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Pursuant to 37 C.F.R. 842.70(b), and the Board’s August 14, 2024 Order
Setting Oral Argument (Paper 78), Patent Owner Novo Nordisk A/S (“PO™)
respectfully submits the below list of unresolved objections to Petitioner’s
demonstratives. Following each objection is a copy of the objected-to slide with
objectionable portions within red rectangles.

e Slide 2: This slide’s citations to EX1040, 1 and EX1039, 2 reflect reliance on

new evidence, not supported by the citation to the brief on this slide.

Background- Known GLP-1 Treatment of T2D

Recently, an entirely new
therapeutic modality for the treatment of type 2

REVIEW ARTICLES diabetes based on the effect of GLP-1 was intro-
duced onto the market.
G ik tice- T and diabetes treatmedt . . .
Eaiasaisiinradisna Incretin-based therapies fall into two groups:

(1) GLP-1 receptor agonists, i.e. injectable pep-
tide preparations with actions similar to the nat-
ural incretin hormone GLP-1;

Ex. 1040 at1; Ex. 1003at § 71.

|VIC-toii-za)
(liraglultide (rDNA origin) injection)
Solution for Subcutaneous Use |

vVICTOZA® R ‘

* Initiate at 0.6 mg per day for one week. This dose is in-
tended to reduce gastrointestinul symptoms during initial
titration, and is not effective for glycemic control. After
one week, increase the dose to 1.2 mg. If the 1.2 mg dose
does not result in ncceptable glyeemic control, the dose
can be increased to 1.8 mg (2).

Ex. 1039 at 2;
Ex. 1003 at )Y 74-75.

bet 16-17 DEMONSTRATVE EXHEIT — NOT EVIDENCE 2
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e Slide 3: This slide’s citation to EX1012, Fig. 1 reflects reliance on new

evidence, not supported by the citation to the brief on this slide.

Background — Known GLP-1 Agonists and Actions

Table 1 | Incretin
Agont Dose Status.
GLP1R agonists {subcutaneaus injection)
Exanntide B-10 g twice daily A
Uragutide 1.2-1.8mg onoe dally F
ARDOD 5-30 g once of twice daily 1
Exenatide QW 2mg once weekly I
Tuspoglutioe 20-30mg once weskly 1
Nbighutice B0-50mg ence weekly 1
QIC-11340C 1.8-3mg onoo of teeoe woekly |
NNBEIS 0.1-1,Bmg ones weakly 1
LY2180208 10,26-3mg onoe woeokly |
Ly24zaTaT 0.5-17 B onoe weakly 1
DPP-4 inhibitors (oral)
Sitagipin 28-100mg onoe daly A
Vilsagiiptin 50 mg twice dally A
Hogigtin 12.5-26mg once dally F
Saxagliptin B-10mg onoe dally "
Linagliptin 2.5-5mg once daily i
200-A00mg ore dally 1 Figure 1 | GLP-1 receptor agonists exert diverse actions on distinct target tissues,
3 . which lead to reduction of blood glucose level and body weight in humans.
sogrmvall |, buing ventigaied. Abbreviations: CNS, central nervous system; GLP-1, glucagon-like peptide 1.
Ex. 1012 at 2-3.
Ex. 1012 at 2-3.
Pet. 21 DEMONSTRATIVE EXHIBIT — NOT EVIDENCE 3
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e Slides 9-14: These slides reflect new arguments regarding whether Dr. Jensen

Is properly named as an inventor of the 462 patent, which are not supported by

the citations to the briefs on these slides.

Apator Miitors Aps v. REG Synthetic Fuels, LLC v. Burroughs Wellcome Co. v.
Kamstrup A/S, Neste Oil Oy, Barr Laby’s, Inc.,
887 F.3d 1293, 1295 (Fed. Cir. 2018) 841 F.3d 954, 962 (Fed. Cir. 2016) 40 F.3d 1223, 1228 (Fed. Cir. 1994)
(citation omitted) (citation omitted)

“An inventor can swear

: _ “Conception is “the “But an inventor need not
bdm.]d e refelencg by . formation, in the mind of know that his invention
proving he conceived his || the inventor of a definite || will work for conception to
]]1\’611[.1011 IJIEFOIE the ” and permanent idea l’_?fﬁ?(’ be complete. He need only
. complete and operative show that he had the idea;

reference and was diligent
in reducing his invention to
practice after that date.”

invention, as it is thereafier the discovery that an

to be applied in practice.”” || invention actually works is
part of its reduction to
practice.”

