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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
Antidiabetic Medications,
https://www.medscape.com/viewarticle/722513 3

EX2360

Quianzon, C. C.L. and Cheick, I.E., History of current non-insulin
medications for diabetes mellitus, J. Community Hosp. Intern. Med.
Perspect. 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-
information/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.clevelandclinic.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.
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EX2369

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

EX2370

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

EX2371

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

EX2372

Eggleton, J.S. and Jialal, I., Thiazolidinediones, StatPearls [Internet],
available at https://www.ncbi.nlm.nith.gov/books/NBK551656/, last
updated Feb. 20, 2023.

EX2373

Cleveland Clinic, “GLP-1 Agonists,”
https://my.clevelandclinic.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
Agonists 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)

EX2376

Kalra, S., Sodium Glucose Co-Transporter-2 (SGLT2) Inhibitors: A
Review 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-invokana-

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.mynovoinsulin.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 IGlarLixi, for the Management of Type 2 Diabetes,
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.
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EX2383

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

EX2384

Clamp, L.D., et al., 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 diabetes
mellitus, Int. J. Clin. Pract., 2014 Jun; 68(6):682-691

EX2386

National Institute for Health and Care Research, “Losing weight following
type 2 diabetes diagnosis boosts chance of remission,”
https://evidence.nihr.ac.uk/not-articletype/losing-weight-following-type-2-
diabetes-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-complications-
and-risks/cardiovascular-disease--diabetes, last reviewed May 4, 2021.

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 patient
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 Diabetes
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®
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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 Products
with Therapeutic Equivalence Evaluations, ANDA 205981

EX2406

Aurobindo, “Aurobindo Received FDA Approval for Saxagliptin Tablets,
2.5mg and 5mg,” https://www.aurobindousa.com/news/product-
news/aurobindo-receives-fda-approval-for-saxagliptin-tablets-2-5mg-and-
Smg/ (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)

EX2410

Novo Nordisk, “Dosing and administering Victoza®,”
https://www.novomedlink.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 Products
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 Products
with Therapeutic Equivalence Evaluations, ANDA 208335

EX2417

AstraZeneca, “AstraZeneca and Bristol-Myers Squibb complete expansion
of diabetes alliance through Bristol-Myers Squibb’s acquisition of Amylin
Pharmaceuticals,” https://www.astrazeneca.com/media-centre/press-
releases/2012/AstraZeneca-and-Bristol-Myers-Squibb-complete-
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
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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
Risk of Anaphylaxis Reaction,” https://trulaw.com/fda/tanzeum-
albiglutide-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
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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)

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 updated
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

EX248]1

“FDA Approves Ozempic (semaglutide) for Cardiovascular Risk
Reduction 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)
Injection,” 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-declines-
after-branded-medicines-lose-exclusivity-in-the-us.pdf

EX2485

U.S. Food & Drug Administration, Drugs@FDA, Actos®
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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
September 2018 (Nov. 1, 2018)

EX2497

Novo Nordisk, Financial report for the period 1 January 2018 to 31
December 2018 (Feb. 1, 2019)

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
September 2019 (Nov. 1, 2019)

EX2501

Novo Nordisk, Financial report for the period 1 January 2019 to 31
December 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
September 2020 (Oct. 30, 2020)

EX2505

Novo Nordisk, Financial report for the period 1 January 2020 to 31
December 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
September 2021 (Nov. 3, 2021)
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EX2509

Novo Nordisk, Financial report for the period 1 January 2021 to 31
December 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
September 2022 (Nov. 2, 2022)

EX2513

Novo Nordisk, Financial report for the period 1 January 2022 to 31
December 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
September 2023 (Nov. 2, 2023)

EX2517

Merck Provides Update on Combination Medicine JUVISYNC™
(sitagliptin and simvastatin) Tablets, https://www.merck.com/news/merck-
provides-update-on-combination-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 Receptor
Agonists: A Multidisciplinary Expert Consensus, J. Clin. Med., 2023 Jan.;
12(1):145

EX2520

NYU Langone Health, “Medication for Type 2 Diabetes,”
https://nyulangone.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 updated
Oct. 2023.

