





























REDACTED PUBLIC VERSION

threatens to eliminate Pfizer’s ability to remain on the market and provide Embeda to patients.
And importantly, the Proposed Fourth Amendment does not take advantage of changed
circumstances to depart from the spirit of the Order. Instead, the Proposed Fourth Amendment
will extend supply | so that Teva and Pfizer have additional time to address the
unanticipated difficulties in completing the tech transfer and fulfilling the Order’s goals. Pfizer
will retain its ability to become “a viable and effective competitor, that is independent of
Respondents, in the research, Development, and manufacture of” Embeda. Order § IV.E.3. And
Teva will continue to develop— |

B - competing generic version of Embeda. See supra, Section 1.C.2.

B. The Public Interest Requires Modifying the Order

Because changed circumstances independently warrant reopening and modification here,
the Commission need not consider whether removing or extending the Four-Year Supply
Limitation would serve the public interest. See, e.g., In the Matter of Entergy Corp., Dkt, No, C-
3998, 140 F.T.C. 1125, 1128 (2005) (“In this instance, however, we do not need to assess the
sufficiency of Entergy’s and EKLP’s public interest showing because the Commission has
determined that Entergy and EKLP have made the requisite satisfactory showing that changed
conditions of fact require the Order to be reopened and set aside.”). However, should the
Commission deem it necessary to assess the public-interest impact of removing or extending the
Four-Year Supply Limitation, Teva submits that doing so would be demonstrably procompetitive
and, thus, the Order should be modified accordingly.

L Without the Fourth Amendment, the Number of
Embeda Competitors Will Be Reduced—Potentially to Zero

At present, Pfizer markets the lone Embeda product on the market. And ||| N
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I This mcans that, starting in [ BB, there will be at most three

versions of Embeda available to patients: Pfizer’s brand, Pfizer’s authorized generic (supplicd
by Teva, should Pfizer elect to launch an authorized generic), and Teva’s generic. Without
supply from Teva, however, Pfizer will no longer be able to continue supplying brand-name
Embeda to the market, nor will it be able to launch an authorized gencric. In other words,
lcaving the Four-Ycar Supply Limitation intact could result in patients having absolutely no
Embeda available to them from as carly as December 2018 until Teva introduces its generic.”
The abuse of opioids is so severe and well-documented that President Trump has declared it a
“public health emergency.™ Today, morc than cver, it is critical to preserve the availability of
abusc-resistant formulations such as Embeda.

2 Teva Currently Plans to Launch Generic Embeda in [ NENEGD

Irrespective of the Four-Year Supply Limitation or the Proposed Fourth
Amendment

Watson and Pfizer scttled their patent infringement litigation related to Embeda in July
2014, and, in the Embeda SLA, Watson obtained a patent license that begins ||| N N
B The parties negotiated that license date and exccuted the Embeda SLA years before the

Proposed Fourth Amendment was cver contemplated. The license date is and has been the

Pfizer could even opt to discontinue Embeda altogether. Under these circumstances, the Watson ANDA likely
would remain approvable. See Office of Generic Drugs, Referencing Approved Drug Products in ANDA
Submissions, at 5 {explaining that the FDA “will remove [a] listed drug from the Crange Book and . . . will

not . . . approve ANDAs that refer to the drug product” if the agency “determines that the listed drug was
withdrawn from sale for reasons of safety or effectiveness™), available at hitps://www.fda.gov/downloads/
Drugs/GuidanceComplianceRegulatorylnformation/Guidances'UCM536962.pdf. But withdraw of a reference
listed drug can result in outdated labeling—including safety—information for patients. See, e.g., Remarks from
FDA Commissioner Scott Gottlieb, M.D., as Prepared for Testimony Before a U.S. Senate Committee on
Appropriations on FDA’s Fiscal Year 2019 Budget, available at hitps://www.fda gov/NewsEvents/Newsroom/
PressAnnouncements/ucm605539.htm (last visited Aug. 10, 2018).

See, e.g., Louise Radnofsky & Jon Kamp, Trump Announces Opioid Crisis a Public Health Emergency. WALL
ST.J, Oct. 26, 2017, available at https:// www.wsj.com/articles/president-trump-to-announce-opioid-crisis-a-
public-health-emergency-1509024286; see also U.S. Food & Drug Administration, Timeline of Selected FDA
Activities and Significant Events Addressing Opioid Misuse and Abuse, hitps://www.fda goviDrugs/
DrugSafety/ InformationbyDrugClass/ucm338566.htm (last visited Aug. 9, 2018).
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primary driver of Teva’s planned launch. And indeed, Teva’s current plan, subject to FDA

requirements, is to launch the product _ Teva —
I (scc sipra, Section 1.C.2), and remains fully committed to launching as
quickly as possible both to ensure patient access to a generic and to prolong Teva’s de facto
generic exclusivity. And no changes to the Embeda Supply Arrangement in the Proposed Fourth
Amendment—including extending the term of supply—would affect Teva’s incentives to launch
generic Embeda.

At bottom, the Proposed Fourth Amendment does nothing more than maintain the status
quo as it existed when the Commission approved the Order. Accordingly, here, the Commission
should modify the Order to remove or extend the Four-Year Supply Limitation,

III. Conclusion

For the foregoing reasons, Teva respectfully requests that the Commission grant Teva’s

Petition to Reopen and Modify Decision and Order and remove or extend the Four-Year Supply

Limitation from the Qrder.



Pursuant to 28 U.S.C. § 1746, 1 declare under penalty of perjury that the foregoing is true and

correct (o the best of my knowledge.

\
i
Executed this 1 " day of October, 2018.

Respectfully submitied

Brian P. Savage
Senior Director, Executive Counsel
Teva Pharmaceuticals USA, Inc.
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