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EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

Claim 1 [pre] Merck’s Keytruda (Pembrolizumab) 

A method for treating a patient 

having a solid tumor selected 

from the group consisting of: 

endometrial cancer, small bowel 

cancer, gastric cancer, ampullary 

cancer, cholangiocarcinoma, 

pancreatic cancer, prostate 

cancer, breast cancer, esophageal 

cancer, liver cancer, ovarian 

cancer, uterine cancer, cervical 

cancer, bladder cancer, testicular 

cancer and oral cancer, the 

method comprising: 

Merck’s FDA-approved label for Keytruda (“Keytruda Label”)1 instructs physicians to use 

Keytruda to treat a patient having a solid tumor selected from the group consisting of 

endometrial cancer, small bowel cancer, gastric cancer, ampullary cancer, 

cholangiocarcinoma, pancreatic cancer, prostate cancer, breast cancer, esophageal cancer, 

liver cancer, ovarian cancer, uterine cancer, cervical cancer, bladder cancer, testicular cancer 

and oral cancer. 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having MSI-H or dMMR solid tumors (Indication 1.7)2 and MSI-H or 

dMMR endometrial cancer (Indication 1.15)3. 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

1 While the March 2021, April 2023, and August 2023 Keytruda Labels are cited herein, Hopkins hereby incorporates by reference all 

Keytruda Labels existing from the earliest issuance date of the asserted patents (March 2021) to present, which have substantially the 

same relevant information. 

2 Unless specified otherwise, the Indication No. provided corresponds to the Indication No. of the current Keytruda Label (i.e., 08/2023 

Keytruda Label). 

3 The revisions in the November 2023 Keytruda Label changed the indication of endometrial carcinoma from Indication 1.15 to 

Indication 1.16.

2



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

2 

Claim 1 [pre] Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 

3
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INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

3 

Claim 1 [pre] Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

in response to determining that 

the solid tumor is microsatellite 

instability high or DNA mismatch 

repair deficient, treating a patient 

having a solid tumor selected 

from the group consisting of: 

endometrial cancer, small bowel 

cancer, gastric cancer, ampullary 

cancer, cholangiocarcinoma, 

pancreatic cancer, prostate cancer, 

breast cancer, esophageal cancer, 

liver cancer, ovarian cancer, 

uterine cancer, cervical cancer, 

bladder cancer, testicular cancer 

The Keytruda Label instructs physicians to use Keytruda (pembrolizumab) to treat a patient 

determined to have a solid tumor that is MSI-H or dMMR (see Claim 1[b]) with a 

therapeutically effective amount of Keytruda based on a determination that the solid tumor 

has progressed following at least one prior cancer treatment.   

For example, the Indications and Usage Section of the Keytruda Label indicates that Keytruda 

is approved for the treatment of cancer in patients having MSI-H or dMMR solid tumors 

(Indication 1.7) and MSI-H or dMMR endometrial carcinoma (Indication 1.15) that has 

progressed following at least one prior cancer treatment. 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

4 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

and oral cancer with a 

therapeutically effective amount 

of pembrolizumab based on a 

determination that the solid tumor 

has progressed following at least 

one prior cancer treatment,  

[03/2021 Keytruda Label at 5.] 

 
[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 
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5 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

See also, e.g., Section 14.7 of the Keytruda Label (Section 14.8 of the 03/2021 Keytruda 

Label) instructing physicians to use Keytruda to treat of MSI-H/dMMR cancers that have 

progressed following prior cancer treatment. 
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6 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 82-83.] 
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7 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 97; see also 08/2023 Keytruda Label at 98.] 

See also, e.g., Section 14.15 of the Keytruda Label instructing physicians to use Keytruda to 

treat MSI-H/dMMR endometrial cancer that has progressed following prior cancer treatment. 
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Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 122; see also 08/2023 Keytruda Label at 123.]

The Keytruda Label discloses that Keytruda is a pembrolizumab injection. 

 

[03/2021 Keytruda Label at 1; 04/2023 Keytruda Label at 1; 08/2023 Keytruda Label at 1.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication, wherein the 

indication is directed to cancers confirmed to be MSI-H or dMMR. 
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Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

 

 

[03/2021 Keytruda Label at 8.] 
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10 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

 

 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 

The Preparation and Administration section of the Keytruda Label provides instructions for 

11



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

11 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

preparing and administering Keytruda (pembrolizumab) to patients:  

 

[03/2021 Keytruda Label at 10-11; 04/2023 Keytruda Label at 11; 08/2023 Keytruda Label at 

11.] 

The Keytruda Label includes clinical trial results showing that the recommended dosages of 

Keytruda are therapeutically effective among patients with MSI-H or dMMR solid tumors 

relevant to Indication 1.7 (or Indication 1.8 for 03/2021 Keytruda Label): 
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12 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

13



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

13 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

14



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

14 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 82-84.] 
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15 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 
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Claim 1[a] Merck’s Keytruda (Pembrolizumab) 
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17 

Claim 1[a] Merck’s Keytruda (Pembrolizumab) 

[04/2023 Keytruda Label at 97-98; see also 08/2023 Keytruda Label at 98-99.] 

