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EX2326 | November 16, 2021 Quarterly Insights Report — Q3’ 2021, Diabetes In-
tegrated Insights Ecosystem presentation (produced as NN-OZEM-
004691816) [UNDER SEAL]

EX2327 | February 17,2021 Integrated Insights Ecosystem, Wave 4 Quarterly In-
sights Report presentation (produced as NN-OZEM-004701779) [UN-
DER SEAL]

EX2328 | August 8, 2021 specifications for detailing material (produced as NN-
OZEM-004717717) [UNDER SEAL]

EX2329 | January 4, 2021 CV Region New Year Kick-Off Meeting presentation
(produced as NN-OZEM-004723449) [UNDER SEAL]
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EX2330 | November 11, 2020 Integrated Insights Ecosystem, Wave 3 Quarterly
Report presentation (produced as NN-OZEM-004723593) [UNDER
SEAL]

EX2331 | May 6, 2020 Integrated Insights Ecosystem, Wave 1 Quarterly Report
presentation (produced as NN-OZEM-004724606) [UNDER SEAL]

EX2332 | May 2017 GLP-1 Franchise Patient Segmentation, Results & Recom-
mendations presentation (produced as NN-OZEM-004731509) [UN-
DER SEAL]

EX2333 | August 11, 2020 Integrated Insights Ecosystem, Wave 2 Quarterly Re-
port presentation (produced as NN-OZEM-004741982) [UNDER
SEAL]

EX2334 | January 17, 2018 Pre-POA opening presentation (produced as NN-
OZEM-004751127) [UNDER SEAL]

EX2335 | --intentionally omitted--
to
EX2350

EX2351 | National Institute of Diabetes and Digestive Kidney Diseases, “What is
Diabetes,” https://www.niddk.nih.gov/health-information/diabe-
tes/overview/what-is-diabetes, last reviewed April 2023.

EX2352 | Mayo Clinic, “Diabetes — Symptoms & causes,” https://www.mayo-
clinic.org/diseases-conditions/diabetes/symptoms-causes/syc-
20371444, last updated Sept. 15, 2023.

EX2353 | Mayo Clinic, “Hyperglycemia in diabetes — Symptoms & causes,”
https://www.mayoclinic.org/diseases-conditions/hyperglycemia/symp-
toms-causes/syc-20373631, last updated Aug. 20, 2022.

EX2354 | Centers for Disease Control and Prevention, “Gestational Diabetes,”

https://www.cdc.gov/diabetes/basics/gestational.html, last reviewed
Dec. 30, 2022.

EX2355 | National Institute of Diabetes and Digestive Kidney Diseases, “Diction-
ary Definition: insulin,” https://www.niddk.nih.gov/Dictionary/l/insu-
lin.

EX2356 | Centers for Disease Control and Prevention, National Diabetes Statistics
Report 2020: Estimates of Diabetes and Its Burden in the United States
(2020).

EX2357 | National Institute of Diabetes and Digestive Kidney Diseases, “Type 2
Diabetes,” https://www.niddk.nih.gov/health-information/diabe-

tes/overview/what-is-diabetes/type-2-diabetes, last reviewed May
2017.

EX2358 | Mayo Clinic, “Type 2 diabetes — Diagnosis & Treatment,”

X1V

MPI EXHIBIT 1332 PAGE 14



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

https://www.mayoclinic.org/diseases-conditions/type-2-diabetes/
diagnosis-treatment/drc-20351199, last updated March 14, 2023.

EX2359 | Moses, R.G., Combination Therapy for Patients with Type 2 Diabetes:
Repaglinide in Combination with Metformin, Overview of Oral Antidi-
abetic Medications, https://www.medscape.com/viewarticle/722513 3

EX2360 | Quianzon, C. C.L. and Cheick, I.E., History of current non-insulin med-
ications for diabetes mellitus, J. Community Hosp. Intern. Med. Per-
spect. 2012 Oct. 15; 2(3). Doi: 10.3402/jchimp.v2i3.19081.

EX2361 | National Institute of Diabetes and Digestive and Kidney Diseases, “Low
Blood Glucose (Hypoglycemia),” https://www.niddk.nih.gov/health-in-
formation/diabetes/overview/preventing-problems/low-blood-glucose-
hypoglycemia, last reviewed July 2021.

EX2362 | U.S. Food & Drug Administration, Drugs@FDA, Diabeta®

EX2363 | U.S. Food & Drug Administration, Drugs@FDA, Micronase®

EX2364 | U.S. Food & Drug Administration, Drugs@FDA, Glucotrol®

EX2365 | U.S. Food & Drug Administration, Drugs@FDA, Amaryl®

EX2366 | Cleveland Clinic, “Biguanides,” https://my.cleve-
landclinic.org/health/treatments/25004-biguanides, last reviewed May
22,2023.

EX2367 | Sirtori, C.R. and Pasik, C., Re-evaluation of a biguanide, metformin:
mechanism of action and tolerability, Pharmacol. Res. 1994 Oct-Nov;
30(3):187-228.

EX2368 | Tomkin, G.H., Treatment of type 2 diabetes, lifestyle, GLP1 agonists
and DPP4 inhibitors, World J. Diabetes, 2014 Oct. 15; 5(5):636-650.

EX2369 | U.S. Food & Drug Administration, Drugs@FDA, Glucophage®

EX2370 | White, Jr., J.R., A Brief History of the Development of Diabetes Medi-
cations, Diabetes Spectr. 2014;27(2):82-86.

EX2371 | U.S. Food & Drug Administration, Drugs@FDA, Prandin®

EX2372 | Eggleton, J.S. and Jialal, 1., Thiazolidinediones, StatPearls [Internet],
available at https://www.ncbi.nlm.nih.gov/books/NBK 551656/, last up-
dated Feb. 20, 2023.

EX2373 | Cleveland Clinic, “GLP-1 Agonists,” https://my.cleve-
landclinic.org/health/treatments/13901-glp-1-agonists, last reviewed
July 3, 2023.

