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degree to which

Merck & Co. v. Teva Pharmaceuticals USA, Inc.

See also

Landslide
Ormco Corp. v. Align Technology, Inc.

Fox Factory, Inc. v. SRAM, LLC
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claimed novel

Fox Factory, Inc. v. SRAM, LLC

Janssen Pharm. v. Teva Pharm. U.S.

See also: Novartis AG v. Torrent Pharms. Ltd.
In re Kao

novel

Acorda Therapeutics, Inc. v. Roxane Labs., Inc.

Acorda Therapeutics, Inc. v. Roxane Labs., Inc.
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Acorda Therapeutics, Inc. v. Roxane Labs., Inc.
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only
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Acorda Therapeutics, Inc. v. Roxane Labs., Inc.
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See also
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claimed novel

Fox Factory, Inc. v. SRAM, LLC,
In re Huang

Economic Approaches to 
Intellectual Property: Policy, Litigation, and Management 

Janssen Pharm. v. Teva Pharm. U.S.

See also: Novartis AG v. Torrent Pharms. Ltd.
In re Kao
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i.e., 

Fox Factory, Inc. v. SRAM, LLC,
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two dozen e.g., 

Fox Factory, Inc. v. SRAM, LLC
Therasense, Inc. v. Becton, Dickinson & Co. 
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claimed

novel

e.g.

Fox Factory, Inc. v. SRAM, LLC,
In re Huang

Janssen Pharm. v. Teva Pharm. U.S.

See also: Novartis AG v. Torrent Pharms. Ltd.
In re Kao
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upper bound 

e.g., 
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novel

two

Novartis AG v. Torrent Pharms. Ltd.
In re Kao
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dozen

Novo Nordisk Inc., et al v. Mylan 
Pharmaceuticals, Inc.
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Journal of the Patent and 
Trademark Office Society
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See also
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Aesthetic Surgery Journal
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e.g., 
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some benefit
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Nature Reviews Endocrinology

Nature Reviews
Endocrinology
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Taiho Pharmaceutical Co., Ltd. Eugia Pharma Specialties Ltd.

See also Merck & Co. v. Teva Pharmaceuticals USA, Inc.

Bulletin of the World Health Organization
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Galderma Labs., L.P. v. Tolmar, Inc.
Merck & Co. v. Teva Pharm. USA, Inc.

Acorda Therapeutics, Inc. v. Roxane Labs., Inc.
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Inter Partes 

Inter Partes 
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Novo Nordisk Inc., et al v. Mylan Pharmaceuticals, Inc.,
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Appendix C-1
Ozempic Off-label Sales Analysis

Source 2019 2020 2021 2022
Off-label Ozempic Prescriptions [A] 230 510 1,200 2,200
Annual Total Ozempic Prescriptions [B]
Estimated Off-label Prescriptions Share [C]

Notes and sources:
In thousands.
[A] EX1172: Komodo Health, "Prescriptions for Trendy Diabetes and Weight-Loss Drugs Increased Over 2,000% Since 2019," 2/17/2023,

https://www.komodohealth.com/perspectives/prescriptions-for-trendy-diabetes-and-weight-loss-drugs-increased-over-2000-since-2019.
EX1185: Track Drugs, "Ozempic Statistics And Trends in 2024," January 2024, https://trackdrugs.com/ozempic-statistics.

[B] EX2300: Vellturo Declaration, Appendix F.
[C] = [A] ÷ [B]

HIGHLY CONFIDENTIAL INFORMATION – SUBJECT TO PROTECTIVE ORDER Appendix C-1
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Appendix D-1
Ozempic FDA Orange Book Patents

2017 2018 2019 2020 2021 2022 2023 2024

10,220,155 Novo Nordisk A/S 8/15/2005 7/17/2006 3/5/2019 7/17/2026
Syringe device with a dose limiting mechanism and an additional safety 
mechanism

x x x x x

10,335,462 * Novo Nordisk A/S 8/30/2012 7/21/2017 7/2/2019 6/21/2033 Use of long-acting GLP-1 peptides x x x x x
10,357,616 Novo Nordisk A/S 1/27/2005 11/17/2017 7/23/2019 1/20/2026 Injection device with an end of dose feedback mechanism x x x x x
10,376,652 Novo Nordisk A/S 1/26/2005 2/24/2017 8/13/2019 1/20/2026 Automatic injection device with a top release mechanism x x x x x

