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Diabetes Care, Vol.36, 498-504 (March 2013)

EX2061

Nordqvist, C., “Experimental Diabetes Drug Taspoglutide Late-Stage
Trials Suspended,” available at
https://www.medicalnewstoday.com/articles/200893#1 (September 13,
2010)

EX2062

Rosenstock, J., et al., “Potential of Albiglutide, a Long-Acting GLP-1
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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)




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

Exhibit

Description

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 Conference Call
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