EX2374 | Tran, K.L., et al., Overview of Glucagon-Like Peptide-1 Receptor Ag-
onists for the Treatment of Patients with Type 2 Diabetes, Am. Health
Drug Benefits 2017 Jun; 10(4):178-188.

EX2375 | U.S. Food & Drug Administration, Approval Letter for Januvia® (Oct.
16, 2006)
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EX2376 | Kalra, S., Sodium Glucose Co-Transporter-2 (SGLT2) Inhibitors: A Re-
view of Their Basic and Clinical Pharmacology, Diabetes Ther., 2014
Dec.; 5(2):355-366.

EX2377 | Janssen Pharmaceuticals, Inc., “U.S. FDA Approves INVOKANA™
(Canagliflozin) for the Treatment of Adults with Type 2 Diabetes,”
https://www.prnewswire.com/news-releases/us-fda-approves-in-

vokana-canagliflozin-for-the-treatment-of-adults-with-type-2-diabetes-
200638361.html (Mar. 29, 2013)

EX2378 | American Diabetes Association, “Life with Diabetes: Get the Right
Care for You,” http://www.diabetes.org/living-with-diabetes/treatment-
and-care.

EX2379 | Novo Nordisk, “Managing your diabetes,” https://www.mynovoin-
sulin.com/diabetes-education/managing-diabetes.html, last updated
Dec. 2022.

EX2380 | Mayo Clinic, “A1C test,” https://www.mayoclinic.org/tests-procedures/
alc-test/about/pac-20384643, last updated Dec. 1, 2022.

EX2381 | Valentine, V., Goldman, J. and Shubrook, J.H., Rationale for, Initiation
and Titration of the Basal Insulin/GLP-1RA Fixed-Ratio Combination

Products, IDegLira and 1GlarLixi, for the Management of Type 2 Dia-
betes, Diabetes Ther., 2017 July; 8:739-752.

EX2382 | Boyes, K.S., et al., Physician Perceptions of Dose Escalation for Type
2 Diabetes Medications in the United States, Diabetes Ther.,2023 Nov.,
https://doi.org/10.1007/s13300-023-01499-x.

EX2383 | Bishop, S., “Losing Weight Can Have Big Impact on Those With Dia-
betes,” https://newsnetwork.mayoclinic.org/discussion/losing-weight-
can-have-big-impact-on-those-with-diabetes (Dec. 14, 2012).

EX2384 | Clamp, L.D., etal., Enhanced insulin sensitivity in successful, long-term
weight loss maintainers compared with matched controls with no weight
loss history, Nutrition & Diabetes, 2017; 7:¢282

EX2385 | Wilding, J.P.H., The importance of weight management in type 2 dia-
betes mellitus, /nt. J. Clin. Pract., 2014 Jun; 68(6):682-691

EX2386 | National Institute for Health and Care Research, “Losing weight follow-
ing type 2 diabetes diagnosis boosts chance of remission,” https://evi-
dence.nihr.ac.uk/not-articletype/losing-weight-following-type-2-diabe-
tes-diagnosis-boosts-chance-of-remission (Nov. 21, 2019)

EX2387 | American Heart Association, “Cardiovascular Disease and Diabetes,”
https://www.heart.org/en/health-topics/diabetes/diabetes-complica-
tions-and-risks/cardiovascular-disease--diabetes, last reviewed May 4,
2021.
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EX2388 | Cramer, J.A., Medication compliance and persistence: terminology and
definitions, Value Health 2008 Jan-Feb; 11(1):44-47.

EX2389 | Ho, P.M., Bryson, C.L., and Rumsfeld, J.S., Medication Adherence,
Circulation, 2009; 119(23):3028-3035.

EX2390 | Usherwood, T., Encouraging adherence to long-term medication, Aust.
Prescr., 2017 Aug.; 40(4):147-150.

EX2391 | Brown, M.T. and Bussell, J.K., Medication Adherence: WHO Cares?,
Mayo Clin. Proc., 2011 Apr.; 86(4): 304-314.

EX2392 | Baryakova, T.H., et al., Overcoming barriers to patient adherence: the
case for developing innovative drug delivery systems, Nature Reviews
Drug Discovery, 2023; 22:387-409.

EX2393 | DiBonaventura, M.d., et al., Multinational Internet-based survey of pa-
tient preference for newer oral or injectable Type 2 diabetes medication,
Patient Prefer. Adherence, 2010; 4:397-406.

EX2394 | Mansfield, C., et al., Patient Preferences for Attributes of Type 2 Dia-
betes Mellitus Medications in Germany and Spain: An Online Discrete-
Choice Experiment Survey, Diabetes Ther., 2017 Dec.; 8(6):1365-
1378.

EX2395 | Byetta® Prescribing Information (rev. Feb. 2015)

EX2396 | U.S. Food & Drug Administration, Drugs@FDA, Byetta®

EX2397 | U.S. Food & Drug Administration, FDA List of Authorized Generics,
https://www.fda.gov/media/77725/download, last updated Jan. 4, 2024

EX2398 | Januvia® Prescribing Information (rev. Feb. 2018)

EX2399 | U.S. Food & Drug Administration, Drugs@FDA, Januvia®

EX2400 | Janumet® Prescribing Information (rev. Feb. 2018)

EX2401 | U.S. Food & Drug Administration, Drugs@FDA, Janumet®

EX2402 | U.S. Food & Drug Administration, Drugs@FDA, Janumet® XR

EX2403 | Onglyza® Prescribing Information (rev. Feb. 2017)

EX2404 | U.S. Food & Drug Administration, Drugs@FDA, Onglyza®

EX2405 | U.S. Food & Drug Administration, Orange Book: Approved Drug Prod-
ucts with Therapeutic Equivalence Evaluations, ANDA 205981

EX2406 | Aurobindo, “Aurobindo Received FDA Approval for Saxagliptin Tab-
lets, 2.5mg and 5mg,” https://www.aurobindousa.com/news/product-

news/aurobindo-receives-fda-approval-for-saxagliptin-tablets-2-5mg-
and-5mg/ (July 31, 2023).

