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Transcript of July 12, 2024 Deposition of William J. Jusko, Ph.D.

EX2554

EX2649

INTENTIONALLY OMITTED

EX2650

Excerpt of Reply Expert Report of Dr. John Bantle Regarding Invalidity
of U.S. Patent No. 10,335,462, In re: Ozempic (Semaglutide) Patent Lit-
igation, No. 1:22-cv-03038-CFC (D. Del. July 16, 2024)

EX2651

Excerpt of Reply Expert Report of Dr. Paul Dalby Regarding Invalidity
of U.S. Patent No. 10,335, 462, In re: Ozempic (Semaglutide) Patent
Litigation, No. 1:22-cv-03038-CFC (D. Del. July 16, 2024)

EX2652

Excerpt of Reply Expert Report of William J. Jusko, Ph.D. Regarding
Invalidity of U.S. Patent No. 10,335,462, In re: Ozempic (Semaglutide)
Patent Litigation, No. 1:22-cv-03038-CFC (D. Del. July 16, 2024)

EX2653

July 8, 2024 Email Thread Among Counsel for Petitioners Mylan, DRL,
and Sun, and Counsel for Novo Regarding “IPR2023-00724 — Service
of draft proposed motion for sanctions”

EX2654

July 10, 2024 Email Thread Among Counsel for Petitioners Mylan,

DRL, and Sun, and Counsel for Novo Regarding “IPR2023-00724 —
Service of draft proposed motion for sanctions”

EX2655

July 2, 2024 Email Thread Among Counsel for Petitioners Mylan, DRL,
and Sun, and Counsel for Novo Regarding “IPR2023-00724 — Service
of draft proposed motion for sanctions”

EX2656

July 12, 2024 Email Thread Among Counsel for Petitioners Mylan,

DRL, and Sun, and Counsel for Novo Regarding “IPR2023-00724 —
Service of draft proposed motion for sanctions”
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Consistent with the Director’s Interim Procedure for Discretionary Denials,
7 (June 21, 2022) (“Fintiv Guidance”), Mylan made a promise to the Board and
Patent Owner (“PO”) as a quid pro quo: a Sand Revolution stipulation to avoid dis-
cretionary denial under Apple Inc. v. Fintiv, Inc., IPR2020-00019, Pap.11 (Mar. 20,
2020) (prec.). But despite promising not to pursue instituted IPR grounds in litiga-
tion, Mylan is actively violating that promise—taking the unsupported position it
can (or “must”) litigate three identical grounds in court until dispositive motions or
trial. This harms the Board’s efficient operation, the system’s integrity, and PO—
which must simultaneously defend Mylan’s duplicative attacks while Mylan edu-
cates its litigation co-defendants and apparently funds their experts on the overlap-
ping grounds. Unless the Board enforces petition promises and punishes these bla-
tant violations, petitioners will be free to make and break their Fintiv stipulations.

I.  Factual Background

In its Petition, Mylan Pharmaceuticals Inc. (“Mylan”) promised the Board and
PO that it would not litigate any of the same IPR grounds in the co-pending district
court action, In re: Ozempic (Semaglutide), No. 1:22-md-03038-CFC (D. Del.)

(“parallel litigation™), from the moment this IPR was instituted.! Relying on that

"' Pap.1, 66 (“if the Board institutes, Petitioner will not pursue in [parallel litigation]

any instituted grounds,” citing Sand Revolution II, LLC v. Continental Intermodal
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stipulation, PO did not brief Fintiv in its POPR (Pap.6). Mylan got what it wanted:
the Board, noting Mylan’s stipulation, declined to invoke its discretion and, instead,
instituted trial on October 4. Pap.10, 16. Mylan’s promise took effect that day, but
Mylan broke it: Mylan is actively litigating three identical instituted IPR grounds
in district court—flouting its representation to the Board and PO, engaging in the
harassing, duplicative litigation the Fintiv policies exist to prevent, and ensuring the
harm to PO cannot now be undone. After institution:
e Mylan coordinated and educated its litigation co-defendants to continue
pressing these same three identical grounds in court.
e In the midst of the co-defendants developing their litigation invalidity theo-
ries, Mylan shared its three IPR experts with each of the four other defendant
groups, uniting them all in forming and refining their arguments and evi-

dence on these core invalidity positions in litigation expert reports.

