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I. INTRODUCTION

Pursuant to 37 C.F.R. § 42.71(d),> Patent Owner (“PO”) requests director
review of the Board’s determination to grant institution in IPR2024-00631
(IPR2024-00631, Pap.22 (Sept. 11, 2024)*) based on its flawed joinder analysis,
which implicates important issues of both law and policy, and which joined and
instituted a copycat petition filed four months after the deadline for joinder. Despite
Board precedent confirming institution should be decided before joinder, the
Board’s decision presumed and gave Petitioner the benefit of having sought joinder
(despite the motion being four months late) in deciding institution. This error was
compounded by excusing Apotex’s months-late joinder motion for “good cause”
based solely on Apotex’s assertion that it had made a “business decision” to
delay—an approach effectively removing the one-month deadline going forward.

This decision is unprecedented and turns joinder into a tool for patent owner
harassment: it used a four-month-late joinder motion to end-run the General Plastic

analysis, and resulted in instituting Apotex’s copycat petition after all briefing was

3 Unless stated, statutory and regulatory citations are to 35 U.S.C. or 37 C.F.R,, as
context indicates, internal citations omitted, abbreviations are as the POR defined,
emphases/annotations are added.

4 This Paper has not yet been entered in [IPR2023-00724.
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complete and just five weeks before the original final written decision deadline. To
the extent joinder is considered at all in deciding institution, a petitioner’s chances
of institution should not improve because it filed a late joinder motion. And the
Board found good cause to waive the well-settled joinder deadline based on the
deliberate choice of a sophisticated pharmaceutical company not to seek timely
joinder (as two similarly-situated petitioners did): Apotex says it waited to file
because its intentional delay yielded greater business certainty about the value of the
IPR to its business. But this argument is always available to petitioners, with no
rational time limit: the longer one waits, the more certainty one will have. It certainly
does not amount to “special circumstances” supplying good cause. If it stands, this
decision opens the door for any copycat petitioner to ignore the §42.122 deadline,
declaring it eventually made a “business decision” to file at its leisure.

Patent Owner respectfully requests that this request for director review of
Apotex’s institution decision be resolved prior to the issuance of any final written
decision in this case that includes Apotex as a petitioner.

II. LEGAL STANDARDS

The Board’s Revised Interim Director Review Process permits Director
Review of an institution or final written decision presenting important issues of law
or policy, id. §(5)(A)-(A)(i1)(c)(1) (available at https://www.uspto.gov

/patents/ptab/decisions/revised-interim-director-review-process), including review
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of the rulings underlying such a decision. Weber, Inc. v. Provisur Techs., Inc.,
[PR2022-00599, Pap.74, 6 (Nov. 29, 2023) (reviewing Board’s consideration of
evidence subject to motion to exclude in final written decision, holding “the Board
should have either (1) considered Patent Owner’s evidence (as noted above)... or (ii)
excluded the evidence in response to Petitioner’s Motion to Exclude.”).

III. FACTUAL BACKGROUND
A.  Apotex’s Deliberate Choice to File a Late Copycat Petition
On March 16,2023, Mylan filed an IPR challenging the validity of U.S. Patent

No. 10,335,462 (“’462 Patent”). That IPR was instituted for trial on October 4, 2023.
Pap.10. The Mylan IPR is the subject of two previous copycat petitions, Dr. Reddy’s
Laboratories, Inc. v. Novo Nordisk A/S, IPR2024-00009 (“DRL IPR”) and Sun
Pharmaceutical Industries Ltd. v. Novo Nordisk A/S, IPR2024-00107 (“Sun IPR”).
Both of those petitions were filed with timely joinder motions within a month of
institution of the Mylan IPR, and were then instituted and joined with Mylan’s. DRL
IPR, Pap.19, 12 (Apr. 25, 2024); Sun IPR, Pap.16, 12 (May 28, 2024).

It is undisputed that Apotex intentionally delayed filing its petition and motion

for joinder for over four months after the Mylan IPR’s institution based solely on

“business considerations.” IPR2024-00631, Pap.5, 1. _

3
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I (1PR2024-00631, Pap.1; Pap. 5 (filed March 1, 2024)).