EX2407 | Victoza® Prescribing Information (rev. Nov. 2020)

EX2408 | U.S. Food & Drug Administration, Drugs@FDA, Victoza®

EX2409 | Victoza® Prescribing Information (rev. Aug. 2017)
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EX2410 | Novo Nordisk, “Dosing and administering Victoza®,” https://www.no-
vomedlink.com/diabetes/products/treatments/victoza/
dosing-administration.html.

EX2411 | Kombiglyze® XR Prescribing Information (rev. Feb. 2017)

EX2412 | U.S. Food & Drug Administration, Drugs@FDA, Kombiglyze® XR

EX2413 | U.S. Food & Drug Administration, Orange Book: Approved Drug Prod-
ucts with Therapeutic Equivalence Evaluations, ANDA 206081

EX2414 | Tradjenta® Prescribing Information (rev. Aug. 2017)

EX2415 | U.S. Food & Drug Administration, Drugs@FDA, Tradjenta®

EX2416 | U.S. Food & Drug Administration, Orange Book: Approved Drug Prod-
ucts with Therapeutic Equivalence Evaluations, ANDA 208335

EX2417 | AstraZeneca, “AstraZeneca and Bristol-Myers Squibb complete expan-
sion of diabetes alliance through Bristol-Myers Squibb’s acquisition of
Amylin Pharmaceuticals,” https://www.astrazeneca.com/media-cen-
tre/press-releases/2012/AstraZeneca-and-Bristol-Myers-Squibb-com-
plete-expansion-of-diabetes-alliance-through-Bristol-Myers-Squibbs-
acquisition-of~Amylin-Pharmaceuticals-09082012.html (Aug. 9, 2012)

EX2418 | U.S. Food & Drug Administration, Drugs@FDA, Bydureon®

EX2419 | --intentionally omitted--

EX2420 | Bydureon® BCISE™ Prescribing Information (rev. Oct. 2017)

EX2421 | U.S. Food & Drug Administration, Drugs@FDA, Bydureon® BCISE™

EX2422 | Jentadueto® Prescribing Information (rev. Aug. 2017)

EX2423 | U.S. Food & Drug Administration, Drugs@FDA, Jentadueto®

EX2424 | U.S. Food & Drug Administration, Drugs@FDA, Jentadueto® XR

EX2425 | Jentadueto® XR Prescribing Information (rev. Dec. 2016)

EX2426 | Nesina® Prescribing Information (rev. Dec. 2016)

EX2427 | U.S. Food & Drug Administration, Drugs@FDA, Nesina®

EX2428 | Kazano® Prescribing Information (rev. Feb. 2017)

EX2429 | U.S. Food & Drug Administration, Drugs@FDA, Kazano®

EX2430 | Oseni® Prescribing Information (rev. Dec. 2017)

EX2431 | U.S. Food & Drug Administration, Drugs@FDA, Oseni®

EX2432 | Invokana® Prescribing Information (rev. July 2017)

EX2433 | U.S. Food & Drug Administration, Drugs@FDA, Invokana®

EX2434 | Farxiga® Prescribing Information (rev. Oct. 2017)

EX2435 | U.S. Food & Drug Administration, Drugs@FDA, Farxiga®

EX2436 | Tanzeum® Prescribing Information (rev. Dec. 2017)

EX2437 | U.S. Food & Drug Administration, Drugs@FDA, Tanzeum®

EX2438 | Hoerman, J., “Tanzeum (albiglutide) Discontinued After FDA Warns of
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Risk of Anaphylaxis Reaction,” https://trulaw.com/fda/tanzeum-al-
biglutide-anaphylaxis-reaction (Nov. 21, 2017).

EX2439 | Jardiance® Prescribing Information (rev. Dec. 2017)

EX2440 | U.S. Food & Drug Administration, Drugs@FDA, Jardiance®

EX2441 | Jardiance® Prescribing Information (rev. Dec. 2016)

EX2442 | Invokamet® Prescribing Information (rev. Aug. 2017)

EX2443 | U.S. Food & Drug Administration, Drugs@FDA, Invokamet®

EX2444 | U.S. Food & Drug Administration, Drugs@FDA, Invokamet® XR

EX2445 | Trulicity® Prescribing Information (rev. Aug. 2017)

EX2446 | Trulicity® Prescribing Information (rev. June 2018)

EX2447 | U.S. Food & Drug Administration, Drugs@FDA, Trulicity®

EX2448 | Xigduo® XR Prescribing Information (rev. July 2017)

EX2449 | U.S. Food & Drug Administration, Drugs@FDA, Xigduo® XR

EX2450 | Glyxambi® Prescribing Information (rev. Dec. 2017)

EX2451 | U.S. Food & Drug Administration, Drugs@FDA, Glyxambi®

EX2452 | Synjardy® Prescribing Information (rev. Dec. 2017)

EX2453 | U.S. Food & Drug Administration, Drugs@FDA, Synjardy®

EX2454 | U.S. Food & Drug Administration, Drugs@FDA, Synjardy® XR

EX2455 | Adlyxin® Prescribing Information (rev. July 2016)

EX2456 | U.S. Food & Drug Administration, Drugs@FDA, Adlyxin®

EX2457 | Soliqua® 100/33 Prescribing Information (rev. Aug. 2017)

EX2458 | U.S. Food & Drug Administration, Drugs@FDA, Soliqua® 100/33

EX2459 | Xultophy® 100/3.6 Prescribing Information (rev. Nov. 2016)

EX2460 | U.S. Food & Drug Administration, Drugs@FDA, Xultophy® 100/3.6

EX2461 | Qtern® Prescribing Information (rev. Feb. 2017)

EX2462 | U.S. Food & Drug Administration, Drugs@FDA, Qtern®

EX2463 | U.S. Food & Drug Administration, Drugs@FDA, Ozempic®

EX2464 | Steglatro® Prescribing Information (rev. Dec. 2017)