11,097,063 Novo Nordisk A/S 8/15/2005 1/17/2019 8/24/2021 7/17/2026
Syringe device with a dose limiting mechanism and an additional safety 
mechanism

x x x

11,311,679 Novo Nordisk A/S 1/26/2005 6/25/2019 4/26/2022 1/20/2026 Automatic injection device with a top release mechanism x x
11,446,443 Novo Nordisk A/S 11/9/2004 10/1/2019 9/20/2022 10/20/2025 Injection device with torsion spring and rotatable display x x
6,899,699 Novo Nordisk A/S 1/9/2001 1/2/2002 5/31/2005 1/2/2022 Automatic injection device with reset feature x x x x x x
7,762,994 Novo Nordisk A/S 7/3/2002 7/16/2007 7/27/2010 5/23/2024 Needle mounting system and a method for mounting a needle assembly x x x x x x x x

8,114,833 Novo Nordisk A/S 11/24/2003 5/17/2006 2/14/2012 8/13/2025
Propylene glycol-containing peptide formulations which are optimal for 
production and for use in injection devices

x x x x x x x x

8,129,343 Novo Nordisk A/S 3/23/2005 3/20/2006 3/6/2012 12/5/2031 Acylated GLP-1 compounds x x x x x x x x
8,536,122 Novo Nordisk A/S 3/23/2005 3/5/2012 9/17/2013 3/20/2026 Acylated GLP-1 compounds x x x x x x x x
8,579,869 Novo Nordisk A/S 7/3/2002 2/10/2012 11/12/2013 6/30/2023 Needle mounting system and a method for mounting a needle assembly x x x x x x x
8,672,898 Novo Nordisk A/S 1/9/2001 10/22/2004 3/18/2014 1/2/2022 Automatic injection device with reset feature x x x x x x
8,684,969 Novo Nordisk A/S 11/9/2004 9/25/2012 4/1/2014 10/20/2025 Injection device with torsion spring and rotatable display x x x x x x x x

8,920,383 Novo Nordisk A/S 8/16/2005 7/17/2006 12/30/2014 7/17/2026
Dose mechanism for an injection device for limiting a dose setting 
corresponding to the amount of medicament left

x x x x x x x x

9,108,002 Novo Nordisk A/S 1/26/2005 12/15/2011 8/18/2015 1/20/2026 Automatic injection device with a top release mechanism x x x x x x x x
9,132,239 Novo Nordisk A/S 10/29/2008 10/21/2009 9/15/2015 2/1/2032 Dial-down mechanism for wind-up pen x x x x x x x x
9,457,154 Novo Nordisk A/S 1/27/2005 1/20/2006 10/4/2016 9/27/2027 Injection device with an end of dose feedback mechanism x x x x x x x x
9,486,588 Novo Nordisk A/S 1/9/2001 1/30/2014 11/8/2016 1/2/2022 Automatic injection device with reset feature x x x x x x
9,616,180 Novo Nordisk A/S 1/26/2005 7/13/2015 4/11/2017 1/20/2026 Automatic injection device with a top release mechanism x x x x x x
9,687,611 Novo Nordisk A/S 11/9/2004 1/29/2014 6/27/2017 2/27/2027 Injection device with torsion spring and rotatable display x x x x x x x x

9,775,953 Novo Nordisk A/S 8/16/2005 11/21/2014 10/3/2017 7/17/2026
Dose mechanism for an injection device for limiting a dose setting 
corresponding to the amount of medicament left

x x x x x x x x

9,861,757 Novo Nordisk A/S 1/27/2005 8/19/2016 1/9/2018 1/20/2026 Injection device with an end of dose feedback mechanism x x x x x x
RE46,363 Novo Nordisk A/S 11/9/2004 11/27/2013 4/11/2017 8/3/2026 Dial-down mechanism for wind-up pen x x x x x x x x

Notes and sources:
Ozempic was approved by the FDA on December 5, 2017 and first appeared in the 12th Supplement of the 2017 FDA Orange Book.  There are no patents covering Ozempic from 2012 to 2016.
* indicates patent-at-issue.
Patents:

EX1204: U.S. Patent No. 10,220,155, Syringe device with a dose limiting mechanism and an additional safety mechanism (filed 7/17/2006, issued 3/5/2019).
EX1001: U.S. Patent No. 10,335,462, Use of long-acting GLP-1 peptides (filed 7/21/2017, issued 7/2/2019).
EX1205: U.S. Patent No. 10,357,616, Injection device with an end of dose feedback mechanism (filed 11/17/2017, issued 7/23/2019).
EX1197: U.S. Patent No. 10,376,652, Automatic injection device with a top release mechanism (filed 2/24/2017, issued 8/13/2019).
EX1198: U.S. Patent No. 11,097,063, Syringe device with a dose limiting mechanism and an additional safety mechanism (filed 1/17/2019, issued 8/24/2021).
EX1203: U.S. Patent No. 11,311,679, Automatic injection device with a top release mechanism (filed 6/25/2019, issued 4/26/2022).
EX1202: U.S. Patent No. 11,446,443, Injection device with torsion spring and rotatable display (filed 10/1/2019, issued 9/20/2022).
EX1168: U.S. Patent No. 6,899,699, Automatic injection device with reset feature (filed 1/2/2002, issued 5/31/2005).
EX1183: U.S. Patent No. 7,762,994, Needle mounting system and a method for mounting a needle assembly (filed 7/16/2007, issued 7/27/2010).
EX1121: U.S. Patent No. 8,114,833, Propylene glycol-containing peptide formulations which are optimal for production and for use in injection devices (filed 5/17/2006, issued 2/14/2012).
EX1068: U.S. Patent No. 8,129,343, Acylated GLP-1 compounds (filed 3/20/2006, issued 3/6/2012).
EX2488: U.S. Patent No. 8,536,122, Acylated GLP-1 compounds (filed 3/5/2012, issued 9/17/2013).
EX1187: U.S. Patent No. 8,579,869, Needle mounting system and a method for mounting a needle assembly (filed 2/10/2012, issued 11/12/2013).
EX1193: U.S. Patent No. 8,672,898, Automatic injection device with reset feature (filed 10/22/2004, issued 3/18/2014).
EX1169: U.S. Patent No. 8,684,969, Injection device with torsion spring and rotatable display (filed 9/25/2012, issued 4/1/2014).
EX1194: U.S. Patent No. 8,920,383, Dose mechanism for an injection device for limiting a dose setting corresponding to the amount of medicament left (filed 7/17/2006, issued 12/30/2014).
EX1188: U.S. Patent No. 9,108,002, Automatic injection device with a top release mechanism (filed 12/15/2011, issued 8/18/2015).
EX1192: U.S. Patent No. 9,132,239, Dial-down mechanism for wind-up pen (filed 10/21/2009, issued 9/15/2015).
EX1191: U.S. Patent No. 9,457,154, Injection device with an end of dose feedback mechanism (filed 1/20/2006, issued 10/4/2016).
EX1201: U.S. Patent No. 9,486,588, Automatic injection device with reset feature (filed 1/30/2014, issued 11/8/2016).
EX1196: U.S. Patent No. 9,616,180, Automatic injection device with a top release mechanism (filed 7/13/2015, issued 4/11/2017).
EX1195: U.S. Patent No. 9,687,611, Injection device with torsion spring and rotatable display (filed 1/29/2014, issued 6/27/2017).
EX1200: U.S. Patent No. 9,775,953, Dose mechanism for an injection device for limiting a dose setting corresponding to the amount of medicament left (filed 11/21/2014, issued 10/3/2017).
EX1199: U.S. Patent No. 9,861,757, Injection device with an end of dose feedback mechanism (filed 8/19/2016, issued 1/9/2018).
EX1211: U.S. Patent No. RE46,363, Dial-down mechanism for wind-up pen (filed 11/27/2013, issued 4/11/2017).

FDA Orange Books:
EX1133: FDA Orange Book, Supplement 12 December 2017, at A-69.
EX1120: FDA Orange Book, 2018, at ADA 225 of 259.
EX1134: FDA Orange Book, 2019 at ADA 229-230 of 263.
EX1135: FDA Orange Book, 2020, at ADA 242 of 277.
EX1165: FDA Orange Book, 2021, at ADA 258-259 of 297.
EX1166: FDA Orange Book, 2022, at ADA 258-259 of 299.
EX1293: FDA Orange Book, 2023, at ADA 363-365 of 420.
EX1101: FDA Orange Book, 2024, at ADA 374-376 of 442.

Issuance by FDA Orange Book Edition
U.S. Patent No.

Original 
Assignee / Applicant

Approximate 
Priority Date (US)

Patent 
Issue Date

Patent 
Expiration Date

Title
Patent 

File Date
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Appendix D-2
Ozempic Patent Timeline

Notes and sources:
Patent data from Appendix D-1.
From left to right, the circle marks indicate the Approximate U.S. Priority Date, Patent Issue Date, and Patent Expiration Date.
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