EX2523

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

EX2535

Declaration of Jenny C. Wu

EX2536

Partial Transcript of July 22, 2024 Teleconference

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

Excerpt of 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, /n re: Ozempic (Semaglutide)
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 (Semaglutide)
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 Stipulation, Sun
Pharmaceutical Industries, Ltd. v. Novo Nordisk A/S, IPR2024-00107,
EX2031
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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)

EX2550

Sun Pharmaceutical Industries Ltd.’s and Sun Pharmaceutical Industries
Inc.’s Stipulation of Invalidity Contentions, /n re: Ozempic (Semaglutide)
Patent Litigation, No. 1:22-cv-03038-CFC (Dkt. 314)

EX2551

Opening 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. Mar. 19, 2024)

EX2552

Transcript of July 11, 2024 Deposition of John Bantle, M.D.

EX2553

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
Litigation, 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”
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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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Pursuant to 37 C.F.R. §42.51(b)(2) and 35 U.S.C. §316(a)(5), Patent Owner
Novo Nordisk A/S (“PO”) respectfully requests additional discovery from
Petitioners Mylan Pharmaceuticals Inc. (“Mylan”), Dr. Reddy’s (“DRL”), and Sun
Pharmaceutical (“Sun”) (together, “Petitioners”). Petitioner Mylan, to achieve
institution of inter partes review, provided a Sand Revolution stipulation, promising
“that if the Board institutes, Petitioner will not pursue in the [‘parallel’ litigation]
any instituted grounds.” Pet. 66.' Notwithstanding Petitioner Mylan’s promise, and
the institution of IPR2023-00724 on October 4, 2023, Petitioner Mylan has
continued actively pursuing three instituted grounds (IPR Grounds 1, 2, and 4, the
“overlapping grounds”) in district court litigation, In re.: Ozempic (Semaglutide), No.
1:22-md-03038-CFC (D. Del.). Later-joined Petitioners DRL and Sun, co-
defendants in the litigation, copied that stipulation from Mylan in their own copycat
[PRs before providing Sotera stipulations, which became effective as of their own
institutions on April 25, and May 28, 2024, respectively. See 1PR2024-00009,
Pap.19, 1-2; IPR2024-00107, Pap.16, 1-2. Since Mylan’s institution, three of

Mylan’s IPR experts (Drs. Bantle, Jusko, and Dalby) have prepared multiple sets of

! 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.
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litigation reports that include the grounds forbidden by Mylan’s stipulation.
EX2551,991, 206, 227,331; EX2537,9]1, 286-304, 323-339, 414-438; EX2538, 91,
178-181; EX2650, q1n.1; EX2651, §1n.1; EX2652, q1nn.1-2. The first set of reports
was even served by Mylan’s counsel. EX2539, 1-2. And while in a later set of
reports, served July 16, the three experts expressly indicated Sun and DRL did not
participate in the Grounds subject to their Sofera stipulations, the experts made a

very different statement regarding Mylan’s participation in the overlapping grounds:

!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, §1n.1; EX2651, 91n.1; EX2652, 41nn.1-2.

The Board held a call on July 22, 2024 to discuss PO’s request to file motions
for sanctions and additional discovery, both related to Mylan’s violation of its
stipulation. On that call, counsel for Mylan was asked if he could represent that he
was not involved in pursuing the grounds at issue in the litigation expert reports. He
would not, asserting that answering “would raise work product protection issues’:

THE CHAIRPERSON: [C]an you represent that[] you’re not involved
in pursuing those grounds in those expert reports?
MR. ANSTAETT: I’'m reluctant to — I’m reluctant to say anything on

that score, your Honor, because as we’ve pointed out to patent owner
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with respect to their request for discovery in the communications with
the experts, that would raise work product protection issues under Rule
26(b)(4), and invite waiver of those protections....