B. The Board’s Institution Decision

The Board’s institution decision was expressly premised on Apotex being
joined: The “Background” section of the Institution Decision states “[f]or the
reasons set forth below, we decline to exercise our discretion to deny the Petition
under 35 U.S.C. § 314(a) because we waive the one-month time period for filing a
motion for joinder for good cause shown....” 1PR2024-00631, Pap.22, 3. And in
its detailed reasoning about “Discretionary Denial Under 35 U.S.C. § 314(a)”
(IPR2024-00631, Pap.22, 6)—noting PO’s assertion “that [the Board] should
exercise [its] discretion to deny institution under 35 U.S.C. § 314(a) applying the
[General Plastic] factors” (id., 7)—the Board again relied on joinder to decide to
institute, explaining that PO’s arguments “presume[d] that if instituted, the instant

proceeding would proceed on a parallel track to the Mylan IPR and not be joined to
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the Mylan IPR.” IPR2024-00631, Pap.22, 7. Finding “Petitioner waited until it had
a sufficient business reason to file this Petition, and subsequently promptly filed its
Petition and Motion for Joinder” (IPR2024-00631, Pap.22, 13), and resting its
refusal to exercise its §314(a) discretion to deny institution on this finding, the Board

provided the following conclusion:

As we find below in our analysis of Petitioner’s motion for
joinder, Petitioner has provided good cause justifying waiver of the
one-month after institution time period for requesting joinder. See 37
C.F.R. § 42.5(b); see infra Section 1V. Also, as we set forth below, we
are granting Petitioner’s motion for joinder under the conditions set
forth by Petitioner as an understudy to Mylan mooting Patent Owner’s
arguments here under 35 U.S.C. § 314(a) that assume this proceeding
would go forward on a separate, but parallel, track to the Mylan IPR.
See infra Section V.

Therefore, we decline to exercise our discretion to deny the
Petition [under] Section 314(a).

[PR2024-00631, Pap.22, 9.
IV. THE BOARD’S DECISION ENCOURAGES BELATED JOINERS

AND DRASTICALLY DILUTES THE MEANING OF “GOOD
CAUSE”

The Board’s decision wiped away long-settled understandings about when a
party must file a petition and motion for joinder, what will be considered in deciding
whether to institute under those circumstances, and under what circumstances the

joinder deadline will be “waived.” After the Board’s Order, a belated joinder motion
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moots the Board’s precedential analysis of factors under §314(a), and now mere
articulation of any “sufficient business reason” provides “good cause” to waive a
deadline or excuse a party’s decision to ignore a deadline established by a Rule.
§§42.5(b), 42.5(c)(3). This Order invites would-be joiners to ignore the §42.122(b)
deadline, watch proceedings develop, make tactical decisions about how long they
wish a proceeding to be prolonged, and then manufacture a reason for waiting, safe
in the knowledge that articulating any simple business advantage will be enough.
These unprecedented changes to the “good cause” standard reach far beyond “just”
the joinder context: §42.5(c)(3) provides that any “late action will be excused on a
showing of good cause.” A review of the undisputed facts here confirms the
transformative nature of the Board’s Order.

A. Giving Petitioners The Benefit Of A Belated Joinder Motion For
Purposes Of Institution Contradicts Precedent

The Board’s decision improperly intertwined the question of institution under
§314 with the question of joinder.> PTAB precedent dictates that institution is to be

decided before considering a joinder motion, even for copycat petitions: “before

> Granting institution would have been improper here as a matter of policy even had
the Board properly decided institution before deciding joinder. Under General
Plastic, a petitioner shouldn’t be instituted on a late copycat petition filed not only 4

months after the deadline but also after depositions and the POR in the original IPR.