EX2465 | U.S. Food & Drug Administration, Drugs@FDA, Steglatro®

EX2466 | Steglujan® Prescribing Information (rev. Feb. 2018)

EX2467 | U.S. Food & Drug Administration, Drugs@FDA, Steglujan®

EX2468 | Stegluromet® Prescribing Information (rev. Dec. 2017)

EX2469 | U.S. Food & Drug Administration, Drugs@FDA, Stegluromet®

EX2470 | Rybelsus® Prescribing Information (rev. Jan. 2020)

EX2471 | U.S. Food & Drug Administration, Drugs@FDA, Rybelsus®

EX2472 | Trijardy® XR Prescribing Information (rev. Jan. 2020)

EX2473 | U.S. Food & Drug Administration, Drugs@FDA, Trijardy® XR

EX2474 | U.S. Food & Drug Administration, Drugs@FDA, Mounjaro®

EX2475 | Mounjaro® Prescribing Information (rev. July 2023)
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EX2476 | Brenzavvy® Prescribing Information (rev. Jan. 2023)

EX2477 | U.S. Food & Drug Administration, Drugs@FDA, Brenzavvy®

EX2478 | Chen, J., “Blockbuster Drug: What it is, How it works,” Investopedia,
https://www.investopedia.com/terms/b/blockbuster-drug.asp, last up-
dated Sept. 6, 2022.

EX2479 | Nordrum, A., “11 Blockbuster ‘Drugs to Watch’ in 2015,” Int’l Bus.
Times, http://www.ibtimes.com/1 1-blockbuster-drugs-watch-2015-
1857100 (Mar. 24, 2015)

EX2480 | IQVIA, “About us,” https://www.iqvia.com/about-us

EX2481 | “FDA Approves Ozempic (semaglutide) for Cardiovascular Risk Re-
duction in Adults with Type 2 Diabetes and Known Heart Disease,”
https://www.drugs.com/newdrugs/fda-approves-ozempic-semaglutide-

cardiovascular-risk-reduction-adults-type-2-diabetes-known-heart-
5143.html (Jan. 16, 2020)

EX2482 | Novo Nordisk, “Possible Side Effects of Ozempic® (semaglutide) In-
jection,” https://www.ozempic.com/how-to-take/side-effects.html

EX2483 | IQVIA, “Available IQVIA Data,” https://www.iqvia.com/insights/the-
igvia-institute/available-iqvia-data

EX2484 | IMS Institute for Healthcare Informatics, “Price Declines after Branded
Medicines Lose Exclusivity in the U.S.” (Jan. 2016), available at
https://www.iqvia.com/-/media/iqvia/pdfs/institute-reports/price-de-
clines-after-branded-medicines-lose-exclusivity-in-the-us.pdf

EX2485 | U.S. Food & Drug Administration, Drugs@FDA, Actos®

EX2486 | U.S. Food & Drug Administration, Drugs@FDA, Avandia®

EX2487 | U.S. Patent No. 8,129,343

EX2488 | U.S. Patent No. 8,536,122

EX2489 | --intentionally omitted--

EX2490 | --intentionally omitted--

EX2491 | --intentionally omitted--

EX2492 | --intentionally omitted--

EX2493 | --intentionally omitted--

EX2494 | Novo Nordisk, Financial report for the period 1 January 2018 to 31
March 2018 (May 2, 2018)

EX2495 | Novo Nordisk, Financial report for the period 1 January 2018 to 30 June
2018 (Aug. 8, 2018)

EX2496 | Novo Nordisk, Financial report for the period 1 January 2018 to 30 Sep-
tember 2018 (Nov. 1, 2018)

EX2497 | Novo Nordisk, Financial report for the period 1 January 2018 to 31 De-
cember 2018 (Feb. 1, 2019)
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EX2498 | Novo Nordisk, Financial report for the period 1 January 2019 to 31
March 2019 (May 3, 2019)

EX2499 | Novo Nordisk, Financial report for the period 1 January 2019 to 30 June
2019 (Aug. 9, 2019)

EX2500 | Novo Nordisk, Financial report for the period 1 January 2019 to 30 Sep-
tember 2019 (Nov. 1, 2019)

EX2501 | Novo Nordisk, Financial report for the period 1 January 2019 to 31 De-
cember 2019 (Feb. 5, 2020)

EX2502 | Novo Nordisk, Financial report for the period 1 January 2020 to 31
March 2020 (May 6, 2020)

EX2503 | Novo Nordisk, Financial report for the period 1 January 2020 to 30 June
2020 (Aug. 6, 2020)

EX2504 | Novo Nordisk, Financial report for the period 1 January 2020 to 30 Sep-
tember 2020 (Oct. 30, 2020)

EX2505 | Novo Nordisk, Financial report for the period 1 January 2020 to 31 De-
cember 2020 (Feb. 3, 2021)

EX2506 | Novo Nordisk, Financial report for the period 1 January 2021 to 31
March 2021 (May 5, 2021)

EX2507 | Novo Nordisk, Financial report for the period 1 January 2021 to 30 June
2021 (Aug. 4, 2021)

EX2508 | Novo Nordisk, Financial report for the period 1 January 2021 to 30 Sep-
tember 2021 (Nov. 3, 2021)

EX2509 | Novo Nordisk, Financial report for the period 1 January 2021 to 31 De-
cember 2021 (Feb. 2, 2022)

EX2510 | Novo Nordisk, Financial report for the period 1 January 2022 to 31
March 2022 (Apr. 29, 2022)

EX2511 | Novo Nordisk, Financial report for the period 1 January 2022 to 30 June
2022 (Aug. 3, 2022)

EX2512 | Novo Nordisk, Financial report for the period 1 January 2022 to 30 Sep-
tember 2022 (Nov. 2, 2022)

EX2513 | Novo Nordisk, Financial report for the period 1 January 2022 to 31 De-
cember 2022 (Feb. 1, 2023)