EX2536, 13:6-15; see also id., 21:21-22:9, 35:12-36:1. As the Board noted in its
subsequent Order (Pap.69, 5):

It appears from Mylan’s positions that it is undisputed that... Mylan
has some involvement in the invalidity case in the district court
litigation that includes grounds on which we instituted inter partes
review. This action, on its face, appears to be in direct conflict with the
stipulation Mylan included in its Petition. We determine that Patent
Owner’s requested briefing may be helpful to the panel and authorize

such briefing as set forth below in the Order.

The Board granted PO authorization to file this motion for additional
discovery “on condition that the motion explain how such discovery would be useful
in light of the extant schedule, including the schedule for briefing...,” as well as a
motion for sanctions. Pap.69, 5-6. This motion accordingly seeks additional
discovery from Petitioners regarding their respective retention, direction, and
payment of these three shared litigation experts in developing invalidity arguments
on the overlapping grounds Mylan promised not to pursue in district court. While
Mylan’s violation of its stipulation is already apparent, discovery requests are in the
interests of justice here because Mylan is unwilling to represent that it has not

violated its stipulation, and the discovery is pertinent and will be helpful in
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understanding the extent of Mylan’s violation and the harm Mylan has imposed.

I. Discovery Requests

PO seeks discovery in the form of the Requests for Production set forth below
in §A, or, in the alternative, in the form of the Interrogatories set forth below in §B.

A. Requests for Production

PO requests the following from each Petitioner. For any document responsive
to a Request for Production set forth below that Petitioner withholds on the basis of
privilege, Petitioner shall provide a privilege log identifying the document’s date,
author(s), recipient(s), subject matter, and the basis of the asserted privilege.
Request for Production No. 1: Documents sufficient to show, for each litigation
co-defendant (Mylan, DRL, Sun, Zydus, and Rio, collectively, “co-defendants™), the
date and terms of retention of Drs. William Jusko, John Bantle and/or Paul Dalby
(“Mylan’s IPR experts”) (including but not limited to retention agreements) by any
co-defendant in In re: Ozempic (Semaglutide) Patent Litigation, No. 1:22-md-
03038-CFC (D. Del.) (“litigation”), and any instructions regarding the scope of such
retention as it relates to arguments about the overlapping grounds.

Request for Production No. 2: Documents sufficient to show the timing and
frequency of any communications between or among any co-defendant, on one hand,
and any of Mylan’s IPR experts, on the other, relating to or reflecting any direction,

instruction, or consultation of such expert(s) regarding the overlapping grounds in
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the litigation (including, but not limited to, the litigation expert reports), including
the identity of each such co-defendant.

Request for Production No. 3: Documents sufficient to show which co-
defendant(s) paid each of Mylan’s IPR experts for that expert’s work on the
overlapping grounds and any instructions regarding payment for work on the
overlapping grounds, including: any final retention, engagement or payment
agreements; any invoices or payment requests between or among any of the co-
defendants and/or experts; and any payment confirmations.

B. Interrogatories

In the alternative to the Requests for Production set forth above, PO requests
from each Petitioner answers verified by its counsel to the following topics to
ascertain retention, direction, and compensation of experts.

Separately, for each of Dr. Bantle, Dr. Jusko, and Dr. Dalby:

Interrogatory No. 1: When did Petitioner retain the expert for purposes of the *462
Patent in the litigation?

Interrogatory No. 2: [Please answer separately for (a) and (b)] Which co-
defendant(s), had any role in directing or reviewing the expert’s work relating to the
overlapping grounds in: (a) the expert’s report served on March 19, 2024 (“March
19 report™), or any draft thereof, and (b) the expert’s report served on July 16, 2024

(“July 16 report”), or any draft thereof?
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Interrogatory No. 3: To Petitioner’s knowledge, has Mylan ever specified that it
will not interact with the expert concerning portions of his work in the litigation
having to do with the overlapping grounds? If so, when?