Pet. Reply 3-4 DEMONSTRATVE EXHIBIT — NOT EVIDENCE g9




IPR2023-00724
U.S. Patent 10,335,462

Apator Miitors Aps v. Kamstrup A/S,
887 F.3d 1293, 1297 (Fed. Cir. 2018)

“It is no answer that Apator’s evidence is ‘unrebutted,” as Apator
repeatedly points out. This criticism misunderstands Apator’s burden
of proof under § 102(g), which requires that Apator prove Mr.
Drachmann did conceive of his meter prior to Nielsen’s effective
filing date, not that Kamstrup prove Mr. Drachmann did not.”

DEMONSTRATVE EXHBIT — NOT EVIDENCE PROTECTIVE ORDER MATERIAL

PO Sur-Reply 4; Pet. Reply3-4
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PO argues 1.0 mg dose communications “just a general goal’

Creative Compounds, LLCv. Starmark Labys,
651 F.3d 1303, 1312 (Fed. Cir. 2011)

Dawsonv. Dawson,
710 F.3d 1347. 1353 (Fed. Cir. 2013)

“An idea is sufficiently definite for conception “when the
mventor has a specific, settled 1dea, a particular solution to the
problem at hand, not just a general goal or research plan he
hopes to pursue

In tlis email, Cornelius speculates that the method of making

dicreatine malate “should’ be like that of making creatine citrate,

The district court concluded. and this court agrees, that this
email 15 msutherent to establish prior conception of the subject
matter of the "373 Patent. Creative failed to submit testimony
explaimng the significance of this email and whether this

titute concepuon of subject matter within

gle claimin the "373 Patent.”

reference would cons
the scope of even a s

r-Reply 4

“A ‘preliminary’ statement about a ‘possibility” or “potental
use.” alongside a recommendation for contimued work and a
‘report back” mn the future. falls short of a “defimte and
permanent idea of the complete and operative invention. as it is
hereafter to be apphed in practice.”

The madequacy of UCSF's showing 1s equally clear in the
comtext of the specific interference counts. The linutations of
the 719 count include specific concentrations, such as “0.01%
to 1.0% of an azahide anubiotic” and *0.1 to 10% of a polymerie
suspending agent which is a water-swellable water-insoluble
cross-linked carboxy-vinyl polvimer which comprises at least
90% acrylic acid monomers and 0.1% to 3% cross-linking
agent.” As the Board found. UCSF failed to provide “evidence to
agest a complete conception of th[at] specific formulanon ™

DEMONSTRATIVE EXHIBIT — NOT EVIDENCE 13
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e Slide 15: The graphic reflecting on this slide reflecting two different excerpts

from EX2028 is misleading and confusing.




IPR2023-00724
U.S. Patent 10,335,462

e Slide 16: This slide includes a graphic reflecting two different excerpts from
EX2030, which is misleading and confusing. Additionally, this slide’s citation

to this aspect of NFC Technology, LLC v. Matal reflects reliance on a new,

unbriefed argument, not supported by the citations to the briefs on this slide.
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Slide 17: This slide’s citation to EX2029 reflects reliance on new evidence, not
supported by the citations to the briefs on the slide, and new arguments based

on EX1312, 101:4-12, which are also not supported by the citations to the briefs

on the slide.
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Slide 31: This slide fails to provide the context of the testimony presented

(cutting off portions of an Answer that provide context).

WO0421 Disclosed All Elements of Claim 1

1.0 mg once weekly

1.0 mg Once Weekly 1.0 mg is not “critical”

Genentech, Inc. v. Hospira, Inc.,

#nd Lt reports that, In the full analysls

946 F3d 1333, 1338 (Fed. Cir. 2020) (citation omitted)

“Once the patent challenger has established, through overlapping
ranges, its prima facie case of anticipation, ‘the court must
evaluate whether the patentee has established that the claimed
range is eritical to the operability of the claimed invention.™

achisving MEAlc less thsn 7 percent

Thac's what it =ays.
* W *
Semaglutide Liragiutice

s the 0.8 Daselme 67 B2 02 &7 32 81 A1 B8O B9
Pasela0 1 g D3 04 my DE g 08 g 1img 13 mg 13 1

Ex 1313 (153:13-18; 1631315, 164.1-4) .
(Rosenstock Dep.) Ex. 1001 (Fig. 1)
DEMONSTRATVE EXHBIT — NOT EVIDENCE 1]

Pet Reply 13-15
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e Slide 42: This slide reflects reliance on a new, unbriefed argument regarding
anticipation of *462 claim 3 by Lovshin other than by inherency, which is not

supported by the citations to the briefs on this slide.