EX2514 | Novo Nordisk, Financial report for the period 1 January 2023 to 31
March 2023 (May 4, 2023)

EX2515 | Novo Nordisk, Financial report for the period 1 January 2023 to 30 June
2023 (Aug. 10, 2023)

EX2516 | Novo Nordisk, Financial report for the period 1 January 2023 to 30 Sep-
tember 2023 (Nov. 2, 2023)

EX2517 | Merck Provides Update on Combination Medicine JUVISYNC™
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(sitagliptin and simvastatin) Tablets,
https://www.merck.com/news/merck-provides-update-on-combina-
tion-medicine-juvisync-sitagliptin-and-simvastatin-tablets/ (Sept. 26,
2013)

EX2518 | Han, S.H., et al., Public Interest in the Off-Label Use of Glucagon-like
Peptide 1 Agonists (Ozempic) for Cosmetic Weight Loss: A Google
Trends Analysis, Aesthetic Surgery J., 2024 Jan.; 44(1):60-67

EX2519 | Gorgojo-Martinez, J.J., et al., Clinical Recommendations to Manage
Gastrointestinal Adverse Events in Patients Treated with Glp-1 Recep-
tor Agonists: A Multidisciplinary Expert Consensus, J. Clin. Med., 2023
Jan.; 12(1):145

EX2520 | NYU Langone Health, “Medication for Type 2 Diabetes,” https://nyu-
langone.org/conditions/type-2-diabetes/treatments/medication-for-
type-2-diabetes

EX2521 | Bibeau, W.S., et al., Impact of Out-of-Pocket Pharmacy Costs on
Branded Medication Adherence Among Patients with Type 2 Diabetes,
J. Manag. Care Spec. Pharm., 2016 Nov.; 22(11):1338-1347

EX2522 | Novo Nordisk, “Ozempic® (semaglutide) injection 0.5 mg, 1 mg, or 2
mg: WAC Price,” https://www.novopricing.com/ozempic.html, last up-
dated Oct. 2023.

EX2523 | Eli Lilly & Co., SEC Form 10-K for the Year Ended December 31, 2022
(Feb. 22, 2023)

EX2524 | Eli Lilly & Co., 2019 Financial Report

EX2525 | Eli Lilly & Co., 2018 Financial Report

EX2526 | Eli Lilly & Co., SEC Form 10-Q for the Quarter Ended September 30,
2023 (Nov. 2, 2023)

EX2527 | Eli Lilly & Co., SEC Form 10-Q for the Quarter Ended June 30, 2023
(Aug. 8, 2023)

EX2528 | Eli Lilly & Co., SEC Form 10-Q for the Quarter Ended March 31, 2023
(Apr. 27,2023)

EX2529 | Eli Lilly & Co., Income Statements for Year Ending 2019 to 2022,
https://investor.lilly.com/financial-information/fundamentals/income-
statement, last visited Jan. 14, 2024,

EX2530 | Janumet® XR Prescribing Information (rev. Feb. 2012)

EX2531 | Invokamet® and Invokamet® XR Prescribing Information (rev. July
2023)

EX2532 | Synjardy® and Synjardy® XR Prescribing Information (rev. Oct. 2023)

EX2533 | Novo Nordisk Partnering (Oct. 2008)

EX2534 | Declaration of Philip S. May
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EX2535 | Declaration of Jenny C. Wu

EX2536 | Opening Expert Report of William J. Jusko, Ph.D. 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. Mar. 19, 2024)

EX2537 | Opening Expert Report of Dr. John Bantle Regarding Invalidity of U.S.
Patent No. 10,335,462, In re: Ozempic (Semaglutide) Patent Litigation,
No. 1:22-cv-03038-CFC (D. Del. Mar. 19, 2024)

EX2538 | Opening 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. Mar. 19, 2024)

EX2539 | Notice of Service, In re: Ozempic (Semaglutide) Patent Litigation, No.
1:22-md-03038-CFC (Dkt. 330)

EX2540 | Email Exchange Between Counsel for Petitioner and Counsel for Patent
Owner Regarding Request for a Sotera Stipulation

EX2541 | Dr. Reddy’s Laboratories, Ltd.’s and Dr. Reddy’s Laboratories, Inc.’s
Stipulation Concerning Invalidity Grounds, In re: Ozempic (Semag-
lutide) Patent Litigation, No. 1:22-cv-03038-CFC (Dkt. 334)

EX2542 | Sun Pharmaceutical Industries Ltd.’s and Sun Pharmaceutical Industries
Inc.’s Stipulation of Invalidity Contentions, /n re: Ozempic (Semag-
lutide) Patent Litigation, No. 1:22-cv-03038-CFC (Dkt. 333)

EX2543 | Email Exchange Between Counsel for Sun Pharmaceutical Industries,
Ltd. and Counsel for Patent Owner Regarding Request to File Stipula-
tion, Sun Pharmaceutical Industries, Ltd. v. Novo Nordisk A/S,
IPR2024-00107, EX2031

EX2544 | Defendants’ Notice of Deposition of Stephanie Dechiaro, In re:
Ozempic (Semaglutide) Patent Litigation, No. 1:22-cv-03038-CFC
(Dkt. 265)

EX2545 | Petitioners’ Motion for Joinder Under 35 U.S.C. § 315(c) and 37 C.F.R.
§§ 42.22 and 42.122(b), Dr. Reddy’s Laboratories Inc. v. Novo Nordisk
A/S, TPR2024-00009, Pap.3 (Oct. 20, 2023)

EX2546 | Petitioner’s Motion for Joinder Under 35 U.S.C. § 315(c) and 37 C.F.R.
§§ 42.22 and 42.122(b), Sun Pharmaceutical Industries Ltd. v. Novo
Nordisk A/S, IPR2024-00107, Pap.2 (Nov. 2, 2023)

EX2547 | Email Notice of Electronic Filing Corresponding to In re Ozempic
(Semaglutide) Patent Litigation, No. 1:22-cv-03038-CFC (Dkt. 314)