Interrogatory No. 4: [Please answer separately for (1) and (2)] How much has each
co-defendant (1) paid and (2) been invoiced by the expert for work on the
overlapping grounds in the litigation? How are expenses for the expert in connection
with the overlapping grounds in the litigation shared, if at all, among the co-
defendants?

Interrogatory No. 5: [Please answer separately for (a) and (b)] To Petitioner’s
knowledge, has Mylan ever specified that it will not compensate or was not
compensating the expert for portions of (a) the March 19 report or (b) the July 16
report addressing the overlapping grounds in the litigation? If so, when?

II.  Each Garmin Factor Weighs in Favor of Granting Additional Discovery

“[A] party may move for additional discovery” by showing it is “in the
interests of justice.” §42.51(b)(2); see Garmin Int’l, Inc. v. Cuozzo Speed Techs.
LLC,TPR2012-00001, Pap.26, 6-7 (Mar. 5, 2013) (precedential). PO seeks discovery
from all three Petitioners. The Garmin factors do not distinguish between original
and joined petitioners, and, as shown above, DRL and Sun were aware of Mylan’s
Sand Revolution stipulation, stood by while Mylan violated it, and, as litigation co-

defendants, benefit from Mylan’s violation. See [IPR2024-00009, Pap.18, 1-2 (DRL)
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(“in violation of the stipulation Mylan promised”); IPR2024-00107, Pap.14, 1-2
(Sun).
A.  Garmin Factor 1: whether the party requesting discovery is

already in possession of evidence tending to show beyond
speculation that in fact something useful will be uncovered;

Factor 1 weighs in favor of additional discovery because it is known that
Mylan worked with the experts to develop invalidity positions on the overlapping
grounds in the litigation. Mylan’s participation is self-evident from the face of the
litigation expert reports, where the experts say they are opining on Mylan’s behalf,
and from Mylan’s service of the three reports on behalf of all co-defendants, as well
as Mylan’s arguments here that it is allowed to pursue in district court the
overlapping grounds it promised not to, so long as it does not raise them in a motion
or at trial. Paper 69, 3; EX2539, 1-2; EX2551, q1; EX2537, q1; EX2538, q1. As the
Board noted, “[i]t appears... it is undisputed that Petitioner Mylan has some
involvement in the invalidity case in the district court litigation that includes grounds
on which we instituted inter partes review.” Paper 69, 5.

Indeed, the public record further indicates that useful evidence is likely to be
uncovered by discovery, because it shows Mylan began sharing its IPR experts with
the other co-defendants on invalidity positions regarding these overlapping grounds
only after Mylan’s institution. When co-defendants and copycat petitioners DRL

and Sun filed their petitions and joinder motions within a month of Mylan’s
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institution, DRL and Sun each submitted declarations from their own alternate
experts expressing uncertainty about whether Mylan would allow them to retain
Mylan’s. 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 March 19, 2024
reports Mylan served for all co-defendants confirm Mylan’s experts now “have been
retained by” every co-defendant—including petitioners Mylan, DRL and Sun, as
well as Zydus and Rio—for the purposes of attacking the *462 Patent. EX2536 91;
EX2537 q1; EX2538 91. The discovery sought concerns these experts’ retention,
direction, and payment.

Thus, PO has already identified evidence establishing “beyond speculation
that in fact something useful will be uncovered” that identifies and explains the
extent of Petitioner Mylan’s improper pursuit in the litigation of the overlapping
grounds, and the harm it has imposed. Garmin, Pap.26, 6; Samsung Bioepis Co. v.
Regeneron Pharms., Inc., IPR2023-00884, Pap.58, 8 (May 23, 2024).

B.  Garmin Factor 2: whether the requested discovery is solely

directed to seeking the other party’s litigation positions and the
underlying basis for those positions;

PO’s requests are not intended to obtain the Petitioners’ litigation positions or
their basis. Rather, PO seeks factual information regarding Petitioner Mylan’s role
in coordinating, educating and unifying the co-defendants and retaining, directing,

and compensating the experts on the overlapping grounds—pertinent to the extent
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of Mylan’s pursuit of those grounds after institution of IPR2023-00724. “It 1s not
apparent that any of the requested discovery would inappropriately reveal any
litigation position” of Petitioners” and this factor therefore weighs in favor of
granting additional discovery. Samsung Bioepis, IPR2023-00884, Pap.58, 8.