The Keytruda Label also includes clinical trial results showing that the recommended dosages 

of Keytruda are therapeutically effective in patients with MSI-H or dMMR endometrial 

cancers relevant to Indication 1.15. 

 

 

[04/2023 Keytruda Label at 122-123; see also 08/2023 Keytruda Label at 123-124.] 
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18 

Claim 1 [b] Merck’s Keytruda (Pembrolizumab) 

and further based on previous 

testing of a biological sample 

obtained from the patient that the 

patient’s solid tumor exhibits at 

least one marker for high 

microsatellite instability or DNA 

mismatch repair deficiency.  

The Keytruda Label instructs physicians to use Keytruda to treat a patient having a solid 

tumor wherein the biological sample obtained from the patient is tested to determine that the 

patient’s solid tumor exhibits at least one marker for high microsatellite instability (MSI-H) or 

DNA mismatch repair deficiency (dMMR). 

For example, the Dosage and Administration section (Section 2) of the Keytruda Label 

instructs physicians to select patients having a cancer that is either MSI-H or dMMR for 

treatment with Keytruda according to Indications 1.7 and 1.15 based on the MSI-H/dMMR 

status in a biological sample (e.g., tumor specimen). 

 

[03/2021 Keytruda Label at 7.] 

19



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

19 

Claim 1 [b] Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

The Dosage and Administration section of the Keytruda Label also refers physicians to FDA’s 

website to find information necessary to test or have tested a biological sample obtained from 

a patient to determine whether the cancer is MSI-H or dMMR.  

 

[04/2023 Keytruda Label at 7; 08/2023 Keytruda Label at 7.] 
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INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

20 

Claim 1 [b] Merck’s Keytruda (Pembrolizumab) 

Moreover, Clinical Studies sections 14.7 (or 14.8 in the 03/2021 Keytruda Label) instructs 

physicians to test or have tested the patient tumor’s MSI-H/dMMR status via local PCR, IHC, 

or third-party tests such as e.g., FoundationOne®CDx and VENTANA MMR RxDx Panel. 

 

[03/2021 Keytruda Label at 83.] 

 

[04/2023 Keytruda Label at 97; see also 08/2023 Keytruda Label at 98.] 

The FDA’s website has a “List of Cleared or Approved Companion Diagnostic Devices (In 

Vitro and Imaging Tools),” from which a physician can select and use or direct the use of a 

commercially available MSI-H and dMMR biomarker assay to test a patient’s biological 

sample.  
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22 

Claim 1 [b] Merck’s Keytruda (Pembrolizumab) 

[https://www.fda.gov/medical-devices/in-vitro-diagnostics/list-cleared-or-approved-

companion-diagnostic-devices-in-vitro-and-imaging-tools (last visited on 11/14/2023).] 

For example, the “FoundationOne®CDx (F1CDx) is a qualitative next generation sequencing 

based in vitro diagnostic test that uses targeted high throughput hybridization-based capture 

technology for detection of substitutions, insertion and deletion alterations (indels) and copy 

number alterations (CNAs) in 324 genes and select gene rearrangements, as well as genomic 

signatures including microsatellite instability (MSI) . . . .”  See SSED PMA P170019/S029 at 

2; see also SSED PMA P170019/S016 at 2. 

 

[SSED PMA P170019/S029 at 10; see also SSED PMA P170019/S016 at 9.] 
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23 

Claim 1 [b] Merck’s Keytruda (Pembrolizumab) 

See also, e.g., “VENTANA MMR RxDx Panel,” generically known as 

“[i]mmunohistochemistry test, DNA mismatch repair (MMR) [p]rotein assay,” which is used 

for “identifying patients with solid tumors with dMMR status who may benefit from treatment 

with KEYTRUDA.” 

[https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P210001S001 (last 

visited 11/14/2023).] 

At the time of the Keytruda Label, numerous biomarker assays for determining MSI-

H/dMMR status were available, including the Promega OncoMate® MSI Dx Analysis 

System.  See e.g., https://www.promega.com/products/microsatellite-instability-msi-

testing/clinical-msi-testing-ivd/oncomate-msi-dx-analysis-system/. 

Physicians prescribing Keytruda in accordance with the Keytruda Label would have been 

aware of these microsatellite and MMR markers and would have understood how to test for 

them in accordance with the Keytruda Label. 

Claim 4 Merck’s Keytruda (Pembrolizumab) 

The method of claim 1, wherein 

the solid tumor is microsatellite 

instability high. 

See claim 1. 

In addition, the Keytruda label instructs physicians to use Keytruda to treat a patient having a 

solid tumor selected from the group of claim 1, wherein the solid tumor is microsatellite 

instability high (MSI-H). 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having MSI-H solid tumors (Indication 1.7) and MSI-H endometrial cancer 

(Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Dosage and Administration section (Section 2) of the Keytruda Label instructs physicians 

to select patients having a cancer that is MSI-H for treatment with Keytruda according to 

Indications 1.7 and 1.15 based on the MSI-H status in a biological sample (e.g., tumor 

specimen). 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 7.] 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

The Dosage and Administration section of the Keytruda Label also refers physicians to FDA’s 

website to find information necessary to test or have tested a biological sample obtained from 

a patient to determine whether the cancer is MSI-H.  