EX2548 | Email Notice of Electronic Filing Corresponding to In re Ozempic
(Semaglutide) Patent Litigation, No. 1:22-cv-03038-CFC (Dkt. 333)

EX2549 | Email Notice of Electronic Filing Corresponding to In re Ozempic
(Semaglutide) Patent Litigation, No. 1:22-cv-03038-CFC (Dkt. 334)
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EX2550

Sun Pharmaceutical Industries Ltd.’s and Sun Pharmaceutical Industries
Inc.’s Stipulation of Invalidity Contentions, /n re: Ozempic (Semag-
lutide) Patent Litigation, No. 1:22-cv-03038-CFC (Dkt. 314)
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In its Petition, Mylan Pharmaceuticals Inc. (“Mylan”) promised the Board and
Patent Owner Novo Nordisk A/S (“PO”) that, in exchange for avoiding discretionary
denial, Mylan 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.) (the “parallel litigation™), if this PR were instituted. Mylan got what it wanted:
the Board, noting Mylan’s “Sand Revolution™ stipulation, declined to invoke its dis-
cretion and, instead, instituted trial. But Mylan then broke its promise: Mylan is
actively litigating three identical instituted IPR grounds in district court—flouting
its representation to the Board and PO and engaging in the very harassing, duplica-
tive litigation the Board’s Sand Revolution policy exists to prevent. And Mylan did
so brazenly, ignoring the Board’s policies and ensuring the harm to PO cannot now
be undone. After institution, when Mylan’s promise had taken effect:

e Mylan led and educated all of its litigation co-defendants to continue press-
ing these same three instituted IPR grounds in district court, with Mylan at
the wheel.

e Mylan shared its three IPR experts with every other defendant (including
copycat Petitioners Dr. Reddy’s Laboratories, Ltd. and Dr. Reddy’s Labor-
atories, Inc. (“DRL”) and Sun Pharmaceutical Industries Ltd. and Sun Phar-

maceutical Industries, Inc. (“Sun”), who knew of and benefitted from
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Mylan’s stipulation and actions), leading them all in developing their inva-
lidity arguments and evidence on these core invalidity positions.
o Indeed, Mylan itself actually served the three expert reports on behalf of

every defendant, making the very arguments Mylan is barred from making.
Through its open violation of its promise, Mylan ensured that even if it is forced now
to abide by its stipulation and stop litigating these same grounds, Mylan can rely on
the other defendants Mylan has fully prepared by its active improper participation to
carry on litigating these same grounds on Mylan’s behalf—making a mockery of its
Sand Revolution stipulation and the Board policy behind it.

Mylan’s behavior presents this panel with a pivotal question: is there sub-
stance behind the Board’s discretionary denial policies? Unless the Board enforces
petition promises and punishes blatant violations, petitioners like Mylan will be free
to make and break any stipulation to achieve institution. The Board should first
direct Mylan to formalize and follow in the district court the stipulation it has already
made here and, as sanctions pursuant to §42.12,' (1) enter adverse judgment or, al-
ternatively, preclude arguments and exclude evidence as to Grounds 1, 2, and 4, and

(2) award PO its attorney fees and expenses in responding to Mylan’s breathtaking

! Unless stated, statutory and regulatory citations are to 35 U.S.C. or 37 C.F.R,, as

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

2

MPI EXHIBIT 1332 PAGE 26



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

misconduct.?

I.  Factual Background

To avoid discretionary denial of its March 16, 2023, Petition under Apple Inc.
v. Fintiv, Inc., IPR2020-00019, Pap.11 (Mar. 20, 2020) (“Fintiv"’), Mylan provided
a Sand Revolution stipulation, promising “that if the Board institutes, Petitioner will
not pursue in the [‘parallel’ litigation] any instituted grounds.” Pap.1, 66 (citing
Sand Revolution 11, LLC v. Continental Intermodal Grp.—Trucking LLC, IPR2019-
01393, Pap.24, 12 (June 16, 2020) (informative)). Relying on that stipulation, PO
did not brief Fintiv in its POPR. See Pap.6. And, on October 4, 2023, the Board
instituted Mylan’s IPR, noting Mylan’s stipulation in declining to exercise discre-
tionary denial. Pap.10, 16. Mylan’s stipulation thus took effect on October 4, 2023.

Nevertheless, on March 19, 2024, in the midst of the defendants’ development

and presentation of their invalidity theories in expert discovery, Mylan—represented

2 While PO intends to take further steps in the district court to address Mylan’s stip-
ulation, PO submits the Board should require Mylan to enter that stipulation now in
the district court (as both DRL and Sun have done). It is both appropriate for the
Board to require parties to carry out the steps they promise the Board they will per-

form, and necessary if future misconduct is to be deterred.

3
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by the same counsel>—served invalidity expert reports in the parallel litigation on
behalf of itself and the four other defendant groups there. Those reports were from
the same three experts Mylan hired for this IPR,* and included three invalidity
grounds identical to those already instituted here, arguing the litigated claims of
PO’s 462 Patent are: (1) “invalid as anticipated by WO °421” (just as in Mylan’s
IPR Ground 1), (2) “invalid as anticipated by Lovshin 2009” (as in IPR Ground 2),
and (3) “obvious over WO ’537 in view of Lovshin 2009” (as in IPR Ground 4).
E.g., EX2536 99206, 227, 331; EX2539, 1-2; EX2536 91, EX2537 q1, EX2538 1.
Indeed, the litigation expert reports contain verbatim or near-verbatim swaths of
the same experts’ IPR declarations to argue the very grounds Mylan had forsworn
in exchange for institution. Compare, e.g., EX1005, q9184-87, with EX2536
M212—-15; compare, e.g., EX1003, 99298-305, with EX2537 q4329-334; compare,
e.g., EX1007, 99225-26, 239-40, with EX2538 44178-79, 181.