6
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determining whether to join [copycat petitioner] as a party to the [] IPR, even though
the Petition is a ‘me-too petition,” [the Board] first determines whether application
of the General Plastic factors warrants the exercise of discretion to deny the Petition
under §314(a).” See Apple Inc. v. Uniloc 2017 LLC, IPR2020-00854, Pap.9, 5 (Oct.
28,2020) (precedential); T-Mobile USA, Inc. v. Voip-Pal.com, Inc., IPR2023-00638,
Pap.11, 5-6 (July 28, 2023) (citing Apple, IPR2020-00854, Pap.9); §315(c) (“the
Director... may join... any person who properly files a petition... that the Director...
determines warrants... institution... under section 314”). In its reasoning, the Board
granted institution because it had already given Apotex the benefit of joinder
(despite that motion being filed four months late) and concluded that this joinder
“moot[ed]” many of the concerns PO identified under General Plastic. 1PR2024-
00631, Pap.22, 9. To the extent it is ever proper to consider joinder prior to deciding
institution, a belated joinder motion should not be considered for purposes of
institution under §314, and PO is aware of no prior precedent using this analysis.

B. Joinder Motions Are Due Within One Month of Institution, and
That Deadline Is Sparingly Waived or Excused

Under Rule 42.122(b), parties must move for joinder “no later than one month
after the institution date of any inter partes review for which joinder is requested.”
Rule 42.5(¢c)(3) requires “good cause” to excuse a late filing, and it is petitioner’s
burden, as movant, to show entitlement to this requested relief. §42.20(c). From its

inception, the Board’s early cases consistently refused to waive this one-month
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deadline under Rule 42.5(b) absent a showing of “special” or ‘“extraordinary

2

circumstance[s],” regularly denying late joinder motions, creating well-settled
expectations, and—consistent with those expectations—Ileading to hundreds of
timely joinder motions. E.g., Google Inc. v. Personalweb Techs., LLC, IPR2014-
00978, Pap.11, 4-5 (Oct. 30, 2014) (“Simply because the parties in IPR2014-00062
stipulated to new dates for DUE DATES 1 and 2—a common practice in proceedings
before us—does not constitute an extraordinary circumstance that would persuade
us to waive the one-month time limit for Google to file its Motion for Joinder” even
where the request occurred before the POR); Shaw Indus. Grp., Inc. v. Automated
Creel Sys., Inc., IPR2013-00584, Pap.20, 4-5 (Dec. 31, 2013) (“We are not
persuaded that special circumstances exist that would justify waiver of the one-
month time period for requesting joinder... Petitioner does not contend that it was
unable to file its Petition in the instant proceeding within one month of July 235,
2013. Rather, it simply preferred to wait and see if the Board granted its request
for rehearing.”); TrickleStar LLC v. Embertec Pty Ltd., IPR2017-00839, Pap.11, 32-
33 (June 10, 2017) (denying joinder motion filed five days after deadline).

The Board has previously confirmed business reasons are insufficient to
waive the one-month joinder deadline. For example, in Roche Molecular Systems

Inc. v. lllumina, Inc., IPR2015-01091, Pap.18 (Oct. 30, 2015) the petitioner waited

to file its joinder motion until “nearly four months after trial was instituted” despite

8
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being aware of the proceeding to which it sought joinder. Id. at 9-10. There,
“Petitioner ha[d] not provided a persuasive reason as to why it waited [months] to
file the instant Petition,” let alone “special circumstances that would justify waiving
the one month time limit for the filing of the Motion for Joinder.” Id. at 11, 9. The
Board in Roche denied joinder, noting “Petitioner could have also filed its own
petition at any time, as there is no standing requirement to file a petition for inter
partes review.” Id. at 11.

Until this IPR, the cases allowing late joinder have been few and far between,
and involved special circumstances. For example, in GlobalFoundries U.S. Inc. v.
Godo Kaisha IP Bridge 1, IPR2017-00925, Pap.13, 7-8 (June 9, 2017) petitioner’s
“parent company filed its petitions... within one month of institution” and then “re-
filed shortly thereafter to include both entities as real parties-in-interest.” And in
Sony Corp. of Am. v. Network-1 Security Sols., IPR2013-00495, Pap.13, 9 (Sept. 16,
2013) the petitioner had filed an IPR petition that was denied, then timely sought to
join an instituted proceeding (IPR2013-00071) on that same patent. /d. Institution
was denied again, as was the joinder motion, but a second, unrelated proceeding
(IPR2013-00385) was instituted and joined with the proceeding petitioner had tried
and failed to join (IPR2013-00071). Id. at 4, 9. Petitioner again filed a petition and
motion for joinder (this time to IPR2013-00385), within seven days of institution,

but it already had been terminated (after it was joined to IPR2013-00071). Id.