Lovshin Disclosed the Elements of Claims 2 & 3:

parenteral / subcutaneous injection

Incretin-based therapies for type 2

diabetes mellitus

Table 1 | Incretin-based theraples

Agent Dose

Status

GLP-1R

Ex 1012at2.

311 As of the prionty date of the “462 patent, a POSA would have known
that “[plarenteral administration may be performed by suboutancous, intramuscular
or intravenous injection by means of a syringe. optionally a pen-like syringe.” or by
means of an infusion pump. Ex, 1034 (Koudsen patent) al 170:25-29, Therelore, a

POSA would have d that the “sul injection” disclosed in

Lovshin is a type of parenteral administration, and i would have been injection of a

solution,

Pet. 35-36. 38: Pet. Reply 16-18

Ex 1003, {311.

218, Loyshin disclosed thm the dose of NN9335 (semaglutide) 10 be
administered 1o a patient is 0.0 1.6 myg once weekly,” given by “subcutancous
injection” to treat type 2 diabetes. Ex. 1012 (Lovshin) at 2. In my opinion. skilled

artisans would have known that a subcutaneous mjeetion is necessarily a solution

Ex. 1005, 218.

DEMONSTRATIVE EXHIBIT — NOT EVIDENCE

42

10
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e Slide 47: This slide’s reliance on In re Applied Materials, Inc. for the
proposition that “[a] recognition in the prior art that a property is affected by the
variable is sufficient to find the variable result-effective” reflects reliance on
Applied Materials for a new, unbriefed argument, which is not supported by the

citations to the briefs on this slide.

Semaglutide Dosing Was a Result-Effective Variable

Prior art taught T2D treatment with a range of semaglutide doses and dose-finding
trials were ongoing with different doses across the known range

NCT657 NCT773

o
[T

e e T
B Ermreas

et gy snanae

T b

In re Applied Materials, Inc.
692 F.3d 1289, 1297 (Fed. Cir. 2012)

“Arecognition in the prior art that a property is
affected by the variable is sutficient to find the
variable result-effective.”

Pet. 40-41; Pet. Reply 24-25; Ex. 1013 at 15-16, 19-20;
Ex. 1014 at 7, 11; Ex. 1003 ] 259, 399-401; Ex. 1005 1] 227-236

DEMONSTRATVE EXHIBIT — NOT EVIDENCE 47

11
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o Slide 48: This slide reflects reliance on a new, unbriefed argument that
“[e]stablishing that a variable is result-effective is a low bar,” which is not

supported by the citation to the brief on this slide.

Semaglutide Dosing Was a Result-Effective Variable

Establishing that a variable is result-effective is a low bar

E.I. DuPontde Nemours & Co. v. Synvina C. V.

904 F.3d 996, 1009 (Fed. Cir. 2018)

The “situation where a ‘parameter optimized was not recognized
to be a result-effective variable’ [is] an ‘exception’ ... [and] [o]ur
subsequent cases have confirmed that this exception is a narrow
one. Indeed, we have located no case where this court relied on a
variable not being result-effective in an obviousness analysis.”
(citation omitted)

Pat 41 DEMONSTRATVE EXHBIT — NOT EVIDENCE 48

12
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e Slide 49: This slide’s reliance on Genentech Inc. v. Hospira, Inc. for the
proposition that “Petitioner’s obviousness grounds do not require modifying
any reference” reflects reliance on Genentech for a new, unbriefed argument,

which is not supported by the citations to the briefs on this slide.

POSAs Were Motivated to Optimize in the Known Prior Art Dose Range

Petitioner’s obviousness grounds do not
require modifying any reference

Genentech, Inc. v. Hospira, Inc.,

946 F.3d 1333, 1341 (Fed. Cir. 2020)

“The normal desire of scientists or artisans to improve upon
what is already generally known provides the motivation to
determine where in a disclosed set of ... ranges is the optimum
combination.’” (citation omitted)

Pet. 38-39; Pet. Reply 19-20 DEMONSTRATIVE EXHIBIT — NOT EVIDENCE 49

13
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e Slide 50: This slide reflects reliance on a new, unbriefed argument that “[t]he

semaglutide prior art dose range is not especially broad,” which is not supported

by the citation to the brief on this slide.