Grp.—Trucking LLC, IPR2019-01393, Pap.24, 12 (June 16, 2020) (informative)).
Unless stated, statutory and regulatory citations herein are to 35 U.S.C. or 37 C.F.R.,

as context indicates, internal citations omitted, and emphases/annotations are added.

2
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e Represented by the same counsel,? Mylan itself actually served the three lit-
igation reports on behalf of Mylan and every other defendant on March 19,
2024, making the very arguments Mylan is barred from pursuing. And, as
detailed below, Mylan’s violations continue.
These Mylan-coordinated litigation reports were from the same three experts Mylan
hired for its IPR—Jusko (EX1006/EX2551), Bantle (EX1004/EX2537), and Dalby
(EX1008/EX2538)—and include three invalidity grounds identical to those already
instituted here, asserting *462’s litigated claims are: (1) “invalid as anticipated by
WO ’421” (just as in Mylan’s IPR Ground 1), (2) “invalid as anticipated by Lovshin
2009” (IPR Ground 2), and (3) “obvious over WO ’537 in view of Lovshin 2009”
(IPR Ground 4). E.g., EX2551, 91, 206, 227, 331; EX2537, 91, 286-304, 323-339,
414-438; EX2538, 991, 178-181; EX2539, 1-2. The reports contain not only swaths
of these experts’ original IPR declarations to argue the very grounds Mylan gave up

for institution,? but also refinements responding to and road-mapping from specific

2 Mylan is represented by many of the same Perkins Coie LLP attorneys in both this
IPR and the parallel litigation. Compare, e.g., Pap.45, with EX2544, at 2-3.

3 See, e.g., EX2563, 40:9-13. Despite Mylan’s contrary suggestions (e.g., id.,
35:12-17; Pap.69, 4), its stipulation doesn’t permit Mylan to pursue insitituted

grounds through “public” materials.
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arguments PO made in this IPR. E.g., compare POR (Pap.29), 51 (identifying fail-
ure to show REOS), with EX2551, 49340-42 (adding REOS arguments after 4340
in Y341-42 (missing after similar EX1005, 4255 (Ground (“Gr.”) 4)); POR, 35
(“Jusko opined (without data)”), with EX2551, 9350 (adding data missing from
similar EX1005, 4262 (Gr. 4)); compare, Pap.29(POR), 33-34 (criticizing “0.1, 0.2,
and 0.4 mg [doses as] not show[ing] statistically significant improvement”), with
EX2551, 9349 (adding assertion (missing from similar EX1005, 4261(Gr. 4)) that
“these doses [0.1, 0.2, and 0.4 mg]... would still provide some degree of efficacy’).

As even the publicly-available record* confirms, Mylan began sharing its IPR
experts with the other defendants on these overlapping grounds only after Mylan’s
promise took effect. When copycat petitioners Dr. Reddy’s Laboratories and Sun
Pharmaceuticals filed their petitions and joinder motions within a month of Mylan’s
institution, each submitted declarations from their own alternate experts, expressing

uncertainty about whether Mylan would allow them to retain Mylan’s.> See, e.g.,

4 PO is separately seeking discovery regarding Mylan’s violation. See Pap.69, 5-6.
> Dr. Reddy’s and Sun joined this proceeding as silent understudies, agreeing, inter
alia, to be bound by Mylan’s agreements about taking testimony. £.g., [PR2024-

00009, Pap.3, 2, 6-7 (DRL); IPR2024-00107, Pap.2, 7-8 (Sun). Both knew of

Mylan’s stipulation, which they copied in their copycat petitions, and each knew
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EX2545, 4-5 (“[1]n the event that Mylan does not agree to allow DRL to retain...
Mylan[’s] Declarants™); EX2546, 4-6. But the reports Mylan served in March for all
defendants say Mylan’s experts are now expressly testifying for every co-defend-
ant—opetitioners Mylan, DRL and Sun, as well as Zydus and Rio—for purposes of
attacking PO’s *462 Patent. EX2551, q1; EX2537, q1; EX2538, q1.

