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I. INTRODUCTION

The Board should decline to institute a trial on the Petition. Petitioner asserts
the same invalidity grounds that will be decided in a co-pending litigation in
district court before any final written decision is due here, and fails to demonstrate
a reasonable likelihood of success that at least one challenged claim is
unpatentable.

First, the Board should exercise its discretion to deny institution under 35
U.S.C. §§ 314(a) and 324(a), because Petitioner raises the same invalidity grounds
here as it did nearly a year ago in a co-pending district court case that is on
schedule for trial before the end of this year. Sanofi-Aventis U.S. LLC v. Mylan
N.V. et al., Case No. 2:17-cv-09105-SRC-CLW (D.N.J.) (“District Court case”).
The 069 Patent is listed in the FDA’s Orange Book as covering Patent Owner’s
(“Sanofi”) insulin glargine prefilled pen drug product since 2014 and Petitioner
identified the 069 Patent in its Paragraph IV notice served over a year before filing
this Petition. Moreover, Sanofi previously asserted the 069 Patent in a related
lawsuit against Merck. Petitioner has thus long had notice of the 069 Patent but
waited until the eve of the one-year statutory deadline to file the Petition. Because
of Petitioner’s own delay, the identical invalidity grounds raised in this Petition
will be tried in the co-pending District Court case before a final written decision on

this Petition will be due. In these circumstances, instituting an IPR trial would not



serve as a “quick and cost effective alternative[] to litigation,” but would rather
subject Petitioner to defending the same arguments in different forums and be
highly inefficient. H.R. Rep. No. 112-98, pt. 1, at 48 (2011). See also NHK Spring
Co. v. Intri-Plex Techs., Inc., IPR2018-00752, Paper 8 at 19-20 (P.T.A.B. Sept. 12,
2018) (“NHK Spring”). The Board should not permit duplicative attacks on the
same claims using the same invalidity grounds that waste the Board’s and the
parties’ resources. Thus, the Board should exercise its discretion to deny institution
under §§ 314(a) and 324(a).

Second, Petitioner’s obviousness grounds should be denied because they fail
to disclose certain limitations of the challenged claims. In Ground 1, Petitioner
admits that its prior art reference, U.S. Patent No. 6,221,046 (“Burroughs™), does
not disclose the required “helical groove” on an outer surface of a dose dial sleeve
in a pen-type injector. Petition at 30. Despite acknowledging this shortcoming in
Burroughs, Petitioner proposes a modification to Burroughs that similarly does not
include a helical groove on the dose dial sleeve, which Petitioner arrives at by
applying a fundamentally flawed interpretation of the term “helical” that is
unsupported by the intrinsic evidence or the knowledge of a person of ordinary
skill in the art (“POSA”). Moreover, Petitioner fails to offer any motivation to

modify Burrough’s disclosure in the manner suggested by Petitioner.



In Ground 2, Petitioner concedes that Steenfeldt-Jensen fails to disclose a
drive sleeve that engages with a piston rod via a threaded connection as required
by the challenged claims. Petition at 55. Petitioner and its expert argue
obviousness, but a POSA would not have been motivated to make Petitioner’s
proposed modification. The modification would result in an inferior (if not
inoperable) device without any beneficial tradeoff.

In Ground 3, Petitioner relies Mgller combined with Steenfeldt-Jensen. A
POSA, however, would not have been motivated to combine Steenfeldt-Jensen’s
scale drum with Mpller’s injection pen, because Mpgller disparages and rejects
Steenfeldt-Jensen’s scale drum. Megller also fails to teach or render obvious a
“drive sleeve” as required by claim 1 of the 069 Patent.

For these reasons, as detailed further below, Sanofi respectfully requests that
the Board deny institution of inter partes review.

1. THE BOARD SHOULD EXERCISE ITS DISCRETION UNDER 35
U.S.C. §§ 314(A) AND 324(A) TO DENY INSTITUTION

The Board should exercise its discretion and deny the Petition under 35
U.S.C. §§ 314(a) and 324(a). It would waste the Board’s finite resources and it is
fundamentally unfair and inefficient to require Sanofi to defend an IPR where the
final written decision will issue after the District Court has already resolved the

same validity challenges.



