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Fujiwara et al, Accumulated Clonal Genetic Alterations 
in Familial and Sporadic Colorectal Carcinomas with 
Widespread Instability in Microsatellite Sequences, 
153(4) Am. J. Pathology 1063 (1998) 
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27, 2014) 

X 

EX1021 

Press Release, National Institutes of Health Launches 
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https://www.clinicaltrials.gov/study/NCT01876511?tab
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EX1036 
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Various Tumor Types, 28(supp.3) Oncology 15 
(November 10, 2014) 

X 

EX1039 

Llosa et al, Immune Checkpoints Expression in MSI 
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Taggart et al, High-level Microsatellite Instability in 
Appendiceal Carcinomas, 37(8) Am. J. Surgical 
Pathology 1192 (August 2013) 

X 

EX1047 Stintzing et al, Management of Colorectal Cancer, 6 
F1000 Prime Reports 1 (November 4, 2014) X 
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at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/
2014/125514lbl.pdf 

X 

EX1056 Reserved  

EX1057 

Lipson et al, Durable Cancer Regression Off-
Treatment and Effective Reinduction Therapy with an 
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Investigational Cancer Drugs, 94(3) Clinical 
Pharmacology & Therapeutics 329 (September 2013)  
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Oncology 140 (2012) X 

EX1069 
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EX1086 Cheung et al, Current Advance in Small Bowel Tumors, 
44(1) Clinical Endoscopy 13 (2011) X 

EX1087 

Duval et al, The Mutator Pathway is a Feature of 
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X 

EX1091 
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Ajani et al, Gastric Cancer, Version 2.2013: Featured 
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X 

EX1097-
1101 Reserved  



Case No. IPR2024-00648 
Patent No. 11,643,462 

 

12 

EX1102 
Benson et al, Colon Cancer, Version 3.2014: Clinical 
Practice Guidelines in Oncology, 12(7) J. Nat’l 
Comprehensive Cancer Network 1028 (July 2014) 

Not Filed 

EX1103 

Brown et al, Neo-Antigens Predicted by Tumor 
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PROTECTIVE ORDER MATERIAL] May 9, 2013 IND 
Submission to the FDA, SN00 

 

EX1117 

Public Version of MSI-H Study Protocol in NEJM Article  
Le DT, Uram JN, Wang H, et al. PD-1 blockade in tumors 
with mismatch-repair deficiency. N Engl J Med 
2015;372:2509-20. DOI: 10.1056/NEJMoa1500596 

 

EX1118 
[HIGHLY CONFIDENTIAL ATTORNEY EYES ONLY – 
PROTECTIVE ORDER MATERIAL] June 11, 2013 IND 
Submission to the FDA, SN01 
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[HIGHLY CONFIDENTIAL ATTORNEY EYES ONLY – 
PROTECTIVE ORDER MATERIAL] July 15, 2013 IND 
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EX1120 

FDA grants nivolumab accelerated approval for MSI-H or 
dMMR colorectal cancer 
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approved-drugs/fda-grants-nivolumab-accelerated-
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EX1121 RESERVED  

EX1122 

Overman, M, Nivolumab in patients with metastatic DNA 
mismatch repair deficient/microsatellite instability–high 
colorectal cancer (CheckMate 142): results of an open-
label, multicentre, phase 2 study, Lancet Oncol. 2017 
September; 18(9): 1182–1191 
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1127 RESERVED  

EX1128 

CDER 2012-2023 
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CDER 2023-2024 
https://www.fda.gov/drugs/ind-activity/breakthrough-
therapy-designation-requests (last accessed January 8, 
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CDER Breakthrough Therapy Designation Approvals, 
https://www.fda.gov/media/95302/download (last accessed 
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EX1131-
1133 RESERVED  

EX1134 Keytruda Labeling (12.11.2024)  

EX1135 Deposition Transcript of Jennifer Newberger, taken on 
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EX1136 Deposition Transcript of Richard Goldberg, taken on 
December 13, 2024  

EX1137 RESERVED  

EX1138 Deposition Transcript of Nils Lonberg, taken on December 
20, 2024  
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EX1139 Deposition Transcript of Dung Thi Le, M.D., taken on 
January 9, 2025  

EX1140 Deposition Transcript of Andrew Pardoll, M.D., taken on 
January 24, 2025  

EX1141 Paul E. Oberstein, M.D., CV  

EX1142-
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EX1145 Declaration of Dr. Dung Le, marked up during January 9, 
2025 deposition  

EX1146 
Dr. Dung Le's notes regarding Keytruda's approvals relating 
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deposition 

 

EX1147 Excerpt of 16/144549 - Application  

EX1148 

ClinicalTrials.gov, NCT02460198, “Study of 
Pembrolizumab (MK-3475) as Monotherapy in Participants 
With Previously-Treated Locally Advanced Unresectable or 
Metastatic Colorectal Cancer (MK-3475-164/KEYNOTE-
164),” (May 29, 2015)  

 

EX1149 Excerpt '356 FH (Feb. 4, 2020 Reply to Office Action)  
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Transcript of Nils Lonberg, taken on April 17, 2025 
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1277 Reserved  

EX1278 
NCCN Clinical Practice Guidelines in Oncology - Rectal 
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EX1279 

June 29, 2020 first-line CRC approval (FDA approves 
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https://www.fda.gov/drugs/drug-approvals-and-
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treatment-msi-hdmmr-colorectal-cancer 

 

EX1280 Declaration of Ms. Jennifer Newberger, in  
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EX1281 Declaration of Ms. Jennifer Newberger, in  
IPR2024-00622, Ex. 2137 (10,934,356)  

EX1282 Declaration of Ms. Jennifer Newberger, in  
IPR2024-00623, Ex. 2137 (11,325,974)  

EX1283 
[HIGHLY CONFIDENTIAL ATTORNEY EYES ONLY – 
PROTECTIVE ORDER MATERIAL] Deposition 
Transcript of Paul E. Oberstein, M.D., taken on February 
19, 2025 
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