After PO served a proposed motion for sanctions on June 10, 2024, the parties
engaged in an extended meet-and-confer pursuant to §42.11(d)(2). But Mylan never
acknowledged a problem with its conduct and never disputed the underlying facts.
EX2654, 1-5, 7-9. Mylan also refused to answer basic questions about its conduct,

and would not commit to stop pursuing the identical grounds in litigation.® Instead,

of, participated in, and benefitted from Mylan’s violation of its stipulation, having
joined the March 19 expert reports knowing Mylan was forbidden from doing so.
E.g., IPR2024-00009, Pap.18, 1-2 (DRL); IPR2024-00107, Pap.14, 1-2 (Sun).

6 E.g., EX2654, 9 (unanswered from June 25: “can Mylan represent that... Mylan
had no substantive involvement in the preparation, discussion, or other develop-
ment of the” foresworn invalidity theories in the March reports), 8 (same: “Does
Mylan agree that, going forward, it will not pursue these grounds, whether alone or
in collaboration (openly or “behind the scenes’) with its codefendants?”); Pap.69,

4 (“Mylan...would not acknowledge whether it was involved”); EX2536, 13:1-15,
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Mylan first sought to limit its stipulation—editing it from any pursuit of the forbid-
den grounds from institution (Pap.1, 66), to pursuit only later, by dispositive “mo-
tion or at trial.” EX2654, 10. And on July 2, after meeting and conferring, Mylan
first hypothesized it was required to pursue the forbidden grounds to preserve them
in case the law changed—in other words, Mylan had to break its promise in case the
law later changed (in some unspecified way) to free it from its promise. EX2655, 2.

Mylan’s active misconduct continues. On July 16, Mylan and its codefendants
again served joint expert reports. This time, DRL and Sun (now instituted and joined
here) acknowledged they were bound by their Sotera stipulations. But in sharp con-
trast, Mylan continued to press its unsupportable position that its own Sand Revolu-
tion stipulation does not limit Mylan’s full-bore litigation of these overlapping
grounds against PO in court—through expert discovery and pretrial—until a dispos-
itive “motion or trial.” The three July reports (again from Bantle, Jusko, and Dalby)

each include footnotes like the following:

!Tunderstand that Dr. Reddy’s and Sun do not adopt my opinions as they relate
to anticipation or obviousness of the '462 patent, see also Op. Rpt. §§ IX.A and
IX.B, because they stipulated in related proceedings not to pursue such
arguments in this case. I also understand that Mylan Pharmaceuticals Inc. will
not pursue/by motion or at trial in this litigation anticipation of the claims of the
'462 patent by WO 421 or Lovshin or obviousness of the claims of the '462
patent by WO ’537 in view of Lovshin, see also Op. Rpt. §§ IX.A.1, IX.A.3, and
IX.B.3, unless a change in law otherwise permits.

EX2650, 91n.1; EX2651, 41n.1; EX2652, q1nn.1-2. And Mylan further argues it

20:9-22:21, 39:21-40:17.
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can’t, as a practical matter, follow its stipulation because it chose to share experts:

“I'Y Jou cite no authority for your argument that Mylan may “fund]]
and shar[e] experts only on permissible topics,” and offer no explana-
tion as to how exactly that would work in practice or what, exactly, is
a “permissible topic[].” ...Apparently Patent Owner believes Mylan
must parse and divide expert bills according to whether an expert was
reading WO421 with one ground in mind or another or was describing
it generally or in the context of certain grounds but not others. Patent
Owner also appears to believe, for example, that when the district
court defendants prepare an expert for deposition, Mylan may discuss
WO0421 with the expert for some purposes but not others. As these ex-
amples illustrate, at no point have you attempted to explain how your

unsupported position could be carried out in practice....
EX2655, 3 (emph. orig.); EX2656, 2; EX2536, 21:21-22:9, 35:12-36:1. While this
is certainly revealing (both about Mylan’s past conduct and its intent going forward)
it offers no excuse: parties regularly pay and direct their experts on separate tasks
(as Sun’s” and DRL’s footnotes confirm), and Mylan’s convenience doesn’t trump

its promise to the Board and PO.