POSAs Were Motivated to Optimize in the Known Prior Art Dose Range

Pet. Reply 21

The semaglutide prior art dose range
is not especially broad

E.I. DuPontde Nemours & Co. v. Synvina C. V.

904 E.3d 996, 1011 n.15 (Fed. Cir. 2018)

“We are not persuaded by Synvina’s argument that our decision
in Genetics Institute supports not applying the burden-shifting
framework. That case involved disclosure of very broad ranges
in the prior art—68,000 variants of a protein made up of 2,332
amino acids—that did not mvite routine optimization. In
contrast, this case presents ‘not especially broad’ ranges of
temperature and pressure.” (citation omitted)

DEMONSTRATIVE EXHIBIT — NOT EVIDENCE

14

50
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o Slide 65: The heading of this slide ||| G
I o' i 2 new, unbrifed

argument not supported by the citation to the brief on this slide, and this slide’s
reliance on EX23001, 95 and EX2054, 1158, 77, 78 in support of that argument

reflects reliance on a new, unbriefed argument not supported by the citation to

the brief on this slide.

15
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e Slide 66: This slide reflects reliance on a new, unbriefed argument that “[a]
nexus presumption cannot be founded on unclaimed features,” and this slide’s
reliance on Quanergy Systems, Inc. v. Velodyne Lidar USA, Inc. in support of
that argument reflects reliance on a new unbriefed argument, neither of which

are supported by the citations to the briefs on this slide.

PO Is Not Entitled to a Nexus Presumption

Quanergy Sys., Inc. v. Velodyne Lidar USA, Inc.,

A nexus presumption cannot be founded on 24 E4th 1406, 1418-19 (Fed. Cir. 2022)

unclaimed features “There is no dispute the Board must consider unclaimed
features as part of its presumption analysis when they
are raised.”

Cf Rep.34-35. And evidence that “products embody the

full scope of the claimed invention™ supports a nexus presumption even when un- %ok %
claimed features are present. Chanergy Svs., fnc. v. Velodyne Lidar USA, Ine., 24 “Someunclaimed features ‘amount to I’lOthi]lg more than
Fotih 1406, 1419 (Fed. Cir. 2022). additional msignificant features,” such that presuming

nexus is still appropriate. Other unclaimed features, like
‘a critical unclaimed feature that is claimed by a
different patent and that materially impacts the product’s
functionality,” indicate that the claim is not coextensive
with the product.”

* % %
“Here, Quanergy, at best, presented only a skeletal,
undeveloped argument to the Board.” (citations omitted)

PO Sur-Reply 27; Pet. Reply 34-35 DEMONSTRATIVE EXHBIT — NOT EVIDENCE 66

16
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e Slide 68: This slide’s reliance on Galderma Laboratories, L.P. v. Tolmar, Inc.
as support for Petitioner’s argument that “PO Did Not Meet its Commercial
Success Production Burden” and “[h]owever, if the feature that creates the
commercial success was known in the prior art, the success is not pertinent,”
reflects reliance on a new, unbriefed argument, which is not supported by the

citation to the brief on this slide.

PO Did Not Meet its Commercial Success Production Burden

Merck & Cie v. Gnosis S.PA.,
808 F.3d 829, 837 (Fed. Cir. 2015) (citation omitted).

“It commercial success is due to an element in the prior art, no nexus exists.”

Galderma Lab’ys, L.P. v. Tolmar, Inc.,
737 F.3d 731, 740 (Fed. Cir. 2013) (citation omitted).

“However, if the feature that creates the commercial success was known m the
prior art, the success 1s not pertinent.”

UCB, Inc. v. Actavis Lab’ys UT, Inc.,

65 F.4th 679, 696 (Fed. Cir. 2023)

“By contrast, [PO’s] expert ... did not analyze whether [PO’s] multiple patents
were responsible for commercial success.”

Pet. Reply 19, 36-38 DEMONSTRATIVE EXHBIT — NOT EVIDENCE 68

17
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Slide 69: This slide’s citation to EX1003, 11256, 298 reflects reliance on new

evidence, not supported by the citations to the briefs on this slide.