Efficiently resolving patent challenges is foundational to the IPR system and
the AIA generally. It is “an objective of the AIA . . . to provide an effective and
efficient alternative to district court litigation.” Gen. Plastic Indus. Co. v. Canon
Kabushiki Kaisha, IPR2016-01357, Paper 19 at 16-17 (P.T.A.B. Sept. 6, 2017)
(precedential); see also Microsoft Corp. v. Koninklijke Philips N.V., IPR2018-
00277, Paper 10 at 7 (P.T.A.B. June 8, 2018) (explaining that “AIA proceedings
‘are not to be used as tools for harassment....Doing so would frustrate the purpose
of the section as providing quick and cost effective alternatives to litigation’”
(quoting H.R. Rep. No. 112-98, pt. 1, at 48 (2011))). This purpose is frustrated
when, as here, a party delays filing a petition such that the IPR, if instituted, would
result in a final written decision only after the overlapping validity issues have
been resolved by a district court. See NHK Spring, IPR2018-00752, Paper 8.

The Board has also recognized “the potential for abuse of the review process
by repeated attacks on patents” in deciding to exercise its discretion under §§
314(a) and 324(a). See Gen. Plastic, IPR2016-01357, Paper 19 at 16-17. Here,
Petitioner has filed its petition on the 069 Patent not as “an effective and efficient
alternative to district court litigation,” id., but instead in an inefficient and
intentionally staggered attempt to challenge the same claims on the same prior art
in different forums.

A.  Procedural Background



Petitioner and its identified real-party-in-interest, Biocon, entered a
collaboration to develop and commercialize a follow-on insulin glargine product in
2013 (Ex. 2001), commenced clinical trials by 2014 (Ex. 2002), and announced the
results of those trials by June 10, 2017 (Ex. 2003). By then, Sanofi had already
asserted the 069 Patent against another competitor seeking approval of follow-on
glargine products. See Ex. 2004 at 12.

Relatedly, the FDA’s Approved Drug Products with Therapeutic
Equivalence Evaluations (“Orange Book™) has listed the 069 Patent since 2014 as
covering Sanofi’s Lantus® SoloSTAR® product (i.e., Sanofi’s insulin glargine
formulation and injector pen device). Thus, Petitioner was long on notice of the
069 Patent, and that Sanofi was enforcing it against competitors.

On April 27, 2017, Petitioner submitted its application to market its follow-
on insulin glargine product to the FDA. As required by the rules governing follow-
on drug applications, 21 U.S.C. § 355(b)(2) & 3; 21 C.F.R. §§ 314.50(1) & 314.52,
Petitioner sent Sanofi a letter dated September 15, 2017 that noticed Petitioner’s
FDA application and contained so-called “Paragraph IV” certifications alleging
that the 069 Patent’s claims are “not valid, unenforceable, and/or will not be
infringed” by Petitioner’s proposed glargine product. See 21 U.S.C. §
355(b)(3)(b)(i1); 21 C.F.R. § 314.50(1)(1)(1)(A)(4). On October 24, 2017 Sanofi

sued Petitioner for patent infringement, asserting the 069 Patent, among others.
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Under the Hatch-Waxman Act, Sanofi’s District Court case against Petitioner
triggered a 30-month stay during which the FDA will not approve Petitioner’s
follow-on application absent a District Court victory for Petitioner. See 21 U.S.C.
§ 355(c)(3)(C). In the District Court case, Petitioner served invalidity contentions
on Sanofi on January 25, 2018 (further amended on April 25, 2018) that included
the same prior art, asserted against the same claims, as in the Petition. See Section
I1.C.2., infra.

On August 13, 2018 (approximately a month before filing the Petition),
Petitioner received and reviewed Sanofi’s detailed validity contentions responding
to these prior art arguments. Despite long having notice of the 069 Patent and its
assertion against Petitioner, it was not until September 10, 2018—the eve of the
one-year statutory bar—that Petitioner filed nine Petitions, including this one,
asserting substantially the same invalidity grounds it alleged in the District Court
case. See [PR2018-01670, IPR2018-01675, IPR2018-01676, IPR2018-01678,
IPR2018-01679, IPR2018-01680, IPR2018-01682, IPR2018-1696, IPR2019-
00122.