7 While acknowledging its stipulation, Sun has confessed its own view that Mylan
has inextricably embedded its three estopped IPR Grounds into the co-defendants’
litigation positions. EX2543, 1 (declining to confirm it would forgo indirect pursuit

of stipulated grounds, as it “may not be the case” that issues can be isolated).
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II. Argument

The Board (and patentees) are entitled to rely on petitioners to keep their
promises—indeed, the orderly functioning of PTAB proceedings requires it. To do
otherwise would gut the Office’s Fintiv policies and Congress’s intent for the PTAB.
See also §42.11(a)-(c) (describing duty of candor). Given Mylan’s clear, continuing
violations, sanctions are needed to protect the integrity and efficient functioning of
the PTAB, as well as to begin to address the prejudice to PO.

The Board has broad powers to sanction misconduct. §42.12(a). Whether
sanctionable misconduct has taken place is a “fact-based inquiry” into whether a
party’s conduct “demonstrates an abuse of process or conduct that otherwise thwarts,
as opposed to advances, the goals of the Office and/or the AIA.” E.g., Patent Quality
Assurance, LLC v. VLSI Tech. LLC, 1IPR2021-01229, Pap.102, 38-39 (Dec. 22,
2022) (prec.) (“PQOA”). §42.12(b) identifies particular sanctions, including sanctions
sought here, although the Board may also issue other non-listed sanctions. Apple Inc.
v. Voip-Pal.com, Inc., 976 F.3d 1316, 1323-24 (Fed. Cir. 2020). In determining ap-
propriate sanctions, the Board generally considers: (1) whether the party’s conduct
warrants sanctions; (2) whether that conduct caused harm (to, e.g., another party, the
proceedings, or the USPTO); and (3) whether the sanctions are proportionate to the
harm. PQA at 36-37; OpenSky Indus., LLC v. VLSI Tech. LLC, IPR2021-01064,

Pap.102,26 (Oct. 4,2022) (prec.). As explained below, Mylan’s misconduct requires
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that the Board (1) enter adverse judgment on the Grounds Mylan has improperly
continued to pursue in IPR and litigation—Grounds 1, 2, and 48—or, alternatively,
preclude argument and exclude evidence as to those Grounds (see §42.12(b)),” and
(2) order Mylan pay compensatory expenses, including PO’s attorney fees (id.).

A. Mylan’s Violation of Its Stipulation Warrants Sanctions

Mylan’s disregard of its promised estoppel is sanctionable conduct. In making
and then blatantly breaking its promise not to pursue any instituted IPR grounds in
parallel litigation, Mylan first “[a]dvanc[ed] a misleading or frivolous argument” to
avoid discretionary denial, (Pap.1, 66), and then “[a]buse[d the Board’s] process”
and “improper[ly] use[d this] proceeding” to harass PO and waste the resources of
both PO and the Board with improper duplicative attacks against the 462 Patent that
risk inconsistent results. See §42.12(a)(2), (6), (7). The same is true of Mylan’s base-
less assertions to the Board and PO that it can now limit its stipulation to dispositive
“motion[s] or trial,” or that Mylan “must” break its promise to “preserve” its options.

E.g.,EX2656, 2; EX2536, 13:9-15:3, 20:9-21:13; see Samsung Elec’s America, Inc.

8 While Ground 3 is also substantially identical to a fourth ground urged by the de-
fendants in litigation (WO421 in view of the ’833 Patent), PO reserves for the district
court whether Mylan’s stipulation extends to that ground.

? For the reasons supra (see n.5), silent understudies DRL and Sun are also bound.