9
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Finding petitioner’s multiple timely attempts to challenge the patent presented
unique circumstances, the Board then waived the one-month requirement and joined
petitioner to the first (IPR2013-00071) proceeding. Id. at 7-9.

By consistently applying meaningful limits to ensure any exceptions to
§42.122(b)’s one-month requirement are rare, the Board has honored the
expectations created by that longstanding rule, ensured different petitioners are
treated equally, and protected patentees from the harassment of improperly extended
proceedings and tactical delay by serial petitioners. See Shaw, IPR2013-00584,
Pap.20, 5 (“under the circumstances, joinder would have a significant adverse impact
on the Board’s ability to complete the existing proceeding in a timely manner”);
Roche, IPR2015-01091, Pap.18, 15-16 (denying joinder and institution, and noting
that, by delaying, “Petitioner had the advantage of the Patent Owner’s response in
[the first proceeding] as well [as] the depositions of Patent Owner’s expert”).

C. Instituting and Joining a Party to an IPR Where Post-Institution
Briefing Is Underway Is Bad Policy

Instituting a copycat petitioner who filed 4 months late, after all merits
briefing and depositions have already occurred in the primary IPR, is inconsistent
with Congress’s rationale for joinder and contradicts the Office’s stated policy goals.
Indeed, the legislative history of the America Invents Act explains “[t]he Office has
made clear that it intends to... discourage late requests” for joinder. 157 Cong.

Rec. S1376 (daily ed. Mar. 8, 2011). Joinder allows a joined party (who otherwise

10
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acts as a silent understudy) to step in if and when the original petitioner is terminated
to complete the record for the IPR, thus allowing the Board to make a final written
decision on a complete record in the event only the first petitioner (and not the entire
[PR) is terminated. §317; §42.122(a). But Apotex was instituted and joined here
not only after post-institution briefing began, but after post-institution briefing in
Mylan’s IPR was complete. PO’s Sur-Reply, for example, was filed on August 5,
2024, and Mylan defended its last witness in deposition on July 26, 2024. Here,
Petitioner Apotex was joined even after the originally-scheduled hearing dates.
Pap.11; Pap.47; Pap.56; Pap.73. There is no benefit to the system for joinder at this

late date.®

6 Late joinder in these circumstances may also impede settlement, which is contrary
to the Office’s goals. USPTO, Consolidated Trial Practice Guide, 86 (Nov. 2019)
(“There are strong public policy reasons to favor settlement between the parties to a
proceeding.”). Permitting belated joinders allows late-to-the game petitioners to
extend a proceeding in which the original petitioner may settle out, while also
meaningfully restricting the amount of time the Patent Owner has to settle with the
late Petitioner. Here, for example, Apotex was instituted and joined on September
11, 2024, and the original final written decision deadline was October 4, 2024.

While joinder and the volume of the proceeding has pushed out the dates, the timing

11
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Fundamentally, the Board’s decision to credit joinder before deciding
institution led to an erroneous decision and sends the wrong message. Petitioners
should not be encouraged to wait in the wings beyond the §42.122(b) deadline to file
a follow-on petition—particularly a copycat petition—in the hopes that discretionary
factors that would weigh against institution might be mooted by delaying beyond the
period allowed by the rules. IPR proceedings are meant to provide an efficient,
alternative forum for resolving patent disputes without harassing patent owners.
Patent Quality Assurance, LLC v. VLSI Tech. LLC, IPR2021-01229, Pap.102, 39
(Dec. 22,2022) (prec.). This Board decision seriously threatens that goal. Strategic
petitioners can now safely put off their decision to file a petition and leverage their
belated filings for improper purposes, such as attempting to force a license for
themselves based on intentionally-delayed filings. To the extent a petitioner is
allowed to benefit from a joinder motion in a discretionary denial analysis, that
benefit should be limited to fimely joinder motions, or the Board will simply

motivate improper delay.

