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EX1192 BLA Supplement Approval Letter, FDA, 8-20-2018
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EX1205 BLA Supplement Approval Letter, FDA, 12-18-2015
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EX1207 Going Off-Label, Cancer Today Mag., 2017, available at
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off-label-targeted-therapy-immunotherapy/ (last accessed
January 29, 2025)
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EX1213 Merck U.S. patent rights for products, Merck, available
at https://www.merck.com/products/patent/ (last
accessed January 29, 2025)

EX1214 U.S. Patent No. 8,900,587

EX1215 U.S. Patent No. 9,834,605

EX1216 U.S. Patent No. 11,117,961

EX1217 U.S. Patent No. 9,220,776

EX1218 Edited Transcript, MRK - Q3 2014 Merck & Co Inc
Earnings Call dated October 27, 2014

EX1219 Merck 10-Q filing for the quarterly period ended
September 30, 2014

EX1220 Success Multiplied: Launch Excellence for Multi-
Indication Assets, IQVIA (2023)

EX1221 “KEYTRUDA (pembrolizumab) from Merck Awarded
Prix Galien USA 2015 Best Biotechnology Product
Award,” Merck, October 28, 2015, available at
https://www.merck.com/news/keytruda-pembrolizumab-
from-merck-awarded-prix-galien-usa-2015-best-
biotechnology-product-award/ (last accessed January 29,
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EX1222 In the Eye of the Storm: PD-(L)1 Inhibitors Weathering

Turbulence,” IQVIA Whitepaper (2022)
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accessed January 29, 2025)

EX1224 “Merck & Co., Roche, and BMS Among Leading
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Market,” Global Data, July 20, 2022, available at
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Insight,” Delve Insight, available at
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EX1226 Opdivo Package Insert, available at
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accessed January 29, 2025)
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Institute, available at
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EX1228 “Cancer Stat Facts: Colorectal Cancer,” National Cancer
Institute, archived October 28, 2023, available at
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January 29, 2025)

EX1230 “Cancer Stat Facts: Colorectal Cancer,” National Cancer
Institute, archived March 8, 2022, available at
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EX1249 | FDA Converts to Full Approval Indication for
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Pediatric Patients With Advanced Microsatellite
Instability-High (MSI-H) or Mismatch Repair Deficient
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(https://www.fda.gov/drugs/resources-information-
approved-drugs/fda-grants-accelerated-approval-
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Cancer (Version 3.2025-April 24, 2025), available at
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EX1277 | NCCN Clinical Practice Guidelines in Oncology -
Ovarian Cancer (Version 1.2025-March 5, 2025),
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EX1279 June 29, 2020 first-line CRC approval (FDA approves
pembrolizumab for first-line treatment of MSI-H/dAMMR
colorectal cancer | FDA)
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