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

Moreover, Clinical Studies section 14.7 (or 14.8 in the 03/2021 Keytruda Label) instructs 

physicians to test or have tested the patient tumor’s MSI-H status via local PCR, IHC, or 

third-party tests such as e.g., FoundationOne®CDx. 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

 

 

[03/2021 Keytruda Label at 83.] 

 

[04/2023 Keytruda Label at 97; see also 08/2023 Keytruda Label at 98.] 

The FDA’s website has a “List of Cleared or Approved Companion Diagnostic Devices (In 

Vitro and Imaging Tools),” from which a physician can select and use or direct the use of a 

commercially available MSI-H biomarker assay to test a patient’s biological sample.  
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

[https://www.fda.gov/medical-devices/in-vitro-diagnostics/list-cleared-or-approved-

companion-diagnostic-devices-in-vitro-and-imaging-tools (last visited on 11/14/2023).] 

For example, the “FoundationOne®CDx (F1CDx) is a qualitative next generation sequencing 

based in vitro diagnostic test that uses targeted high throughput hybridization-based capture 

technology for detection of substitutions, insertion and deletion alterations (indels) and copy 

number alterations (CNAs) in 324 genes and select gene rearrangements, as well as genomic 

signatures including microsatellite instability (MSI) . . . .”  See SSED PMA P170019/S029 at 

2; see also SSED PMA P170019/S016 at 2. 

 

[SSED PMA P170019/S029 at 10; see also SSED PMA P170019/S016 at 9.] 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

At the time of the Keytruda Label, numerous biomarker assays for determining MSI-H status 

were available, including the Promega OncoMate® MSI Dx Analysis System.  See e.g., 

https://www.promega.com/products/microsatellite-instability-msi-testing/clinical-msi-testing-

ivd/oncomate-msi-dx-analysis-system/. 

Physicians prescribing Keytruda in accordance with the Keytruda Label would have been 

aware of these microsatellite markers and would have understood how to test for them in 

accordance with the Keytruda Label. 

Claim 5 Merck’s Keytruda (Pembrolizumab) 

The method of claim 1, wherein 

the solid tumor is DNA mismatch 

repair deficient. 

See claim 1. 

In addition, the Keytruda label instructs physicians to use Keytruda to treat a patient having a 

solid tumor selected from the group of claim 1, wherein the solid tumor is DNA mismatch 

repair deficient (dMMR). 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having dMMR solid tumors (Indication 1.7) and dMMR endometrial cancer 

(Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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Claim 5 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 
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Claim 5 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Dosage and Administration section (Section 2) of the Keytruda Label instructs physicians 

to select patients having a cancer that is dMMR for treatment with Keytruda according to 

Indications 1.7 and 1.15 based on the dMMR status in a biological sample (e.g., tumor 

specimen). 
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Claim 5 Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 7.] 
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Claim 5 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

The Dosage and Administration section of the Keytruda Label also refers physicians to FDA’s 

website to find information necessary to test or have tested a biological sample obtained from 

a patient to determine whether the cancer is dMMR.  

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

Moreover, Clinical Studies section 14.7 (or 14.8 in the 03/2021 Keytruda Label) instructs 

physicians to test or have tested the patient tumor’s dMMR status via local PCR, IHC, or 
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Claim 5 Merck’s Keytruda (Pembrolizumab) 

third-party tests such as e.g., VENTANA MMR RxDx Panel. 

 

[03/2021 Keytruda Label at 83.] 

 

[04/2023 Keytruda Label at 97; see also 08/2023 Keytruda Label at 98.] 

The FDA’s website has a “List of Cleared or Approved Companion Diagnostic Devices (In 

Vitro and Imaging Tools),” from which a physician can select and use or direct the use of a 

commercially available dMMR biomarker assay to test a patient’s biological sample.  
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Claim 5 Merck’s Keytruda (Pembrolizumab) 

[https://www.fda.gov/medical-devices/in-vitro-diagnostics/list-cleared-or-approved-

companion-diagnostic-devices-in-vitro-and-imaging-tools (last visited on 11/14/2023).] 

See, e.g., “VENTANA MMR RxDx Panel,” generically known as “[i]mmunohistochemistry 

test, DNA mismatch repair (MMR) [p]rotein assay,” which is used for “identifying patients 

with solid tumors with dMMR status who may benefit from treatment with KEYTRUDA.” 

[https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P210001S001 (last 

visited 11/14/2023).] 

Physicians prescribing Keytruda in accordance with the Keytruda Label would have been 

aware of these MMR markers and would have understood how to test for them in accordance 

with the Keytruda Label. 

Claim 6 Merck’s Keytruda (Pembrolizumab) 

The method of claim 1, wherein 

the solid tumor is metastatic. 

See claim 1. 

In addition, the Keytruda Label instructs physicians to use Keytruda to treat a patient having a 

solid tumor selected from the group of claim 1 wherein the solid tumor is metastatic. 

