK.” And I also have to say it’s kind of a little odd to me what statutory
framework FDA would put in to say, “Well, now you forfeit your exclusivity because you have filed too
early, and there wasn’t this Paragraph 111 backdrop.” I guess part of me, FDA might have wanted to retain
its discretion to do that in the future where they saw it as being more of an abuse as opposed to just the
fact of having this patent expiring 36 months later under Paragraph III certification. So I don’t know if 1
have a lot of good guidance to offer as much as that the footnote did strike me as a little odd. I do think it
was FDA trying to maintain its discretion for when the facts are somewhat different, although I find it
hard to see what at least statutory mechanism FDA will hang its hat on to then take the exclusivity period
away.

Operator: Thank you. Mylan Labs, do you have any further questions?
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Caller 2: No.

Operator: Thank you. Once again, if you would like to ask a question, please press *1 on your
touchstone phone now.

We have received another question from Miss Lund for FDAnews. You may go ahead.

Lund: Idon’t know how much you want to talk about this, but I was wondering what you think about
Teva’s chances in its case against the FDA over its generic Risperdal.

Landmon: I’d actually have to say I'm not as familiar with that case. If you could maybe remind me
what the facts are —

Lund: Oh, OK. Hold on.

Landmon: Sorry about that.
Lund: Tt's OK. Oh, the patent was delisted —

Landmon: Oh, yes. I'm sorry. Yeah, that’s the case — for those on the phone who may have just with me
forgotten the fact there was a patent that was delisted at the brand’s request, and Teva is challenging
FDA’s ability to do that. FDA has ruled on the past that, essentially, when the brand company does that,
FDA has allowed the delisting and taking away the generic’s exclusivity rights. Teva does have, | guess
I’d say, some agreement under the regulation that it should not be delisted because Teva has done what it
should have to get it to [unintelligible] exclusivity. It will be interesting, I guess, to see how this plays out,
especially in light of FDA’s historical view that it should allow that to happen.

Lund: Also, I'm not exactly sure if this is what you were talking about a few moments ago, but the issue
where Watson forfeited its exclusivity for generic Camptosar for failure to obtain approval within 30
months. Some have said that, I guess, this shows that any time where there are other applicants, and you
do launch within 30 months, the FDA’s recent decisions show that you are going to forfeit.

Landmon: Sure. Actually, thank you for bringing that up because that was a letter ruling that just came
out recently that I almost discussed today. For those of you who aren’t familiar, it’s — Camptosar is the
drug, and Watson failed to obtain tentative approval within 30 months. It’s a slightly different issue
because the statute basically says — and it’s not in the very confusing “earlier of”/"later of debate.” It’s
actually just in another section saying, “If you failed to obtain tentative approval within 30 months, and
there have not been any changes in the approval requirements, then you forfeit your exclusivity.

The reason that comes out is it does not appear in what I’ve referred to as the “later of’/"earlier of”
language in the forfeiture statute. It appears in a different section just saying that the failure to get that
tentative approval is a forfeiture, and what really the purpose of that statutory provision is the exclusivity
right should be given to it — at least the policy underneath it is that exclusivity should be given to first
filers who have a viable product that they can get FDA approval and that they are moving forward
diligently to do it. Now, everyone kind of knows you can have a lot of problems in getting approval that
can extend that out past 30 months, so I'm saying that really is the policy idea behind it.

But I think the statute is fairly clear that if you don’t get that tentative approval, you will lose your
exclusivity, and it’s a different situation than granisetron, where Teva had obtained tentative approval
within the 30 months, so we were now just dealing with the “later ot”/"earlier of”” language, which deals
with launching within 30 months of filing your ANDA versus then the court decisions.
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Lund: I guess just one more thing. Another exclusivity issue that people might be watching is how the
FDA might decide on exclusivity for generic Acarbose. Do you have any thoughts on how that might turn
out? I guess that was a case where the patent was delisted before the Paragraph certification was filed.

Landmon: Before the Paragraph IV certification was filed?
Lund: Or before it was received. I’'m not really sure.

Landmon: Sure. Yeah, a lot of those issues — FDA has maintained over the years — and actually, the
courts have upheld that as far as the listing of a patent and the delisting, at least when it’s prior to a
Paragraph IV certification being made, that FDA just acts in a ministerial way. So FDA takes what the
NDA holder gives it as far as a patent listing and then removes the patent at the NDA-holder’s request. As
I kind of mentioned before, it’s different when a Paragraph IV certification has then been made to the
patent because then there’s some rights that the ANDA filer should be allowed to have, and the first filer
shouldn’t lose its exclusivity if for some reason the brand company just wants to delist it essentially to
take that exclusivity away. But I think it is a different situation where the Paragraph IV certification at
least hasn’t been filed with FDA.

Operator: Thank you very much. Once again, ladies and gentlemen, if you’d like to ask a question, this
will be your last opportunity to ask a question. If you would, please press *1 on your touchtone phone
now.

Well, gentlemen, at this time it looks like there are no further questions, so do you have any closing
comments for our group this morning?

Landmon: Sure, yeah. I just want to certainly thank everybody for their time. Hopetully Mike and I
raised some interesting issues. Hopefully we brought a little bit of clarity, although I have to admit with
all these issues, there’s not a lot of clarity out there, and they are fairly complicated issues, and the
landscape is certainly subject to change, both on the Hatch-Waxman issues and then definitely on the
antitrust issues with the Cephalon case pending.

Thank you for your time. Certainly if anybody has any questions, especially if they were of a confidential
or sensitive nature, that you’d like to discuss, please feel free to contact Mike or I. Our contact
information is on our slides, and we thank you for your time.

Keeley: Yeah, thank you for the opportunity to present to you all. It was our pleasure.

Operator: Thank you both very much. On behalf of FDAnews, I would like to thank our speakers and
you, the participants, of this audioconference.

By now the main registrant at each dial-in site should have received an email with a link to our online
conference evaluation survey. If there are multiple listeners at your site, please circulate the email so
everyone has a chance to provide us with feedback. A certificate of attendance and a chance to win a $100
gift certificate from giftcertificates.com is available to everyone who completes the survey within two
weeks. Just as a reminder, if you'd like a record of this session, you can order the CD and transcript
package from FDAnews by visiting our website or by contacting customer service.

This now concludes the "Navigating the FDA’s New 180-Day Generic Marketing Exclusivity Rulings”
audioconference. To end this call, simply hang up your phone. Thank you, and have a wonderful day.
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