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EX1183 BLA Supplement Approval Letter, FDA, 6-10-2019
EX1184 | BLA Supplement Approval Letter, FDA, 6-12-2018
EX1185 BLA Supplement Approval Letter, FDA, 6-17-2024
EX1186 BLA Supplement Approval Letter, FDA, 6-24-2020
EX1187 BLA Supplement Approval Letter, FDA, 6-29-2020
EX1187 BLA Supplement Approval Letter, FDA, 7-1-2021
EX1188 | BLA Supplement Approval Letter, FDA, 7-21-2021
EX1189 | BLA Supplement Approval Letter, FDA, 7-26-2021
EX1190 | BLA Supplement Approval Letter, FDA, 7-30-2019
EX1191 BLA Supplement Approval Letter, FDA, 8-10-2019
EX1192 BLA Supplement Approval Letter, FDA, 8-20-2018
EX1193 BLA Supplement Approval Letter, FDA, 9-17-2024
EX1194 BLA Supplement Approval Letter, FDA, 10-13-2021
EX1195 BLA Supplement Approval Letter, FDA, 10-14-2020
EX1196 | BLA Supplement Approval Letter, FDA, 10-16-2023
EX1197 | BLA Supplement Approval Letter, FDA, 10-21-2023
EX1198 BLA Supplement Approval Letter, FDA, 10-24-2016
EX1199 BLA Supplement Approval Letter, FDA, 10-30-2018
EX1200 BLA Supplement Approval Letter, FDA, 11-16-2023
EX1201 BLA Supplement Approval Letter, FDA, 11-17-2021
EX1202 | BLA Supplement Approval Letter, FDA, 12-3-2021
EX1203 BLA Supplement Approval Letter, FDA, 12-15-2023
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EX1204 | BLA Supplement Approval Letter, FDA, 6-24-2020

EX1205 BLA Supplement Approval Letter, FDA, 12-18-2015

EX1206 Off-Label Drug Use in Cancer Treatment, National
Cancer Institute, available at
https://www.cancer.gov/about-
cancer/treatment/drugs/off-label (last accessed January
29, 2025)

EX1207 Going Off-Label, Cancer Today Mag., 2017, available
at https://www.cancertodaymag.org/summer2017/going-
off-label-targeted-therapy-immunotherapy/ (last
accessed January 29, 2025)

EX1208 NCCN Guidelines, Colon Cancer, Version 5.2024 -
August 22, 2024

EX1209 NCCN Guidelines, Rectal Cancer, Version 4.2024 -
August 22, 2024

EX1210 MSI-H CRC, Opdivo, available at
https://www.opdivo.com/msi-h-crc (last accessed
January 29, 2025)

EX1211- | Reserved

1212

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
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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, 2025)

EX1222 | In the Eye of the Storm: PD-(L)1 Inhibitors Weathering
Turbulence,” IQVIA Whitepaper (2022)

EX1223 “Keytruda wins second place in the race to approval for
neo-adjuvant NSCLC,” Clinical Trials Arena, October
23,2023, available at

https://www .clinicaltrialsarena.com/analyst-
comment/keytruda-approval-nsclc/?ct-view (last
accessed January 29, 2025)

EX1224 | “Merck & Co., Roche, and BMS Among Leading
Players in the Non-Small Cell Lung Cancer Drugs
Market,” Global Data, July 20, 2022, available at
https://www.globenewswire.com/news-
release/2022/07/20/2482864/0/en/Merck-Co-Roche-
and-BMS-Among-Leading-Players-in-the-Non-Small-
Cell-Lung-Cancer-Drugs-Market-GlobalData-Plc.html
(last accessed January 29, 2025)
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EX1225 Summary of “PD-1 Non-Small Cell Lung Cancer
Market Insight,” Delve Insight, available at
https://www.delveinsight.com/report-store/pd-1-non-
small-cell-lung-cancer-market (last accessed January 29,
2025)

EX1226- | Reserved

1237

EX1238 U.S. Patent No. 8,354,509

EX1239- | Reserved

1241

EX1242 Deposition Transcript of Jennifer Newberger, taken on
April 10, 2025

EX1243 | Deposition Transcript of Richard M. Goldberg, taken on
April 15,2025

EX1244 [HIGHLY CONFIDENTIAL ATTORNEY EYES
ONLY - PROTECTIVE ORDER MATERIAL]
Deposition Transcript of Brian J. Segers, taken on April
21,2025

EX1245 [HIGHLY CONFIDENTIAL ATTORNEY EYES
ONLY — PROTECTIVE ORDER MATERIAL]
Deposition Transcript of Nils Lonberg, taken on April
17,2025

EX1246 Deposition Transcript of Dung Thi Le, M.D., taken on
April 18,2025

EX1247 Reserved

EX1248 Reserved
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EX1249 | FDA Converts to Full Approval Indication for
KEYTRUDA® (pembrolizumab) for Certain Adult and
Pediatric Patients With Advanced Microsatellite
Instability-High (MSI-H) or Mismatch Repair Deficient
(dMMR) Solid Tumors” (March 29, 2023)

(https://www.merck.com/news/fda-converts-to-full-
approval-indication-for-keytruda-pembrolizumab-for-
certain-adult-and-pediatric-patients-with-advanced-
microsatellite-instability-high-msi-h-or-mismatch-
repair-deficient/)

EX1250 | NCCN Clinical Practice Guidelines in Oncology -
Uterine Neoplasms (Version 3.2025-March 7, 2025),
available at www.nccn.org/patients