For example, the Keytruda Label indicates that Keytruda may be used to treat metastatic 

cancers including e.g., metastatic MSI-H/dMMR solid tumors (Indication 1.7). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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Claim 6 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Claim 9 Merck’s Keytruda (Pembrolizumab) 

The method of claim 1, wherein 

the solid tumor is endometrial 

cancer, small bowel cancer, 

gastric cancer, ampullary cancer 

See claim 1. 

In addition, the Keytruda Label instructs physicians to use Keytruda to treat a patient having a 

solid tumor selected from the group of claim 1, wherein the solid tumor is endometrial cancer, 
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Claim 9 Merck’s Keytruda (Pembrolizumab) 

or cholangiocarcinoma. small bowel cancer, gastric cancer, ampullary cancer or cholangiocarcinoma. 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having MSI-H or dMMR solid tumors (Indication 1.7) (e.g., small bowel 

cancer, gastric cancer) and MSI-H or dMMR endometrial cancer (Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 
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Claim 9 Merck’s Keytruda (Pembrolizumab) 

Indication 1.15 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 
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Claim 9 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 9 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 10 Merck’s Keytruda (Pembrolizumab) 

The method of claim 1, wherein 

the solid tumor is pancreatic 

cancer, prostate cancer, breast 

cancer, esophageal cancer, liver 

cancer, ovarian cancer, uterine 

cancer, cervical cancer, bladder 

cancer, testicular cancer or oral 

cancer. 

See claim 1. 

In addition, the Keytruda Label instructs physicians to use Keytruda to treat a patient having a 

solid tumor selected from the group of claim 1, wherein the solid tumor is pancreatic cancer, 

prostate cancer, breast cancer, esophageal cancer, liver cancer, ovarian cancer, uterine cancer, 

cervical cancer, bladder cancer, testicular cancer or oral cancer. 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having MSI-H/dMMR solid tumors (Indication 1.7). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 
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Claim 10 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 
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Claim 10 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 10 Merck’s Keytruda (Pembrolizumab) 

[04/2023 Keytruda Label at 8-9; see also 08/2023 Keytruda Label at 8-9.] 

Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 

A method for reducing the risk of 

progression of a solid tumor 

selected from the group consisting 

of: endometrial cancer, small 

bowel cancer, gastric cancer, 

ampullary cancer, 

cholangiocarcinoma, pancreatic 

cancer, prostate cancer, breast 

cancer, esophageal cancer, liver 

cancer, ovarian cancer, uterine 

cancer, cervical cancer, bladder 

cancer, testicular cancer and oral 

cancer that has progressed 

following at least one prior 

treatment in a patient, the method 

comprising: 

Merck’s FDA-approved label for Keytruda (“Keytruda Label”) instructs physicians to use 

Keytruda to reduce the risk of progression of a solid tumor selected from the group consisting 

of endometrial cancer, small bowel cancer, gastric cancer, ampullary cancer, 

cholangiocarcinoma, pancreatic cancer, prostate cancer, breast cancer, esophageal cancer, 

liver cancer, ovarian cancer, uterine cancer, cervical cancer, bladder cancer, testicular cancer 

and oral cancer that has progressed following at least one prior treatment in a patient.  

For example, the Indications and Usage Section of the Keytruda Label indicates that Keytruda 

is approved for the treatment of cancer in patients having MSI-H or dMMR solid tumors 

(Indication 1.7) and MSI-H or dMMR endometrial carcinoma (Indication 1.15) that has 

progressed following at least one prior cancer treatment.

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 
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Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Keytruda Label includes clinical trial results showing that the recommended dosages of 

Keytruda are therapeutically effective to reduce the risk of progression of solid tumors among 

patients with MSI-H or dMMR solid tumors relevant to Indication 1.7 (or Indication 1.8 for 

03/2021 Keytruda Label): 
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Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 
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Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 82-84.] 
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Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 
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Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 
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Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 

[04/2023 Keytruda Label at 97-98; see also 08/2023 Keytruda Label at 98-99.] 

See also NEJM Article at e.g., Figure 2 and Tables 1 and 2 (discussing reducing risk of 

progression of MSI-H/dMMR cancers in patients following treatment with Keytruda). 

The Keytruda Label also includes clinical trial results showing that the recommended dosages 

of Keytruda are therapeutically effective in reducing the risk of progression of cancers in 

patients with MSI-H or dMMR endometrial cancers relevant to Indication 1.15. 
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Claim 11 [Pre] Merck’s Keytruda (Pembrolizumab) 

v

[04/2023 Keytruda Label at 122-123; see also 08/2023 Keytruda Label at 123-124.] 

Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 

in response to determining that 

the solid tumor is microsatellite 

instability high or DNA mismatch 

repair deficient, treating the 

patient with a therapeutically 

effective amount of 

pembrolizumab 

The Keytruda Label instructs physicians to use Keytruda (pembrolizumab) to reduce the risk 

of progression of a solid tumor that is microsatellite instability high or DNA mismatch repair 

deficient (see Claim 11[b]) with a therapeutically effective amount of Keytruda. 

For example, the Keytruda Label discloses that Keytruda is a pembrolizumab injection. 

