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Paper No. _

Filed: January 22, 2018

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

APOTEX INC., APOTEX CORP.,

ARGENTUM PHARMACEUTICALS LLC,

ACTAVIS ELIZABETH LLC, TEVA PHARMACEUTICALS USA, INC.,

SUN PHARMACEUTICAL INDUSTIRES, LTD.,

SUN PHARMACEUTICAL INDUSTRIES, INC., and

SUN PHARMA GLOBAL FZE,

Petitioners,

V.

NOVARTIS A.G.,

Patent Owner.

IPR2017-008541

Patent No. 9,187,405

PETITIONER’S MOTION FOR DISCOVERY

1 Cases IPR2017-01550, IPR2017-01946, and IPR2017-01929 have been joined
with this proceeding.
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I. RELIEF REQUESTED

Pursuant to 37 C.F.R. §§42.51(b), 42.52(a)(2) and Paper 34, Petitioner

requests an order requiring Novartis to produce (i) minutes of its February 2, 2005

meeting with FDA (“FDA Minutes”), (ii) Novartis’s briefing book for the March

26, 2007 End-of-Phase 11 meeting (“Briefing Book”), (iii) the phase III protocol

referenced in Exhibit 2065 (“Protocol”), and (iv) an unredacted copy of EX2063.

Novartis relies in its Patent Owner’s Response (“POR”) upon excerpts fi'om

the FDA Minutes and Briefing Book to argue that the 0.5 mg daily dose of

fingolimod was administered to RRMS patients in the phase III trials because it

was expected to lack “any efficacy.” POR at 25-27, 40. Petitioner is entitled to see

the entire documents, not just the excerpts Novartis selected for inclusion.

Otherwise, Patent Owner will deny Petitioner its right to submit other portions of

the documents “that in fairness ought to be considered.” F.R.E. 106.

Petitioner initially objected to Novartis’s reliance in its POR and

declarations on excerpts of the documents quoted in Exhibits 2063-2066. Paper 31

at 10. The same day that Novartis served its supplemental evidence, Petitioner

again asked Novartis to produce complete copies of the FDA minutes and Briefing

Book. EX1044. After an unfruitful meet and confer, Petitioner promptly requested

Board assistance. EX1045 at 2. Petitioner then began depositions ofNovartis’s

witnesses. During one of those depositions, Dr. Lublin testified that the clinical
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trial protocol referenced in EX2065 describes Novartis’s justification for including

the 0.5 mg dose. EX1042 at 158:15-l66:24. Petitioner requested production of the

Protocol, but Novartis never complied. EX1042 at 245223-24623.

Petitioner followed up with another email to Trials regarding its

teleconference request and noted that it was also requesting the Protocol. EX1045

at 1. After the teleconference, the Board issued an order stating “Petitioner Apotex

may file a motion seeking additional discovery.” Paper 34 at 4.

As explained in detail below, all four documents are relevant because they

contain or refer to communications between Patent Owner and the FDA addressing

the justification for administering the 0.5 mg dose. The only way to prove or

disprove Novartis’s argument is to see the actual documents. Requiring production

of the documents is thus in the interests ofjustice and is necessary to afford

Petitioner a fair cross-examination ofNovartis’s witnesses. 37 C.F.R. §§

42.51(b)(1)(i), (iii), (2)(i)-(ii). Petitioner’s Reply is due February 2, 2018.

Petitioner thus requests Novartis produce the documents promptly.

II. DETAILS ABOUT REQUESTED DOCUMENTS

A. “FDA Minutes” Document

Dr. Lublin relies on—
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EX2025 at 1155. Dr. Lublin repeatedly testified that the—

EX1042 at 165216-24; EX2025 at 11114-5 (“FDA accordingly pressed to understand

fingolimod’s minimum effective dose.”), 1139 (“FDA was dissatisfied with the

Phase II trial’s failure to identify a minimum effective dose. FDA accordingly

pushed Novartis to include a lower dose in the Phase III trial”), 1144 (“We debated

whether and how to include the lower dose FDA wanted”), 111157-5 8 (“-

v

|

Novartis relied upon Dr. Lublin’s testimony to establish—

—”POR 40 (discussing

EX2064); POR at 25—27 (citing EX2025, 11115, 7, 39-42, 50-58). Novartis has

directly put at issue—

Iw|I
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