EX1251 NCCN Clinical Practice Guidelines in Oncology - Small
Bowel Adenocarcinoma (Version 3.2025-March 31,
2025), available at www.nccn.org/patients

EX1252 | NCCN Clinical Practice Guidelines in Oncology -
Gastric Cancer (Version 2.2025-April 4, 2025),
available at www.nccn.org/patients

EX1253 NCCN Clinical Practice Guidelines in Oncology -
Biliary Tract Cancers (Version 1.2025-March 20, 2025),
available at www.nccn.org/patients

EX1254 | NCCN Clinical Practice Guidelines in Oncology -
Breast Cancer (Version 3.2025-March 20, 2025),
available at www.nccn.org/patients

EX1255 NCCN Clinical Practice Guidelines in Oncology -
Esophageal & Esophagogastric Junction Cancers
(Version 2.2025-March 25, 2025), available at
www.nccn.org/patients

EX1256 | NCCN Clinical Practice Guidelines in Oncology -
Prostate Cancer (Version 1.2025-December 4, 2025),
available at www.nccn.org/patients
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EX1257 | NCCN Clinical Practice Guidelines in Oncology -
Pancreatic Adenocarcinoma (Version 2.2025-February
3, 2025), available at www.nccn.org/patients

EX1258 | NCCN Clinical Practice Guidelines in Oncology -
Vulvar Cancer (Version 1.2025-February 10, 2025),
available at www.nccn.org/patients

EX1259 | NCCN Clinical Practice Guidelines in Oncology -
Hepatocellular Carcinoma (Version 1.2025-March 20,
2025), available at www.nccn.org/patients

EX1260 | NCCN Clinical Practice Guidelines in Oncology -
Vaginal Cancer (Version 5.2025-February 28, 2025),
available at www.nccn.org/patients

EX1261 Keytruda Label

EX1262 | “FDA grants nivolumab accelerated approval for MSI-H
or dMMR colorectal cancer”

(https://www.fda.gov/drugs/resources-information-
approved-drugs/fda-grants-nivolumab-accelerated-
approval-msi-h-or-dmmr-colorectal-cancer)

EX1263 “FDA Grants Accelerated Approval to Ipilimumab for
MSI-H or dIMMR Metastatic Colorectal Cancer”

(https://www.fda.gov/drugs/resources-information-
approved-drugs/fda-grants-accelerated-approval-
ipilimumab-msi-h-or-dmmr-metastatic-colorectal-
cancer)

EX1264 Yervoy Label

EX1265 Opdivo Label
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EX1266 | “GSK - GSK Receives FDA Accelerated Approval for
JEMPERLI dostarlimab-gxly for Adult Patients with
dMM”

(https://www.gsk.com/en-gb/media/press-releases/gsk-
receives-fda-accelerated-approval-for-jemperli-
dostarlimab-gxly-for-adult-patients-with-mismatch-
repair-deficient-dmmr-recurrent-or-advanced-solid-
tumours/)

EX1267 Jemperli Label

EX1268 FDA Approves Pembrolizumab for Adults and Children
with TMB-H Solid Tumors, available at

EX1269 [HIGHLY CONFIDENTIAL ATTORNEY EYES
ONLY — PROTECTIVE ORDER MATERIAL]

Confidential Declaration of Brian J Segers in
[PR2024-00625 - Ex. 2191 — (U.S. 11,339,219)

EX1270 [HIGHLY CONFIDENTIAL ATTORNEY EYES
ONLY — PROTECTIVE ORDER MATERIAL]
Confidential Declaration of Brian J Segers in
[PR2024-00647 - Ex. 2191 - (11,649,287)

EX1271- | Reserved
1272

EX1273 “FDA - FDA Grants Accelerated Approval to
Dostarlimab-gxly for AIMMR Advanced Solid Tumors”

(https://www.fda.gov/drugs/resources-information-
approved-drugs/fda-grants-accelerated-approval-
dostarlimab-gxly-dmmr-endometrial-cancer)

EX1274 Reserved

EX1275 NCCN Clinical Practice Guidelines in Oncology -
Colon Cancer (Version 3.2025-April 24, 2025),
available at www.nccn.org/patients
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EX1276 | NCCN Clinical Practice Guidelines in Oncology -
Occult Primary (Version 2.2025-September 11, 2024),
available at www.nccn.org/patients

EX1277 | NCCN Clinical Practice Guidelines in Oncology -
Ovarian Cancer (Version 1.2025-March 5, 2025),
available at www.nccn.org/patients

EX1278 NCCN Clinical Practice Guidelines in Oncology -
Rectal Cancer (Version 2.2025-March 31, 2025),
available at www.nccn.org/patients

EX1279 June 29, 2020 first-line CRC approval (FDA approves
pembrolizumab for first-line treatment of MSI-
H/dMMR colorectal cancer | FDA)
https://www.fda.gov/drugs/drug-approvals-and-
databases/fda-approves-pembrolizumab-first-line-
treatment-msi-hdmmr-colorectal-cancer

EX1280 Declaration of Ms. Jennifer Newberger, in
[PR2024-00240, Ex. 2137 (11,591,393)

EX1281 Declaration of Ms. Jennifer Newberger, in
[PR2024-00622, Ex. 2137 (10,934,356)

EX1282 | Declaration of Ms. Jennifer Newberger, in
[PR2024-00623, Ex. 2137 (11,325,974)
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