 

[03/2021 Keytruda Label at 1; 04/2023 Keytruda Label at 1; 08/2023 Keytruda Label at 1.]  

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication, wherein the 
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Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 

indication is directed to cancer confirmed to be MSI-H or dMMR to reduce the risk of 

progression of the solid tumor. 

 

 

[03/2021 Keytruda Label at 8.] 

57



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

57 

Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 

 

 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 

The Preparation and Administration section of the Keytruda Label provides instructions for 
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Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 

preparing and administering Keytruda (pembrolizumab) to patients:  

 

[03/2021 Keytruda Label at 10-11; see also 04/2023 Keytruda Label at 11; 08/2023 Keytruda 

Label at 11.] 

The Keytruda Label includes clinical trial results showing that the recommended dosages of 

Keytruda are therapeutically effective to reduce the risk of progression of solid tumors among 

patients with MSI-H or dMMR solid tumors relevant to Indication 1.7 (or Indication 1.8 for 
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Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 

03/2021 Keytruda Label): 
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Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 
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Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 82-84.] 

62



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

62 

Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 
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Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 

[04/2023 Keytruda Label at 97-98; see also 08/2023 Keytruda Label at 98-99.] 

See also NEJM Article at e.g., Figure 2 and Tables 1 and 2 (discussing reducing risk of 

progression of MSI-H/dMMR cancers in patients following treatment with Keytruda). 

 

The Keytruda Label includes clinical trial results showing that the recommended dosages of 

Keytruda are therapeutically effective to reduce the risk of progression of solid tumors among 

patients with MSI-H or dMMR endometrial tumors relevant to Indication 1.15: 
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Claim 11 [a] Merck’s Keytruda (Pembrolizumab) 

[04/2023 Keytruda Label at 122-123; see also 08/2023 Keytruda Label at 123-124.] 

Claim 11 [b] Merck’s Keytruda (Pembrolizumab) 

based on previous testing of a 

biological sample obtained from 

the patient that the patient's solid 

tumor exhibits at least one marker 

for high microsatellite instability 

or DNA mismatch repair 

deficiency. 

The Keytruda Label instructs physicians to use Keytruda to reduce the progression of a solid 

tumor in a patient wherein the biological sample obtained from the patient is tested to 

determine that the patient’s solid tumor exhibits at least one marker for high microsatellite 

instability (MSI-H) or DNA mismatch repair deficient (dMMR). 

For example, the Dosage and Administration section (Section 2) of the Keytruda Label 

instructs physicians to select patients having a cancer that is either MSI-H or dMMR for 

treatment with Keytruda according to Indications 1.7 and 1.15 based on the MSI-H/dMMR 

status in a biological sample (e.g., tumor specimen). 
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Claim 11 [b] Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 7.] 
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Claim 11 [b] Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

The Dosage and Administration section of the Keytruda Label refers physicians to FDA’s 

website to find information necessary to test or have tested a biological sample obtained from 

a patient to determine whether the cancer is MSI-H or dMMR.  

 

[04/2023 Keytruda Label at 7; 08/2023 Keytruda Label at 7.] 

Moreover, Clinical Studies section 14.7 (or 14.8 in the 03/2021 Keytruda Label) instructs 

physicians to test or have tested the patient tumor’s MSI-H/dMMR status via local PCR, IHC, 
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Claim 11 [b] Merck’s Keytruda (Pembrolizumab) 

or third-party tests such as e.g., FoundationOne ®CDx and VENTANA MMR RxDx Panel. 

 

 

[03/2021 Keytruda Label at 83.] 

 

[04/2023 Keytruda Label at 97; 08/2023 Keytruda Label at 98.] 

The FDA’s website has a “List of Cleared or Approved Companion Diagnostic Devices (In 

Vitro and Imaging Tools),” from which a physician can select and use or direct the use of a 

commercially available MSI-H and dMMR biomarker assay to test a patient’s biological 

sample.  
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[https://www.fda.gov/medical-devices/in-vitro-diagnostics/list-cleared-or-approved-
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Claim 11 [b] Merck’s Keytruda (Pembrolizumab) 

companion-diagnostic-devices-in-vitro-and-imaging-tools (last visited on 11/14/2023).] 

For example, the “FoundationOne®CDx (F1CDx) is a qualitative next generation sequencing 

based in vitro diagnostic test that uses targeted high throughput hybridization-based capture 

technology for detection of substitutions, insertion and deletion alterations (indels) and copy 

number alterations (CNAs) in 324 genes and select gene rearrangements, as well as genomic 

signatures including microsatellite instability (MSI) . . . .”   See SSED PMA P170019/S029 

at 2; see also SSED PMA P170019/S016 at 2. 

 

[SSED PMA P170019/S029 at 10; see also SSED PMA P170019/S016 at 9.] 

See also, e.g., “VENTANA MMR RxDx Panel,” generically known as 
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Claim 11 [b] Merck’s Keytruda (Pembrolizumab) 

“[i]mmunohistochemistry test, DNA mismatch repair (MMR) [p]rotein assay,” which is used 

for “identifying patients with solid tumors with dMMR status who may benefit from treatment 

with KEYTRUDA.” 

[https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P210001S001 (last 

visited 11/14/2023).] 