Concurrently, the parties have been actively litigating the District Court
case. A Markman hearing is scheduled for March 22, 2019, and the parties have
jointly requested an October 2019 trial to resolve the issues before the FDA’s 30-

month stay of regulatory approval of Petitioner’s FDA application ends on March
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18, 2020. See Ex. 2005, 9 8 (“The parties hereby agree to jointly request the Court
to schedule trial in the Action in October 2019”). As discussed below, even if the
trial occurs later in 2019 or early 2020, the parties and the District Court have
firmly committed to resolving the District Court case, including invalidity, before
March 2020, when the 30-month stay expires and the so-called “transition date”
occurs. This “transition date” is unique to the insulin space and is the date in
March 2020 when insulins will be governed by the biologics statute (BPCIA) and
no longer by the Hatch-Waxman Act.

Accordingly, the District Court case will resolve well before the June 2020
due date for a final written decision in this IPR if a trial were to be instituted.

B. The Board Has Discretion to Deny Institution Under 35 U.S.C. §§
314(a) and 324(a)

The Board has discretion under §§ 314(a) and 324(a) to deny institution. See
August 2018 Update to the Office Patent Trial Practice Guide at 8 (Aug. 13, 2018)
(“2018 Update™). This “discretion is informed by 35 U.S.C. §§ 316(b) and 326(b),
which require the Director to ‘consider the effect of any such regulation [under this
section] on the economy, the integrity of the patent system, the efficient
administration of the Office, and the ability of the Office to timely complete
proceedings instituted under this chapter.”” Id. at 9. In discussing this discretion,
the 2018 Update recognizes that the “AIA was ‘designed to establish a more

efficient and streamlined patent system that will improve patent quality and limit
7



unnecessary and counterproductive litigation costs.”” Id. (citing H.R. Rep. No.
112-98, pt. 1, at 40 (2001), 2011 U.S.C.C.A.N. 67, 69). Indeed, the Board has
exercised its discretion to deny institution on facts substantially similar to those
before this Board. See NHK Spring, IPR2018-00752, Paper 8.

C. NHK Spring Co. v. Intri-Plex Technologies, Inc., IPR2018-00752

In NHK Spring, like the instant case, (1) the parties were engaged in
advanced district court litigation on the same patent, (2) the petitioner was relying
on the same prior art in the petition as in the litigation, and (3) the district court
trial would conclude before the IPR. See NHK Spring, IPR2018-00752, Paper 8.
The Board denied institution, reasoning that “instituting a trial under the facts and
circumstances here would be an inefficient use of Board resources,” and “would
not be consistent with ‘an objective of the AIA . . . to provide an effective and
efficient alternative to district court litigation.”” 1d. at 20.

Given the near-identical circumstances! with NHK Spring, the Board should
use its discretion to reach the same outcome here: it would be an inefficient use of

Board resources to institute this IPR.

! Because the NHK Spring patent was expired, both the Board and District Court
applied the Phillips standard for claim construction. Here, however, the 069 Patent

is not expired and thus the Board will apply the BRI standard. This is a distinction



1. The parties are engaged in district court litigation on the
same patent

In NHK Spring, the challenged patent was asserted by the patent owner
against the petitioner in a co-pending District Court case. NHK Spring, IPR2018-
00752, Paper 8 at 19. Here, too, the 069 Patent is asserted by Sanofi against
Petitioner in Sanofi-Aventis U.S. LLC et al. v. Mylan N.V. et al., Case No. 2:17-cv-
09105-SRC-CLW, filed October 24, 2017. See Ex. 2006.

2. Petitioner relies on the same prior art in the Petition as in
the District Court case

In denying institution under § 314(a), the Board in NHK Spring noted that
“Petitioner relies on the same prior art ... and arguments in its district court
invalidity contentions as asserted in the Petition.” NHK Spring, Paper 8 at 19.
Here, Petitioner asserts that claim 1 is obvious over Burroughs, Steenfeldt-Jensen,
and Moller with Steenfeldt-Jensen. Petition at 3. Similarly, in the District Court
case, Petitioner served invalidity contentions alleging, inter alia, that Burroughs,
Steenfeldt-Jensen, and Mgller with Steenfeldt-Jensen render obvious claim 1 of the

069 Patent (see Ex. 2007 at 26-27, 29-30, 209, 211-212, 214-215, 222-223, 224-

without a difference, however, because Petitioner does not contend that the
grounds rely on any constructions that would be different under the two standards.

Indeed, Petitioner cites Phillips to support its constructions. Petition at 15.