As even the publicly-available record® confirms, Mylan began sharing its IPR

3 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.
* Compare EX2536 (Jusko); EX2537 (Bantle); and EX2538 (Dalby), with EX1006

(Jusko); EX1004 (Bantle); and EX1008 (Dalby).

> PO is separately seeking authorization for discovery regarding Mylan’s violation.

4
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experts with the other defendants on these overlapping grounds only after institution,
after Mylan’s promise took effect. When co-defendants and copycat petitioners
DRL and Sun filed their petitions and joinder motions within one month of Mylan’s
institution, DRL and Sun each submitted declarations from their own alternate ex-
perts, expressing uncertainty about whether Mylan would allow them to retain
Mylan’s experts. See, e.g., EX2545, 4-5 (“[I]n the event that Mylan does not agree
to allow DRL to retain the Mylan Declarants....”); EX2546, 4-6. But the reports
Mylan recently served for all defendants confirm that Mylan’s experts now have
been retained by every one of the co-defendants—including petitioners Mylan, DRL
and Sun, as well as Zydus and Rio, who are not named in any IPR—for the purposes
of attacking the *462 Patent. EX2536 9[1; EX2537 41; EX2538 41.

Mylan’s co-defendant Sun also recently confessed its own view that the harm
Mylan caused cannot now be undone, as Mylan has inextricably embedded its three
estopped IPR Grounds into the co-defendants’ common litigation positions—ren-
dering Mylan’s stipulation essentially meaningless (along with Sun’s and DRL’s
purported Sotera stipulations, which will also have no effect). EX2543, 1 (Sun de-
clining to confirm it would forgo indirect pursuit of its estopped grounds: “[Y Jour
proposal presumes that all issues for trial are completely isolatable on all levels
(which expert, how the expert spends and documents his time, how the expert ex-

presses his opinions in reports and/or depositions) when that may not be the case.”).

MPI EXHIBIT 1332 PAGE 29



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

II. Argument

Consistent with the Director’s Interim Procedure for Discretionary Denials
in AIA Post-Grant Proceedings with Parallel District Court Litigation, 7 (June 21,
2022) (“Fintiv Guidance”), Mylan here made a promise to the Board and PO as a
quid pro quo: a Sand Revolution stipulation to avoid discretionary denial. Pet.66.
The Board (and patentees) are entitled to rely on petitioners to keep their promises—
indeed, the orderly functioning of PTAB proceedings requires it, and to do otherwise
would gut the policies underlying the Director’s Fintiv Guidance and Congress’s
intent for the PTAB. See also §42.11(a)-(c) (describing duty of candor). Given
Mylan’s flagrant violation, sanctions are necessary to protect the integrity and effi-
cient functioning of the PTAB, as well as to begin to address the prejudice to PO.

The Board has broad powers to sanction a party for 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 other-
wise thwarts, as opposed to advances, the goals of the Office and/or the AIA.” E.g.,
Patent Quality Assurance, LLC v. VLSI Tech. LLC, IPR2021-01229, Pap.102, 38—
39 (Dec. 22, 2022) (precedential) (“PQA”). §42.12(b) provides for sanctions includ-

29 ¢¢

ing, e.g., “[jJudgment in the trial or dismissal of the petition,” “[a]n order precluding
a party from presenting or contesting a particular issue,” “[a]n order excluding evi-

dence,” and “[a]n order providing for compensatory expenses, including attorney
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fees,” but 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 appropriate sanctions, the Board generally considers “(1)
whether the party has performed conduct warranting sanctions; (2) whether that con-
duct has caused harm (to, for example, another party, the proceedings, or the
USPTO); and (3) whether the potential 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) (precedential). Here, all three considerations compel PO’s re-
quested relief. Mylan’s making and breaking of its promise not to pursue its IPR
grounds in litigation—including by deciding to share three of its own IPR experts
after institution and then serve litigation reports from them on behalf of itself and all
of its co-defendants, educating and arming them to carry forward those IPR grounds
where Mylan cannot—has severely harmed the Office and the patent system and
also PO: (1) Mylan treats as a dead letter the Office’s policies for preventing AIA
proceedings from being used as tools for harassment, and its requirements for basic
order and candor; (2) PO relied to its detriment on Mylan’s promise in deciding how
to approach and allocate resources for its POPR; and (3) PO now must take on the
extra burden of defending its patent in duplicative litigation that Mylan has polluted
with its forsworn IPR grounds in a way that cannot be undone.

Mylan’s harmful misconduct thus requires that the Board not only direct
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Mylan to formalize (and follow) its stipulation in the district court, but also, as a
sanction, (1) enter adverse judgment on the Grounds Mylan has improperly contin-
ued to pursue both in this IPR and in litigation—Grounds 1, 2, and 4°—or, alterna-
tively, preclude argument and exclude evidence as to those Grounds, and (2) order
Mylan to pay compensatory expenses, including PO’s attorney fees.

A. Mylan’s Violation of Its Stipulation Warrants Sanctions

Mylan’s disregard of its promised estoppel is sanctionable conduct. In mak-
ing and then blatantly breaking its promise not to pursue any of its instituted IPR
grounds in parallel litigation, Mylan first “[a]dvanc[ed] a misleading or frivolous
argument” to avoid discretionary denial (Pap.l1, 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). Mylan wants
to have its cake and eat it, too: while failing to acknowledge its stipulation to the

district court (even after co-defendants and copy-cat petitioners DRL and Sun made

® While Ground 3 is also substantially identical to a fourth ground urged by Mylan
and its codefendants in the district court (obviousness over WO421 in view of the
’833 Patent), PO does not raise here (and instead reserves for the district court)

whether Mylan’s stipulation extends to grounds with the same substance.

8
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filings in the district court acknowledging their own IPR stipulations’), Mylan ac-
tively broke that promise to the Board and PO by personally serving invalidity argu-
ments Mylan was barred from making, improperly continues as an active litigant on
these duplicative grounds in both the IPR and the district court, and, by agreeing to
share its experts and working with all the defendants to prepare reports urging these
same overlapping grounds in the parallel litigation, has improperly ensured the other
defendants are now fully and improperly educated and armed by Mylan to continue
pursuing (for all defendants) the arguments Mylan itself has been forbidden from

pursuing since October.® Mylan’s ongoing, active violation of its stipulation has

"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, at 1-2.