9
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v. RECyber Corp., IPR2021-00980, Pap.11, 17-18 (Dec.15, 2021) (rejecting argu-
ment that Sotera stipulation caveat “unless a change in the law allows otherwise”
created an “‘out,’ in reality [that] would... allow[] Petitioner to continue its prior-art
based invalidity arguments in district court”). Mylan wants to have its cake and eat
it, too: while failing to acknowledge its actual stipulation in district court (even after
DRL and Sun made court filings acknowledging their IPR stipulations'?), Mylan
actively broke that promise by personally serving invalidity arguments Mylan was
barred from making, and improperly continues actively litigating these duplicative
grounds in both forums. And, by sharing its experts and working with other defend-
ants on reports urging these same overlapping grounds, Mylan has improperly en-
sured the other defendants are fully and improperly educated and armed by Mylan
with Mylan’s detailed views and Mylan-prepared experts to continue pursuing (for

all defendants) the arguments Mylan is forbidden from pursuing—embedding

10 Mylan’s counsel was informed via ECF in February and again in May that co-
defendants DRL and Sun had both filed stipulations in the parallel litigation about
post-institution estoppel. EX2541; EX2542; EX2550; EX2547; EX2548; EX2549.
And PO had reminded Mylan of its Sand Revolution stipulation (which DRL and
Sun copied into their own petitions) in November—proposing Mylan upgrade it to

a Sotera stipulation to avoid certain disputes (Mylan declined). EX2540, 1-2.

10
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Mylan’s ongoing participation in a way that cannot now be undone. This renders the
Board’s precedents and policies meaningless, and frustrates these stipulations’ very
purpose: to avoid burdensome, duplicative efforts across litigation and the PTAB,
and potentially conflicting decisions. This, alone, supports sanctioning Mylan.
More fundamentally, Mylan’s misconduct is sanctionable as an improper use
of this AIA proceeding as part of a wrongful, duplicative, and burdensome attack on
PO and the ’462 Patent. AIA proceedings, such as Mylan’s IPR, “do not exist in
isolation but are part of a larger patent and innovation ecosystem” which “Congress
intended ... to be a less-expensive alternative to district court litigation to resolve
certain patentability issues.” POA at 39. At the same time, AIA proceedings are not
“intended to be tools of patent owner harassment.” Id. AIA’s intent, expressed by
Congress, is to “consider . . . the integrity of the patent system [and] the efficient
administration of the Office.” Id. (citing § 316(b)). Having “recognized the potential
for inefficiency and gamesmanship in AIA proceedings, given the existence of par-
allel proceedings between the Office and district courts,” it is precisely to pursue this
purpose of the AIA that the Board has designated Fintiv, Sotera, and Sand Revolu-
tion as precedential or informative. Fintiv Guidance, 1, 7-8; Sand Revolution, 12.
B. Mylan Has Harmed the Office, the Patent System, and PO

Harm to the Office and System. Fintiv exists to police the “potential for

inefficiency and gamesmanship in AIA proceedings” running in parallel to related

11
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litigations, particularly when overlapping issues raise “concerns of inefficiency and
[potentially] conflicting decisions.” Fintiv Guidance at 1, 7. Sand Revolution stipu-
lations, like Mylan’s, are meant to mitigate those concerns and “help ensure that an
IPR functions as a true alternative to litigation in relation to grounds that could be
at issue in an IPR.” Sand Revolution, 12 & n.5. Mylan’s invoking Sand Revolution
to win institution, only to break its promise later when it benefited Mylan, violates
these policy goals, undermines the Office’s safeguards against inefficiency and
gamesmanship, and invites distrust of the patent system. Mylan’s active two-forum
litigation on its IPR grounds after promising to choose just one undercuts Congress’s
goal of a more efficient “alternative to district court litigation....” PQA, 39.

Harm to PO. Mylan’s intentional disregard of its promised stipulation has

also harmed, and continues to harm, PO. PO relied on Mylan’s explicit promise in
the Petition and, given the Office’s precedent weighing such stipulations, did not
pursue Fintiv-related issues or arguments. The Board did not question Mylan’s stip-
ulation, either, and to the contrary cited it in instituting this IPR. Pap.10, 16. Because
Mylan is, in fact, pursuing overlapping grounds in litigation and directing and or-
ganizing its co-defendants to do the same, PO is now forced to carry the needless,
wasteful burden of defending its patent simultaneously against Mylan and the same
invalidity grounds in two different forums—including in expert discovery and dep-

ositions against Mylan in the parallel litigations—as well as the costs of responding

12
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to and seeking to remedy Mylan’s violation. PO’s quiet title is further prejudiced by
potentially-conflicting decisions between the PTAB and district court. Mylan is im-
properly using AIA proceedings as “tools of patent owner harassment.” PQOA, 39.