nevertheless materially curtails the time period Patent Owner and Apotex would

have to consider and implement settlement.
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D. The Board’s Decision to Turn Any “Business Decision” Into “Good
Cause” is Improper and Will Burden the System and Parties

The Board’s joinder decision has meaningful policy implications that also
extend beyond joinder.” The Board’s decision granting institution here, premised
on its grant of Apotex’s belated joinder motion—filed nearly five months after
institution of the proceeding Apotex sought to join—eviscerates §42.122(b)’s one-
month joinder deadline and swaps out the “good cause” exception for any
articulation of a “sufficient business reason” for deciding to file late. [PR2024-
00631, Pap.22, 13. The Board’s decision cannot stand. It not only upsets clear
precedent and settled expectations of all parties (petitioners and patentees) (supra
§IV.B), but also permits and encourages improper gamesmanship by petitioners,
who can now delay with impunity and join at what they decide is the opportune

moment (rather than what the promulgated rule requires). Petitioners should not be

" The Board’s decision found there was “good cause justifying waiver of the one-
month after institution time period for requesting joinder,” citing §42.5(b).
IPR2024-00631, Pap.22, 9. Whether the Board’s decision intended to rely solely on
§42.5(b)’s waiver provision, or to invoke §42.5(c)(3)’s provision excusing late
filings for “good cause,” the result is the same: allowing a mere “business decision”
to delay to supply good cause justifying waiver or excusing late filings leads to the

same bad result.
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able to substitute their “business” goals for Rule 42.122(b)’s mandate. -

-. There is almost always more business certainty in the future, and one can
almost always find a business benchmark that one might prefer to pass before filing
an [PR. But the reality that more time results in more business comfort for a
petitioner cannot constitute a special circumstance, or the §42.122(b) deadline is
effectively a nullity.

The impact of the Board’s decision is likely to be profound. The impact of
the Board’s Order is not limited to Rule 42.122(b). Section 42.5(c) states that “[a]

b

late action will be excused on a showing of good cause.” This rule provides no
discretion. And Section 42.5(b) applies to “parts 1, 41, and 42.” This includes
nearly every deadline in a proceeding. Thus, as a result of the Board’s decision here,
routine “business decisions” qualify as “good cause” that will excuse a party from
late filings throughout the proceeding. E.g. §42.64 (deadlines for objections to
evidence, supplemental evidence, and motions to exclude); §42.121 (motions to
amend). The opportunity for gamesmanship is readily apparent, and the future

motion practice that is certain to result over when a “business decision” (or another

analogous choice) meets the good cause standard is undoubtedly going to be
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substantial. The uncertainty, as well as the wasteful and burdensome motion practice
that will be inflicted on the parties and the Board, can and should be avoided.

V. CONCLUSION

Prior to the Board’s decision here, parties to inter partes review proceedings
knew what to expect: within one month of institution, any party could seek to join a
proceeding that had been instituted. §42.122(b). After that month had passed, the
parties to proceedings would be—absent good cause—a known quantity, allowing
them to move forward to trial and final written decision or seek other resolution.
This framework provided valuable, necessary certainty to all parties involved for the
faster, more efficient resolution of validity disputes that Congress intended. And a
late joinder motion would not increase the chance of institution. That certainty has
been wiped away by the Board’s decision here. Allowing any articulation of a
business rationale to qualify as “good cause” that also increases the chances of
institution upsets not just the Office’s promulgated timeline for joinder, but all

29

deadlines that, by Rule, can be excused for “good cause.” Petitioner requests the
Director reverse with instructions to deny institution or, at minimum, reverse the

Board’s joinder decision and vacate and remand the institution decision with

instructions to reconsider institution.