228, 235-238, 239, 242, 243-244, 250-251, 253-255, 256, 260-265, 266-267; Ex.
2008 at 16-17, 20-21, 27-28, 49-50, 53-58, 77-78, 81-83, 96-98, 115-119, 134-136,
137-139; Ex. 2009 at 40-42, 44-45, 284, 287-288, 291-292, 298-304, 312-316,
320-322, 329-330, 332-334, 335, 339-345, 346-353; Ex. 2010 at 16-17, 20-21, 28,
29, 49-50, 53-58, 78-80, 82-84, 98-100, 117-119, 120-121, 137-139, 141-143).

Further, Petitioner has purported to reserve the right in the District Court
case to rely on certain “exemplary combinations that it may be more likely to rely
on” as allegedly rendering the 069 Patent obvious, including Burroughs alone,
Steenfeldt-Jensen alone, and Meller with Steenfeldt-Jensen. See Ex. 2007 at 266-
267 (“Steenfeldt-Jensen, alone or in combination with...”; “Burroughs, alone or in
combination with...”); Ex. 2009 at 348 (“Steenfeldt-Jensen, alone or in
combination with ... Mgller, ...”; “Burroughs, alone or in combination with...”;
“Magiller, alone or in combination with ... Steenfeldt-Jensen, ...”).

Thus, as in NHK, the same prior art combinations used in the IPR grounds

are used in the litigation between the parties.> See NHK Spring, Paper 8 at 19-20.

2 Moreover, this Petition is one among nine petitions filed by Petitioner that assert
substantially the same arguments being litigated in the District Court case. See
IPR2018-01670, IPR2018-01675, IPR2018-01676, IPR2018-01678, IPR2018-

01679, IPR2018-01680, IPR2018-01682, IPR2018-1696, IPR2019-00122.
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3. Trial in the District Court case will conclude before the IPR

When the Board in NHK Spring issued its decision, the district court
proceeding was “nearing its final stages” with trial just over six months away. Id.
at 1 (decision entered September 12, 2018), 20 (noting a March 25, 2019 trial
date). The Board noted that the IPR trial “on the same asserted prior art will not
conclude until September 2019,” approximately six months after the March 2019
trial date. Id. at 20.

The circumstances here are no different. In the District Court case, Petitioner
and Sanofi jointly requested an October 2019 trial. See Section II.A. The
Magistrate Judge in the District Court case has recognized the importance of
resolving Petitioner’s validity challenges well before the 30-month stay ends. See,
e.g., Ex. 2017 at 6:17-24 (encouraging parties to resolve their disputes to maintain
the October trial date). The District Court Judge—Judge Chesler—has presided
over 50 Hatch-Waxman cases and chairs the Local Patent Rules Committee for the
District of New Jersey. Ex. 2018 at 2. In 2016, that committee amended New
Jersey Local Patent Rule 2.1 to require parties in Hatch-Waxman cases to address
the 30-month stay in their initial case planning conference and joint discovery plan,
explaining that the rule was amended “to expedite matters.” 1d. at 1. Thus, even if

the trial occurs later in 2019 or early 2020, there is no basis to suggest that the
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District Court will not resolve all of the issues in this case, including validity,
before the March 2020 transition date and expiration of the stay.

Here, a Final Written Decision on the same prior art would not be due until
June 2020, eight months after the likely District Court case trial date. Thus, as the
Board found in NHK Spring, instituting an IPR trial “ultimately would be
inefficient.” NHK Spring, Paper 8 at 19-20.

4. Instituting the IPR permits Petitioner a tactical advantage

In NHK Spring, the patent owner argued that the petitioner waiting to file the
petition until shortly before the one-year deadline expired is a factor favoring
denial of institution. The Board disagreed, but stated that “the Patent Owner does
not apprise us of any tactical advantage, or opportunity for tactical advantage, that
the Petitioner gained by waiting to file the Petition.” NHK Spring, Paper 8 at 19.
In contrast, here Petitioner waited to file the Petition until after it obtained Sanofi’s
detailed validity positions in response to Petitioner’s invalidity contentions (as
explained in Sections II.A. and II1.C.2.). Petitioner seeks the proverbial two bites at
the apple. If Petitioner loses at trial, Petitioner is asking this Board to revisit the
very same validity issues a second time.