At the time of the Keytruda Label, numerous biomarker assays for determining MSI-

H/dMMR status were available, including the Promega OncoMate® MSI Dx Analysis 

System.  See e.g., https://www.promega.com/products/microsatellite-instability-msi-

testing/clinical-msi-testing-ivd/oncomate-msi-dx-analysis-system/. 

Physicians prescribing Keytruda in accordance with the Keytruda Label would have been 

aware of these microsatellite and MMR markers and would have understood how to test for 

them in accordance with the Keytruda Label. 

Claim 14 Merck’s Keytruda (Pembrolizumab) 

The method of claim 11, wherein 

the solid tumor is microsatellite 

instability high. 

See claim 11. 

In addition, the Keytruda label instructs physicians to use Keytruda to reduce the risk of 

progression of a solid tumor in a patient having a solid tumor selected from the group of claim 

11, wherein the solid tumor is microsatellite instability high (MSI-H). 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having MSI-H solid tumors (Indication 1.7) and MSI-H endometrial cancer 

(Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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Claim 14 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 

73



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

73 

Claim 14 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Dosage and Administration section (Section 2) of the Keytruda Label instructs physicians 

to select patients having a cancer that is MSI-H for treatment with Keytruda according to 

Indications 1.7 and 1.15 based on the MSI-H status in a biological sample (e.g., tumor 

specimen). 
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Claim 14 Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 7.] 
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Claim 14 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

The Dosage and Administration section of the Keytruda Label also refers physicians to FDA’s 

website to find information necessary to test or have tested a biological sample obtained from 

a patient to determine whether the cancer is MSI-H.  

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

Moreover, Clinical Studies section 14.7 (or 14.8 in the 03/2021 Keytruda Label) instructs 

physicians to test or have tested the patient tumor’s MSI-H status via local PCR, IHC, or 

third-party tests such as e.g., FoundationOne®CDx. 
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Claim 14 Merck’s Keytruda (Pembrolizumab) 

 

 

[03/2021 Keytruda Label at 83.] 

 

[04/2023 Keytruda Label at 97; see also 08/2023 Keytruda Label at 98.] 

The FDA’s website has a “List of Cleared or Approved Companion Diagnostic Devices (In 

Vitro and Imaging Tools),” from which a physician can select and use or direct the use of a 

commercially available MSI-H biomarker assay to test a patient’s biological sample.  
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Claim 14 Merck’s Keytruda (Pembrolizumab) 

[https://www.fda.gov/medical-devices/in-vitro-diagnostics/list-cleared-or-approved-

companion-diagnostic-devices-in-vitro-and-imaging-tools (last visited on 11/14/2023).] 

For example, the “FoundationOne®CDx (F1CDx) is a qualitative next generation sequencing 

based in vitro diagnostic test that uses targeted high throughput hybridization-based capture 

technology for detection of substitutions, insertion and deletion alterations (indels) and copy 

number alterations (CNAs) in 324 genes and select gene rearrangements, as well as genomic 

signatures including microsatellite instability (MSI) . . . .”   See SSED PMA P170019/S029 

at 2; see also SSED PMA P170019/S016 at 2. 

 

[SSED PMA P170019/S029 at 10; see also SSED PMA P170019/S016 at 9.] 
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Claim 14 Merck’s Keytruda (Pembrolizumab) 

At the time of the Keytruda Label, numerous biomarker assays for determining MSI-H status 

were available, including the Promega OncoMate® MSI Dx Analysis System.  See e.g., 

https://www.promega.com/products/microsatellite-instability-msi-testing/clinical-msi-testing-

ivd/oncomate-msi-dx-analysis-system/. 

Physicians prescribing Keytruda in accordance with the Keytruda Label would have been 

aware of these microsatellite markers and would have understood how to test for them in 

accordance with the Keytruda Label. 

Claim 15 Merck’s Keytruda (Pembrolizumab) 

The method of claim 11, wherein 

the solid tumor is DNA mismatch 

repair deficient. 

See claim 11. 

In addition, the Keytruda label instructs physicians to use Keytruda to reduce the risk of 

progression of a solid tumor in a patient having a solid tumor selected from the group of claim 

11, wherein the solid tumor is DNA mismatch repair deficient (dMMR). 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having dMMR solid tumors (Indication 1.7) and dMMR endometrial cancer 

(Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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Claim 15 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 
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Claim 15 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Dosage and Administration section (Section 2) of the Keytruda Label instructs physicians 

to select patients having a cancer that is dMMR for treatment with Keytruda according to 

Indications 1.7 and 1.15 based on the dMMR status in a biological sample (e.g., tumor 

specimen). 
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Claim 15 Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 7.] 
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Claim 15 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

The Dosage and Administration section of the Keytruda Label also refers physicians to FDA’s 

website to find information necessary to test or have tested a biological sample obtained from 

a patient to determine whether the cancer is dMMR.  

 

[04/2023 Keytruda Label at 7; 08/2023 Keytruda Label at 7.] 