This harm cannot be undone. By setting up all the defendants to pursue the
same overlapping grounds in parallel litigation using Mylan’s IPR experts and their
opinions crafted at Mylan’s behest and now refined with Mylan’s participation,
Mylan has made permanent the inefficiencies of duplicative litigation Mylan prom-
ised the Board it would avoid. Pap.1, 66. Even if Mylan now formally “withdraws”
from those reports and arguments, its IPR grounds (as shaped, revised, and argued
by Mylan) will be carried forward by the co-defendants, now fully informed on
Mylan’s invalidity theories and armed with Mylan’s experts. See also supra n.7,
EX2536,21:21-22:9, 35:12-36:1.

C. PO’s Requested Sanctions Are Proportional to the Harm

PO’s requested sanctions are reasonable in light of the severity of Mylan’s
ongoing misconduct, and also necessary to ensure compliance with the Board’s
rules, deter others, and begin addressing the prejudice to PO. See Apple Inc. v. Voip-
Pal.com, Inc., IPR2016-01198, Pap.70, 9—10 (Dec. 21, 2018) (citing § 42.11(d)(4)).

1. Adverse Judgment or, Alternatively, Preclusion and Exclusion

As detailed above, the harm to PO cannot be fully remedied because Mylan

13
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has assured late compliance with its stipulation will be meaningless. To begin ad-
dressing Mylan’s wrongdoing, an appropriate sanction would be entry of adverse
judgment against Petitioners on duplicative Grounds 1, 2, and 4, leaving them free
to pursue in the [PR any non-overlapping grounds. §42.12(b)(8); n.9. Such an order
is necessary and proportionate because of the severity of Mylan’s misconduct: while
Mylan has continued pressing them in this IPR and parallel litigation, Mylan has
also irreversibly tainted the litigation by directing, sharing, and furnishing the ex-
perts and arguments for the duplicative grounds to Mylan’s litigation co-defendants.

Any remedy short of adverse judgment would encourage future petitioners to
proffer sham stipulations in exchange for institution, safe in the knowledge they need
only comply if they are forced to do so later. Allowing Mylan to brush off its stipu-
lation without consequence would render Sand Revolution stipulations meaningless
and undercut the Board’s policies regarding discretionary denial and Fintiv—en-
couraging use of AIA proceedings as a tool for PO harassment, inefficient litigation,
and gamesmanship. Indeed, the Office has confirmed the value and importance of
avoiding the pursuit of identical grounds in litigation by specifying in its Fintiv
Guidance that petitioners may avoid discretionary denial by promising not to pursue
overlapping grounds in litigation. Fintiv Guidance at 7. To protect these policy in-
terests, ensure parties keep their promises to the Board, and deter others from fol-

lowing Mylan’s bad example, adverse judgment is needed. See, e.g., One World
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Techs., Inc. v. Chervon (HK) Ltd., IPR2020-00884, Pap.27, 5 (Feb. 11,2021) (“[W]e
need to take steps to ensure that a party... knows that it can rely on our rules and
orders.”) (authorizing sanctions motion). Declining to enforce a petitioner’s promise
made to achieve institution will only invite further bad behavior. It is “incumbent
on... the USPTO to protect against... harm” to AIA proceedings. PQOA, 55.

If the Board decides not to enter adverse judgment, PO submits that, for the
same reasons above, the Board should enter an order precluding Petitioners from
contesting the patentability of the claims in this IPR based on Grounds 1, 2, and 4,
or at minimum preclude Petitioners from relying on any evidence in support of those
Grounds (including without limitation from the three experts Mylan has prepared
and then shared with its litigation co-defendants). §42.12(b)(2), (3), (5).

2. Compensatory Expenses, Including Attorney Fees

PO also respectfully requests the Board award reasonable attorney fees to
cover PO’s costs for having to undertake this motion and address Mylan’s violation
of its stipulation. §42.12(b)(6). These monetary sanctions are necessary to compen-
sate PO for the resources it has wasted in response to Mylan’s misconduct.

III. Conclusion

PO respectfully requests that the Board impose the requested sanctions.

Respectfully submitted: /J. Steven Baughman/ July 31, 2024
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