This gamesmanship is highly prejudicial to Sanofi, and antithetical to the
statutory purpose of IPRs, which is to provide a “quick and cost effective

alternative[] to litigation”. H.R. Rep. No. 112-98, pt. 1, at 48 (2011) (emphasis
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added). Petitioner was fully aware of the District Court case timing and elected to
file its Petition at the eleventh hour, despite having asserted invalidity contentions
in the District Court case based on the same prior art at least as early as January 25,
2018. See, e.g., Ex. 2007 at 266-267. In these circumstances, Sanofi respectfully
submits that the Board should exercise its discretion to deny institution.

D. General Plastic Industrial Co. v. Canon Kabushiki Kaisha,
IPR2016-01357

NHK Spring cites to General Plastic Industrial Co. v. Canon Kabushiki
Kaisha, IPR2016-01357, Paper 19 (P.T.A.B. Sept. 6, 2017) (precedential as to §
I1.B.4.1) (“Gen. Plastic”). In General Plastic, the Board developed a set of non-
exclusive factors to determine whether discretionary denial is appropriate. Gen.
Plastic, Paper 19 at 9-10. These factors likewise support denial of institution, as
explained below.

While the General Plastic factors were articulated in the context of denying
a follow-on petition, the Board has recognized that the logic underlying these
factors is applicable in other contexts. See NetApp, Inc. v. Realtime Data LLC,
IPR2017-01195, Paper 9 at 10 (P.T.A.B. Oct. 12, 2017) (applying the General
Plastic factors where different petitioners filed petitions on the same patent); see
also August 2018 Trial Practice Guide Update at 10 (“The General Plastic factors
are also not exclusive and are not intended to represent all situations where it may

be appropriate to deny a petition.”).
13



1. General Plastic Factors 1, 2, 4, and 5: Whether the same
petitioner previously filed a petition directed to the same
claims of the same patent; whether at the time of filing of
the first petition the petitioner knew of the prior art
asserted in the second petition or should have known of it;
the length of time that elapsed between the time the
petitioner learned of the prior art asserted in the second
petition and the filing of the second petition; whether the
petitioner provides adequate explanation for the time
elapsed between the filings of multiple petitions directed to
the same claims of the same patent

The logic of factors 1, 2, 4, and 5 is applicable to the present situation even
though the factors were articulated in the context of a follow-on petition. Here,
rather than a follow-on petition, Petitioner is duplicating invalidity arguments in
the District Court case and the IPRs. Factors 1, 2, 4, and 5 favor denying
institution.

First, Petitioner asserts invalidity challenges to the same claims of the 069
Patent using the art it identified both here and in the District Court case. See
Sections II.A. and I1.C.2., supra.

Second, Petitioner was aware of the prior art asserted in the Petition at least
as early as January 25, 2018, when it served its invalidity contentions in the
District Court case, and indeed much earlier when it filed its Paragraph IV notice

asserting invalidity of the 069 Patent.> Ex. 2007. Yet Petitioner waited to file its

3 The prior art asserted in the Petition is also listed on the face of the 069 Patent.
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Petition until the eve of the one-year deadline under § 315(b), approximately a
month after it received Sanofi’s response to Petitioner’s amended invalidity
contentions. See Ex. 2011. As a result, a final written decision 1s not due until
June 2020, well after the requested October 2019 trial on the same prior art.*
Instituting trial therefore will not “limit unnecessary and counterproductive
litigation costs” (H.R. Rep. No. 112-98, pt. 1, at 40), but will instead unfairly
subject Sanofi to defending “repeated attacks on patents.” Gen. Plastic, Paper 19 at
16-17.

Third, Petitioner’s late filing after receiving Sanofi’s response to Petitioner’s
invalidity contentions in the District Court case provides an unfair tactical
advantage to Petitioner, to Sanofi’s prejudice, by providing Petitioner two bites at
the apple. See Sections II.A. and II.C.2., supra.

Because Petitioner is asserting invalidity against the same claims here as in
the District Court case using the same art identified in the District Court case and
was aware of the art but chose to delay filing this Petition for a tactical advantage,

these factors favor denial.

* Notwithstanding the parties’ trial date request, the District Court has indicated
that it will render a judgment on validity before the 30-month stay on Petitioner’s

FDA application expires — i.e., before March 18, 2020. See Section II.C.3, supra.
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2. General Plastic Factor 3: whether at the time of filing of the
second petition the petitioner already received the patent
owner’s preliminary response to the first petition 