Moreover, Clinical Studies section 14.7 (or 14.8 in the 03/2021 Keytruda Label) instructs 

physicians to test or have tested the patient tumor’s dMMR status via local PCR, IHC, or 

third-party tests such as e.g., VENTANA MMR RxDx Panel. 
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Claim 15 Merck’s Keytruda (Pembrolizumab) 

 

 

[03/2021 Keytruda Label at 83.] 

 

[04/2023 Keytruda Label at 97; see also 08/2023 Keytruda Label at 98.] 

The FDA’s website has a “List of Cleared or Approved Companion Diagnostic Devices (In 

Vitro and Imaging Tools),” from which a physician can select and use or direct the use of a 

commercially available dMMR biomarker assay to test a patient’s biological sample.  
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Claim 15 Merck’s Keytruda (Pembrolizumab) 

[https://www.fda.gov/medical-devices/in-vitro-diagnostics/list-cleared-or-approved-

companion-diagnostic-devices-in-vitro-and-imaging-tools (last visited on 11/14/2023).] 

See, e.g., “VENTANA MMR RxDx Panel,” generically known as “[i]mmunohistochemistry 

test, DNA mismatch repair (MMR) [p]rotein assay,” which is used for “identifying patients 

with solid tumors with dMMR status who may benefit from treatment with KEYTRUDA.” 

[https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P210001S001 (last 

visited 11/14/2023).] 

Physicians prescribing Keytruda in accordance with the Keytruda Label would have been 

aware of these MMR markers and would have understood how to test for them in accordance 

with the Keytruda Label. 

Claim 16 Merck’s Keytruda (Pembrolizumab) 

The method of claim 11, wherein 

the solid tumor is metastatic. 

See claim 11. 

In addition, the Keytruda Label instructs physicians to use Keytruda to reduce the risk of 

progression of a solid tumor in a patient having a solid tumor selected from the group of claim 

11 wherein the solid tumor is metastatic. 

For example, the Keytruda Label indicates that Keytruda may be used to treat metastatic 

cancers including e.g., metastatic MSI-H/dMMR solid tumors (Indication 1.7).   

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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Claim 16 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Claim 19 Merck’s Keytruda (Pembrolizumab) 

The method of claim 11, wherein 

the solid tumor is endometrial 

cancer, small bowel cancer, 

gastric cancer, ampullary cancer 

See claim 11. 

In addition, the Keytruda Label instructs physicians to use Keytruda to reduce the risk of 

progression of a solid tumor in a patient having a tumor selected from the group of claim 11, 

wherein the solid tumor is endometrial cancer, small bowel cancer, gastric cancer, ampullary 
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Claim 19 Merck’s Keytruda (Pembrolizumab) 

or cholangiocarcinoma. cancer or cholangiocarcinoma. 

For example, the Keytruda Label indicates that Keytruda is approved for reducing the risk of 

progression of a solid tumor in patients having MSI-H/dMMR solid tumors (Indication 1.7) 

(e.g., small bowel cancer, gastric cancer) and MSI-H/dMMR endometrial cancer (Indication 

1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

89



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

89 

Claim 19 Merck’s Keytruda (Pembrolizumab) 

Indication 1.15 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 
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Claim 19 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 19 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 20 Merck’s Keytruda (Pembrolizumab) 

The method of claim 11, wherein 

the solid tumor is pancreatic 

cancer, prostate cancer, breast 

cancer, esophageal cancer, liver 

cancer, ovarian cancer, uterine 

cancer, cervical cancer, bladder 

cancer, testicular cancer or oral 

cancer. 

See claim 11. 

In addition, the Keytruda Label instructs physicians to use Keytruda to reduce the risk of 

progression of a solid tumor in a patient having a tumor selected from the group of claim 11, 

wherein the solid tumor is pancreatic cancer, prostate cancer, breast cancer, esophageal 

cancer, liver cancer, ovarian cancer, uterine cancer, cervical cancer, bladder cancer, testicular 

cancer or oral cancer. 

For example, the Keytruda Label indicates that Keytruda is approved for reducing the risk of 

progression of a solid tumor in patients having MSI-H/dMMR solid tumors (Indication 1.7). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 
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Claim 20 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 

94



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

94 

Claim 20 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 20 Merck’s Keytruda (Pembrolizumab) 

[04/2023 Keytruda Label at 8-9; see also 08/2023 Keytruda Label at 8-9.] 

Claim 21 Merck’s Keytruda (Pembrolizumab) 

 The method of claim 1, wherein 

the solid tumor is endometrial 

cancer. 

See claim 1. 

In addition, the Keytruda Label instructs physicians to use Keytruda to treat a patient having a 

solid tumor selected from the group of claim 1, wherein the solid tumor is endometrial cancer. 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having MSI-H/dMMR solid tumors (Indication 1.7) and MSI-H/dMMR 

endometrial carcinoma (Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 
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Claim 21 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 5.] 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 

97



EXHIBIT 7 

INFRINGEMENT OF U.S. PATENT NO. 11,629,187 BY KEYTRUDA

97 

Claim 21 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 
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Claim 21 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 21 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 22 Merck’s Keytruda (Pembrolizumab) 

The method of claim 21, wherein 

the endometrial cancer is 

microsatellite instability high. 

See claim 21. 