PO’s Purported Commercial Success Does Not Stem
from What Is Claimed and Novel

= Using once-weekly subcutaneous semaglutide injections to treat T2D is
indisputably in the prior art.
E.g.. Ex. 1011;Ex. 1012; Ex, 10131]1]136.Ex 1300, 1Y 68-70, 74-77.
= U.S. Patent Nos. 8,129,343 and 8,536,122 claim the semaglutide molecule
and its use to treat T2D.

Ex. 1068 (claims 1-6); Ex. 1067 (claims 1-2, 4-11, 15); Ex. 1302, 1]Y] 275-276.

» Patent Owner contends 1.0 mg dose not in prior art, but weekly dosing and
efficacy are due to semaglutide’s molecular structure, not the 1.0mg dose.
— Ex1302, 1 227, 289.
— PO Literature: Ex. 2082 at 8; Ex. 2083 at 2; Ex. 1140 (53:1-55:19; 62:2-20; 73:4-10).

— Approval at other doses (0.5 and 2.0 mg). Ex. 2076 at 3-4; Ex. 1140 (31:9-32:12,
34:2-5; 35:17-36:1) (explaining “Ozempic has multiple approved dosages, which
allows me to tailor treatment to patients as their needs change over time”); Ex. 1302,
1111 220-222; Ex. 1308, |[{] 36-44.

Pet. 20-23; Pet, Reply 36-37 DEMONSTRATVE EXHIBIT — NOT EVIDENCE 69

18
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e Slide 70: This slide reflects reliance on a new, unbriefed argument that the *343

patent discloses once-weekly semaglutide, which is not supported by the

citation to the brief on this slide.

I A compound of the structure
M.-H-E}EGTFTSDVSSY LEGUJ\A—Q}EHA\MLVRGE G

HC CH, E
. \
H
MIQ%OM(}WM
o H o

o

oo United States Patent s Paren No: US B129,343 B2
Lam et al. (4n Dhate of Patent: Mar, 6, 2012 where the amino acid sequence is that of SEQ 1D NO:T,

I Y LATLE GLP OO0 S s £
Ex. 1068, claims 1 (structure), 4 (chem. name).

N 3 A method for treating type 2 diabetes in a subject, said method comprising administering
o] 10 a subject in need of such an effective amount of a phar ical it
comprising a compound of the structure

Ex. 1068 at 1

=] (=]
'“.-—H'HJEGTFTSDVSSY LEGCI!-I\'H‘_)'E FIAWLVRGR G—=»
HeToH, i

oo X
m{wvwvv\jwwwcwﬂiv\.owa'\‘m
o H o H o
where the amino acid sequence is that of SEQ 1D NO:7, and a pharmaceutically acceptable
excipient,

Ex. 1068, claims 3 (structure), 6 (chem. name).

Pet. Reply 16, 18, 36-38 DEMONSTRATIVE EXHIBIT — NOT EVIDENCE 70
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e Slide 83: This slide reflects reliance on a new, unbriefed argument that “PO’s
attorney argument is not a substitute for expert analysis,” which is not

supported by the citation to any brief.

No Unexpected Results: Differences Merely of Degree

PO’s attorney argument is not a substitute for expert analysis

PO's experts arid other evidance =t Petitioner"s sugrestion PO friled 1o compare 18 my gt is facially ineor-

confirm the differences resulting from 462 elrimed dose were dilferences in rect, POR.33, 34-85, 88, For exnmple, PO's uncxpecicd kidney results evidenee

Jind £, PORI-§T: EX205, 9061-45; EX035, W34-44: EXI011, S55H-63: lior | e once-weekly sengthatide in T20 gaticms was comnpired agadnst 0 Smg

- B once-weekly semiglunde and | 8my daily raglonde. See EX2015, 8 PORES,
ERT001, Fige5 {3087 greater weight loss in 0 ¥mg semuglutide (3. 4kg) thun i PR . o i

1 S Gimglutide (2 Gkgh: EX2082, 1, 6-7 (comparing | Omy semaglunide’| 2mg PO Sur-Reply at 32-33n.21,

hraglutide ot week 30, 2111% more patients hit 3% weight loss {36%018%), 375%

SRR e IORAOR soeeeaeredi 5. 150 SurReply Effect of the Glucagon-Like Peptide-1 Receptor
15,8k | Fhge), wnd T0% grester reduction in HBA Te for semaghutide (1.7/1.0)) at 34. Agonists Semag|ut|de and Lirag|ut|de on Kldne)f
Outcomes in Patients With Type 2 Diabetes:
somaglutide tragiutide F:Ol:’led Anal}‘sls Of SUSTA'N 6 and LEADER

853 né3 = [T
* o *

vy ._._n_“:_-_‘_E __ 1 ; : L
: % : 5 o What Are the Clinical Implications?
1 = ] « The results of this study suggest that the glucagen-
5 " et like peptide-1 receptor agonists semaglutide and
e L83

hg)

Waight

liraglutide may add to the kidney-protective treat-
ment options available to people with type 2 diabe-
tes and diabatic kidney dissase.