C.  Garmin Factor 3: whether the party requesting discovery is able

to reasonably figure out or assemble the information without the
discovery request;

Similarly, Factor 3 weighs in favor of PO’s requested discovery because PO
has no other means to generate equivalent information, which is “essentially, at
[Petitioner Mylan’s] fingertips and can be readily produced.” Samsung Bioepis,
[PR2023-00884, Pap.58, 9. When PO asked each Petitioner about Petitioner Mylan’s
involvement in developing invalidity positions on the overlapping grounds in the
March 19 and July 16 litigation expert reports, each Petitioner refused to answer.
EX2653, 1-2, 12-13. Further, PO was unable to obtain this information in
depositions of Bantle and Jusko. E.g., EX2552, 59:10-67:3; EX2553, 55:20-56:12.

D.  Garmin Factor 4: whether the requested discovery is easily

understandable; and Garmin Factor 5: whether the requested
discovery is overly burdensome.

Garmin Factors 4 and 5 also favor discovery because the Requests for
Production, and alternatively, the Interrogatories, are easy to understand, narrowly
tailored to reflect PO’s need, would not be burdensome to produce because they are

directed to three experts’ work on three invalidity arguments regarding a single
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patent, and only as to their retention, direction, and compensation. Garmin, Pap.26,
7. To the extent Petitioners object to discovery on the basis of privilege or work
product, Petitioners may provide a detailed privilege log. See, e.g., Qualcomm Inc.
v. FedEx Corp. Servs., Inc., IPR2022-00584, Pap.30/86, 1011 (Dec. 21, 2022).

III. How Discovery Would Be Useful in Light of the Extant Schedule,
Including the Schedule for Briefing

So that the discovery may be productively considered by the Board in advance
of any Final Written Decision (and/or sanctions decision), PO proposes that, upon
grant of this motion, (1) Petitioners be given 5 business days in which to provide the
requested discovery, (2) PO be permitted 3 business days from that production to
submit (along with the received discovery) one 2-page paper commenting on how
the discovery adds to the relevant information already briefed in the sanctions
motion, and (3) Petitioners be permitted 3 business days from any such submission
by PO to submit one 2-page responsive paper from Mylan, and one 2-page
responsive paper from DRL/Sun.

Respectfully submitted: /Megan Raymond/ July 31, 2024
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CERTIFICATE OF PAGE COUNT
The undersigned certifies that the foregoing PATENT OWNER’S MOTION
FOR ADDITIONAL DISCOVERY 37 C.F.R. §42.51(b)(2) complies with the
Board’s July 26, 2024 (Pap.69) limiting this motion to 10 pages.
Dated: July 31, 2024 Respectfully Submitted,

By: /Megan Raymond/

Megan Raymond (Reg. No. 72,997)
Groombridge, Wu, Baughman & Stone
LLP

801 17th Street, NW, Suite 1050
Washington, DC, 20006

P: (202)-505-5878
megan.raymond@groombridgewu.com
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CERTIFICATE OF SERVICE
The undersigned hereby certifies that a copy of PATENT OWNER’S
MOTION FOR ADDITIONAL DISCOVERY 37 C.F.R. §42.51(b)(2) has been
served in its entirety by causing the aforementioned document to be electronically
mailed to the following attorneys of record for the Petitioners 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, WI 53703
Telephone: (608) 663-7460

Courtney Prochnow, PhD

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

633 W. 5th St., Ste 5850

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

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

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

Jonathan I. Tietz, PhD

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

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

Matthew A. Lembo

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

1155 Avenue of the Americas
Floor 22

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

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

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

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

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

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

1120 NW Couch St.
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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

Semaglutide-Ozempic(@perkinscoie.com

By Electronic Mail
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