8 Mylan began sharing only after this prohibition began: when co-defendants DRL
and Sun filed their copycat petitions, they relied on alternate experts, expressing
uncertainty whether Mylan would allow them to retain Mylan’s. See, e.g., EX2545,

4-5; EX2546, 4-6. But each report Mylan served five months later states Mylan’s
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effectively embedded Mylan’s ongoing participation in a way that cannot now be
undone. By actively coordinating with others to do what Mylan cannot—with the
continued harassing, duplicative litigation of these three identical IPR grounds on
Mylan’s behalf (even if Mylan now complies with its promise), armed with Mylan’s
own detailed views and Mylan-prepared experts—Mylan makes a mockery of the
Board’s precedents and policies. Indeed, Mylan frustrates these stipulations’ very
purpose: to avoid harassing, duplicative efforts between litigation and the PTAB,
and potentially conflicting decisions. This would, alone, support sanctioning
Mylan’s abuse of process.

More fundamentally, Mylan’s misconduct is sanctionable as an improper use
of this AIA proceeding as part of a wrongful, duplicative, and highly 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.” PQOA at 39. At the same time, AIA proceed-
ings are not “intended to be tools of patent owner harassment.” Id. AIA’s intent,

expressed by Congress in the statute, is to “consider . . . the integrity of the patent

experts now have been retained by all co-defendants to attack the ’462 Patent.

EX2536 91; EX2537 91; EX2538, 91.

10
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system [and] the efficient administration of the Office.” Id. (citing § 316(b)). Hav-
ing “recognized the potential for inefficiency and gamesmanship in AIA proceed-
ings, given the existence of parallel proceedings between the Office and district
courts,” it is precisely to pursue this purpose of the AIA that the Board designated
as precedential Fintiv, Sotera, and Sand Revolution. 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” that run parallel to related dis-
trict court litigations, particularly when overlapping issues raise “concerns of ineffi-
ciency and the possibility of conflicting decisions.” Fintiv Guidance at 1, 7. Sand
Revolution stipulations, 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 that promise afterwards, violates these
policy goals, undermines the Office’s safeguards against inefficiency and games-
manship, and invites public 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 blatant disregard of its promised stipulation has also

11
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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 stipulation,
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 organizing
its co-defendants to do the same, PO i1s now forced to carry the needless, wasteful
burden of defending its patent simultaneously against the same invalidity grounds in
two different forums (as well as the costs of responding to and attempting to remedy
Mylan’s violation). PO’s quiet title is further prejudiced by potentially conflicting
decisions between the PTAB and district court. Mylan, through its misconduct, is
improperly using AIA proceedings as “tools of patent owner harassment.” PQA, 39.

This harm cannot be undone. By setting up all the co-defendants to pursue
the same overlapping grounds in the parallel litigation using Mylan’s IPR expert
declarants and their opinions crafted at Mylan’s behest in the IPR, Mylan has made
permanent the inefficiencies of duplicative litigation Mylan promised the Board it
would avoid. Pap.1, 66. Even if Mylan now formally “withdraws” from those expert
reports and arguments, its [PR grounds (as shaped and argued by Mylan) will be
carried forward by the co-defendants, now fully informed on Mylan’s invalidity the-
ories and armed with Mylan’s experts. As noted, Mylan’s co-defendant Sun—just

joined to this IPR after filing its own Sofera stipulation in the parallel litigation—

12
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has asserted that Mylan so inextricably embedded its three estopped IPR grounds
into the co-defendants’ common litigation positions that there is no way to meaning-
fully carve them out from the co-defendants’ other invalidity defenses. EX2543, 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
misconduct; they are 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
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 on duplicative Grounds 1, 2, and 4, leaving Mylan free to pursue in the
IPR any non-overlapping grounds. §42.12(b)(8). Such an order is necessary and
proportionate because of the severity of Mylan’s misconduct: while Mylan has con-
tinued pressing them in this IPR, Mylan has irreversibly tainted the litigation with
three duplicative invalidity grounds by directing, sharing, and furnishing the experts
and arguments for those 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
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only comply if they are forced to do so later. Allowing Mylan to brush off its stip-
ulation 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
the same grounds in litigation. Fintiv Guidance at 7. To protect these policy inter-
ests, ensure parties keep their promises to the Board, and deter other petitioners from
following Mylan’s bad example, adverse judgment is needed. See, e.g., One World
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. PQA, 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 Mylan from con-
testing the patentability of the claims in this IPR based on Grounds 1, 2, and 4, or at
minimum preclude Mylan from relying on any evidence in support of those Grounds

(including without limitation from the three experts Mylan has prepared and then
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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

For the reasons above, PO respectfully requests an order directing Mylan to
confirm its stipulation by filing it in the parallel litigation. PO further requests the
Board impose sanctions in the form of adverse judgment as to Grounds 1, 2, and 4
or, in the alternative, an order precluding Mylan from contesting the patentability of
the 462 Patent based on the duplicative grounds and/or excluding Mylan’s evidence
for the duplicate grounds from this IPR. PO also requests the Board award PO its
reasonable attorney fees for the costs incurred in responding to Mylan’s misconduct.

Respectfully submitted: /DRAFT/ [DATE]
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CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of PATENT OWNER’S MO-
TION FOR SANCTIONS PURSUANT TO 37 C.F.R. § 42.12 have been served in
their entirety on __, 2024, by causing the aforementioned documents to be electron-
ically mailed to the following attorneys of record for the Petitioner listed below.

Petitioner’s Counsel of Record:

Lead Counsel:
By Electronic Mail
Backup Counsel:
By Electronic Mail
Dated: _ , 2024 Respectfully submitted,
By: /DRAFT/
Sayem Osman
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