Ex. 1001, Fig. 5. Ex. 2015 at 1-2; see also Ex. 1306, Y 105, 131-132.

DEMONSTRATVE EXHBIT — NOoT EVIDENCE 83
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o Slide 84: This slide’s citation to EX2055, {38 reflects reliance on new

evidence, not supported by the citation to any brief.

No Unexpected Results: Differences Merely of Degree

PO’s experts failed to distinguish differences in degree and kind; Petitioner’s experts did

P05 experts and other evidence
eomfinm the dfferences resnlting from ‘4625 claimed dose were differencss in
kind K p, POR K357, EXJ05S 996 1.83; EXI06S, P38-44; X201 |, $84-03;
EX NN, Fig 5 (0N, preates weijgh loss i O Simg senmglutide {3 2hjg) dan
1 B ienphutide | 2.6kyh); EXI082, 1, 6T jeompanmp 1 D semaphatide’| 2y
lirmglutide an wiesk 30, 201% mure patienrs hic 3% weight loss (50%/15%), 575%
ot patients hit 107 weight loss (F9% 4% ), 2055 preser nverags weight loss

(5 8ky/) Ty ), and T0% greater reduction in HhAle fiar somagluride (17100

PO Sur-Reply at 34,

I The 2% relietion i1 dueepein MACE wilh once-weskly
subcutanivinies setnmchutidy was partularky outable s oorgarad 10 anuther GLE-1
rerepioe agonss, lirghsside, s studied in the LEADER trisl {Lirnghtide Effect snd
Actioas in Disbeles: Evalustion of Candloveseular uleouse Besuls). Comperisees
of these traals showed (hat o duily miection of lirghatide st | Bmg demonssmied »
13 resfuction i theet-paint MACE —anly half of fhe 26" shown with once-
weekly subculmerus semapluthle.  Ner, ey, EXI110 (Verzes) ai 2. Neotbly,
semaylutide ms evaluated in the SUSTAINGG wwial shomed o moch gresier pedton
in nonfital stroke, which is a finding the appeans mare mbust (and clinically

relevant] tar semaglitide thas any oiber Serapy i the fiekl S ol

Ex. 2055 (Blaha), 1 38.

135, 1 understand that for urespecied results 10 be persuastve, the resulls
produced by the claimed invention must be different in kind, and nin merefy in
degree, from the resulls produced by the prior ast, | anderstand that o difference in
Keinel can b the presence of a new property dissimilar 1o the known propery from
the prior ari. Dr Blsha filed to demonsimiz ikat the canfiovascalar resulls
mapcinted with Cheempic® were of a dilTerent kind than thise sssocuabed with the

chosest prior mm, otber GLP-1 recepor agomiste, and other mestments for T20.
*® W %

137. Secomd, even idering the Bsons o liraglutide,

achieved similar kinds of results that limgletide achieved. nimely, o redaction in 3«
polnt MACE. Sev EX2087 (ADA-2022) ar Table 10,38, Indeed, the ADA described
the resulis of LEADER as “emrsisteny” with the resulis fram SUSTAIN-G. EX2087
(ADA22T) ot 22 (“Hesults from o moderate-sized tnal of another GILP-1 receplor
aponist, semaglutide. were consistent with the LEADER sl {194) [SUSTAIN-

61

Ex. 1304 (Schwartzbard), 11 135, 137.

DEMONSTRATIVE EXHIBIT — NOT EVIDENCE

84
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e Slide 95: The heading of this slide (“Sanofi v. Watson Is Not a Range Case and

Does Not Undermine REOS Here”) contains a new, unbriefed argument.