In addition, the Keytruda Label instructs physicians to use Keytruda to treat a patient having a 

solid tumor, wherein the solid tumor is endometrial cancer and wherein the endometrial 

cancer is microsatellite instability high (MSI-H). 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having MSI-H solid tumors (Indication 1.7) and MSI-H endometrial 

carcinoma (Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 
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Claim 22 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 
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Claim 22 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 22 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 23 Merck’s Keytruda (Pembrolizumab) 

The method of claim 21, wherein 

the endometrial cancer is DNA 

mismatch repair deficient. 

See claim 21. 

In addition, the Keytruda Label instructs physicians to use Keytruda to treat a patient having a 

solid tumor, wherein the solid tumor is endometrial cancer and wherein the endometrial 

cancer is DNA mismatch repair deficient (dMMR). 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having dMMR endometrial carcinoma (Indication 1.15). 

Indication 1.15 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication, wherein the 

indication is directed to cancer confirmed to be dMMR. 
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Claim 23 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 23 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 24 Merck’s Keytruda (Pembrolizumab) 

The method of claim 21, wherein 

the solid tumor is metastatic 

endometrial cancer. 

See claim 21. 

In addition, the Keytruda Label instructs physicians to use Keytruda to treat a patient having a 

solid tumor, wherein the solid tumor is metastatic endometrial cancer. 

For example, the Keytruda Label indicates that Keytruda is approved for the treatment of 

cancer in patients having metastatic MSI-H/dMMR solid tumors (Indication 1.7). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 
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Claim 24 Merck’s Keytruda (Pembrolizumab) 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 

[03/2021 Keytruda Label at 8.] 
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Claim 24 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 25 Merck’s Keytruda (Pembrolizumab) 

The method of claim 11, wherein 

the solid tumor is endometrial 

cancer. 

See claim 11. 

In addition, the Keytruda Label instructs physicians to use Keytruda to reduce the risk of 

progression of a solid tumor in a patient, wherein the solid tumor is endometrial cancer. 

For example, the Keytruda Label indicates that Keytruda is approved for reducing the risk of 

progression of a solid tumor in patients having MSI-H/dMMR solid tumors (Indication 1.7) 

and MSI-H/dMMR endometrial carcinoma (Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 
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Claim 25 Merck’s Keytruda (Pembrolizumab) 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 
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Claim 25 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 25 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 26 Merck’s Keytruda (Pembrolizumab) 

The method of claim 25, wherein 

the endometrial cancer is 

microsatellite instability high. 

See claim 25. 

In addition, the Keytruda Label instructs physicians to use Keytruda to reduce the risk of 

progression of endometrial cancer, wherein the endometrial cancer is microsatellite instability 

high (MSI-H). 

For example, the Keytruda Label indicates that Keytruda is approved for reducing the risk of 

progression of a solid tumor in patients having MSI-H solid tumors (Indication 1.7) and MSI-

H endometrial carcinoma (Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 
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Claim 26 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication, wherein the 

indication is directed to cancer confirmed to be MSI-H. 
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Claim 26 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 26 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 27 Merck’s Keytruda (Pembrolizumab) 

The method of claim 25, wherein 

the endometrial cancer is DNA 

mismatch repair deficient. 

See claim 25. 

In addition, the Keytruda Label instructs physicians to use Keytruda to reduce the risk of 

progression of endometrial cancer, wherein the endometrial cancer is DNA mismatch repair 

deficient (dMMR). 

For example, the Keytruda Label indicates that Keytruda is approved for reducing the risk of 

progression of a solid tumor in patients having dMMR solid tumors (Indication 1.7) and 

dMMR endometrial carcinoma (Indication 1.15). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 
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Claim 27 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

Indication 1.15 

 

[04/2023 Keytruda Label at 6; see also 08/2023 Keytruda Label at 6.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication, wherein the 

indication is directed to cancer confirmed to be dMMR. 
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Claim 27 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 27 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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Claim 28 Merck’s Keytruda (Pembrolizumab) 

The method of claim 25, wherein 

the solid tumor is metastatic 

endometrial cancer. 

See claim 25. 

In addition, the Keytruda Label instructs physicians to use Keytruda to reduce the risk of 

progression of endometrial cancer, wherein the endometrial cancer is metastatic endometrial 

cancer. 

For example, the Keytruda Label indicates that Keytruda is approved for reducing the risk of 

progression of a solid tumor in patients having metastatic MSI-H/dMMR solid tumors 

(Indication 1.7). 

Indication 1.7 (1.8 in the March 2021 Keytruda Label) 

[03/2021 Keytruda Label at 5.] 
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Claim 28 Merck’s Keytruda (Pembrolizumab) 

 

[04/2023 Keytruda Label at 5; see also 08/2023 Keytruda Label at 5.] 

The Recommended Dosage section of the Keytruda Label provides the recommended dosages 

of Keytruda, as well as the duration/timing of treatment based on the indication. 
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Claim 28 Merck’s Keytruda (Pembrolizumab) 

[03/2021 Keytruda Label at 8.] 
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Claim 28 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 8-9; see also 04/2023 Keytruda Label at 8-9.] 
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