Respectfully submitted: /Megan Raymond/ September 25, 2024
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Reg. No. 68,244
Greb-ptab@perkinscoie.com
Perkins Coie LLP

33 East Main Street
Madison, WI 53703
Telephone: (608) 663-7460

Courtney Prochnow, PhD

Reg. No. 67,639
Prochnow-ptab@perkinscoie.com
Perkins Coie LLP

633 W. 5th St., Ste 5850

Los Angeles, CA 90071
Telephone: (310) 788-9900

Christopher D. Jones
Reg. No. 76,472
Jones-ptab@perkinscoie.com
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Perkins Coie LLP

700 13th Street, NW
Washington, DC 20005
Telephone: (202) 654-6200

Jonathan I. Tietz, PhD

Reg. No. 76,753
Tietz-ptab@perkinscoie.com
Perkins Coie LLP

700 13th Street, NW
Washington, DC 20005
Telephone: (202) 654-6200

Matthew A. Lembo

Reg. No. 75,633
Lembo-ptab@perkinscoie.com
Perkins Coie LLP

1155 Avenue of the Americas
Floor 22

New York, NY 10036
Telephone: (212) 262-6900

Shannon M. Bloodworth
SBloodworth@perkinscoie.com
Perkins Coie LLP

700 13th Street, NW
Washington, DC 20005
Telephone: (202) 654-6200

David L. Anstaett
DAnstaett@perkinscoie.com
Perkins Coie LLP

33 East Main Street
Madison, WI 53703
Telephone: (608) 663-7460

Bryan D. Beel
BBeel@perkinscoie.com
Perkins Coie LLP

1120 NW Couch St.
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Portland, OR 97209
Telephone: (503) 727-2000

Nathan Kelley

Kelley nathan-ptab@perkinscoie.com
Perkins Coie LLP

700 13th Street, NW

Washington, DC 20005

Telephone: (202) 654-6200

Rodney Swartz

Reg. No. 73,343
RSwartz@perkinscoie.com
Perkins Coie LLP

1120 NW Couch St.

10th Floor

Portland, OR 97209
Telephone: (503) 727-2000

Jessica Kaiser

Reg No. 58,937
kaiser-ptab@perkinscoie.com
Perkins Coie LLP

1900 Sixteenth St., Suite 1400
Denver, CO 80202-5255

Tel: (303) 291-2300

Semaglutide-Ozempic@perkinscoie.com

By Electronic Mail
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Lead Counsel
for Dr. Reddy’s

Jovial Wong
Reg. No. 60,115

Laboratories, Winston & Strawn LLP
Inc. and Dr. 1901 L Street NW
Reddy’s Washington, DC 20036
Laboratories. Telephone: (202) 282-5867
Ltd.: jwong@winston.com

By Electronic Mail
Backup Scott Border
Counsel: Reg. No. 77,744

Winston & Strawn LLP
1901 L Street NW
Washington, DC 20036
Telephone: (202) 285-5054
sborder@winston.com

Sharon Lin McIntosh

(pro hac vice to be submitted)
Winston & Strawn LLP

1901 L Street NW
Washington, DC 20036
Telephone: (202) 285-5756
slin@winston.com

By Electronic Mail
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Lead Counsel
for Sun
Pharmaceutical
Industries Ltd.
and Sun
Pharmaceutical
Industries, Inc.:

Brian Sodikoff

Katten Munchin Rosenman LLP
525 West Monroe Street
Chicago, IL 60661

P: (312) 902-5200
brian.sodikoff@katten.com

By Electronic Mail

Backup
Counsel:

Christopher B. Ferenc

Katten Munchin Rosenman LLP
1919 Pennsylvania Ave., N.W.
Suite 800

Washington, DC 20006

P: (202) 625-3500
christopher.ferenc@katten.com

By Electronic Mail
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Lead Counsel
for Apotex Inc.:

John J. Molenda

Steptoe LLP

1114 Avenue of the Americas
New York, NY 10036

P: (212) 378-7540
jmolenda@steptoe.com

By Electronic Mail

Backup
Counsel:

Lawrence Kass

Steptoe LLP

1114 Avenue of the Americas
New York, NY 10036

P: (212) 378-7514
lkass@steptoe.com

Tyler Doh

Steptoe LLP

1114 Avenue of the Americas
New York, NY 10036

P: (212) 378-7541
tdoh@steptoe.com

Michael I. Green

Steptoe LLP

1114 Avenue of the Americas
New York, NY 10036

P: (212) 378-7559
migreen@steptoe.com

By Electronic Mail

Dated: September 25, 2024

Respectfully submitted,

By: /Sayem Osman/
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