Sanofi v. Watson Is Not a Range Case and
Does Not Undermine REOS Here

POR at 59-60, discussing Sanofi v. Watson Lab 'ysInc., What PO Leaves Out: Sanofi v. Watson Lab 'ys Inc.,
875 '3d 636 (Fed. Cir. 2017). 875 I.3d 636, 641, 648 (Fed. Cir. 2017).
“In Sanofi, the Federal Circuit affirmed no REOS “As was explained m publications before [the
where the art disclosed “the rationale and design priority date]. the results of the ANDROMEDA
of the ... study’ testing the drug at 1ssue m the trial, as they came m, led Sanofi to termmate the
relevant population and included a statement that study early: it appeared that dronedarone was
‘it is expected that treatment’ would work (as actually increasing mortality fram heast failure ™
claimed in the asserted patent). ... Rejecting this
far more robust [REOS] showing than Petitioner “Meanwhile, the ANDROMEDA study showed
offers here, the Federal Circuit found this was dangers of dronedarone severe enough to have
nothing more than a statement ot the hypothesis spurred early termination of the study. A 2006
being tested” and POSITA “would have been at European Medicines Agency report doubted the
best cautiously optimistic” that the drug at 1ssue presence of clinical benefits and deemed the
would have been effective in the relevant efficacy/safety ratio to be “negative.” A 2007
population.” article characterized the safety and efficacy data
as confusing and severely challenged.”
POR 59.60 DEMONSTRATVE EXHIBIT — NOT EVIDENCE g5

Respectfully submitted,
Dated: August 26, 2024
By: /Megan Raymond/

J. Steven Baughman (Reg. No. 47,414)
GROOMBRIDGE, WU, BAUGHMAN & STONE LLP
801 17th Street NW, Suite 1050

Washington, DC 20006

P: (202) 505-5832
steve.baughman@groombridgewu.com

Megan Raymond (Reg. No. 72,997)
GROOMBRIDGE, WU, BAUGHMAN & STONE LLP
801 17th Street NW, Suite 1050

Washington, DC 20006
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P: (202) 505-5878
megan.raymond@groombridgewu.com

Jenny C. Wu (pro hac vice)
GROOMBRIDGE, WU, BAUGHMAN & STONE LLP
565 5th Avenue, Suite 2900

New York, NY 10017

P: (332) 269-0038
jenny.wu@groombridgewu.com

Michael Milea (Reg. No. 71,863)
GROOMBRIDGE, WU, BAUGHMAN & STONE LLP
565 5th Avenue, Suite 2900

New York, NY 10017

P: (332) 269-0029
mike.milea@groombridgewu.com

Philip S. May (pro hac vice)
GROOMBRIDGE, WU, BAUGHMAN & STONE LLP
801 17th Street NW, Suite 1050

Washington, DC 20006

P: (202) 539-6620
philip.may@groombridgewu.com

Joshua Reich (Reg. No. 75,338)
GROOMBRIDGE, WU, BAUGHMAN & STONE LLP
565 5th Avenue, Suite 2900

New York, NY 10017

P: (332) 269-0024
joshua.reich@groombridgewu.com

Attorneys for Novo Nordisk A/S
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CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of PATENT OWNER’S
SUBMISSION OF UNRESOLVED OBJECTIONS TO PETITIONER’S
DEMONSTRATIVES has been served in its entirety by causing the
aforementioned document to be electronically mailed to the following attorneys of
record for the Petitioner listed below:

Petitioner’s Counsel of Record:

Lead Counsel: Brandon M. White

Reg. No. 52,354
White-ptab@perkinscoie.com
Perkins Coie LLP

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

By Electronic Mail

Backup Counsel: | Emily J. Greb

Reg. No. 68,244
Greb-ptab@perkinscoie.com
Perkins Coie LLP

33 East Main Street
Madison, W1 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
Perkins Coie LLP

24



IPR2023-00724
U.S. Patent 10,335,462

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, W1 53703
Telephone: (608) 663-7460

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

1120 NW Couch St.
Portland, OR 97209
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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
Laboratories,
Inc. and Dr.
Reddy’s
Laboratories.
Ltd.:

Jovial Wong

Reg. No. 60,115

Winston & Strawn LLP
1901 L Street NW
Washington, DC 20036
Telephone: (202) 282-5867
jwong@winston.com

By Electronic Mail

Backup
Counsel:

Scott Border

Reg. No. 77,744

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

Sharon Lin Mclntosh

(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

Dated: August 26, 2024

Respectfully submitted,

By: /Sayem Osman/

Sayem Osman
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