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EXHIBIT 4 

INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

1 

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

A method for treating cancer in a 

patient in need thereof 

comprising:  

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

physicians to use Keytruda to treat cancer in a patient in need thereof. 

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  MSI-H or dMMR 

colorectal cancer (Indication 1.8), and endometrial cancer (Indication 1.15)3. 

Indications 1.7 and 1.8 (1.8 and 1.9 in the March 2021 Keytruda Label) 

 

1 While the March 2021, March 2022, 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. 
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EXHIBIT 4 

INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

2 

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

 

[03/2021 Keytruda Label at 5.] 
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EXHIBIT 4 

INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

3 

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

[03/2022 Keytruda Label at 5.] 

 

[08/2023 Keytruda Label at 5.] 

Indicaiton 1.15 

In addition, in March 2022, the Keytruda Label was updated to include single-agent Keytruda 

treatment in patients with MSI-H or dMMR endometrial carcinoma (Indication 1.15). 

 

[03/2022 Kyetruda Label at 6; see also 08/2023 Keytruda Label at 6.] 
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EXHIBIT 4 

INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

4 

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

selecting a patient who has an 

unresectable or metastatic, 

microsatellite instability-high 

(MSI-H) or mismatch repair 

(MMR) deficient tumor; and 

The Keytruda Label instructs physicians to select for treatment with Keytruda patients who 

have an unresectable or metastatic, microsatellite instability-high (MSI-H) or mismatch repair 

(MMR) deficient tumor.   

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, 1.8, and 1.15. 

 

[03/2021 Keytruda Label at 7.] 
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EXHIBIT 4 

INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

5 

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

 

[03/2022 Keytruda Label at 7.] 
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EXHIBIT 4 

INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

6 

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

 

[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.  

 

[03/2022 Keytruda Label at 7; see also 08/2023 Keytruda Label at 7.] 

Moreover, Clinical Studies sections 14.7 and 14.8 (or 14.8 and 14.9 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 
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INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 
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Claim 1 [a] Merck’s Keytruda (Pembrolizumab) 

RxDx Panel. 

 

 [03/2021 Keytruda Label at 83; see also 03/2022 Keytruda Label at 90.]  

 

[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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Claim 1 [a] Merck’s Keytruda (Pembrolizumab) 
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Claim 1 [a] 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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INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

10 

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

[b] administering an effective 

amount of pembrolizumab to the 

patient;  

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

patient, wherein the cancer is MSI-H or dMMR, by administering an effective amount of 

Keytruda to a patient.    

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

 

[03/2021 Keytruda Label at 1; 03/2022 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 1[b] Merck’s Keytruda (Pembrolizumab) 

indication is directed to cancer confirmed to be MSI-H/dMMR. 

 

 

[03/2021 Keytruda Label at 8.] 
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Claim 1[b] Merck’s Keytruda (Pembrolizumab) 

 

 

[08/2023 Keytruda Label at 8-9; see also 03/2022 Keytruda Label at 8-9.] 

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

preparing and administering Keytruda (pembrolizumab) to patients:  
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INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

13 

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

 

[03/2021 Keytruda Label at 10-11; 03/2022 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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Claim 1[b] Merck’s Keytruda (Pembrolizumab) 
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15 

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

 

[03/2021 Keytruda Label at 82-84; see also 03/2022 Keytruda Label at 89-90.] 
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Claim 1[b] Merck’s Keytruda (Pembrolizumab) 
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Claim 1[b] Merck’s Keytruda (Pembrolizumab) 
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Claim 1[b] Merck’s Keytruda (Pembrolizumab) 

[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 among patients with MSI-H or dMMR colorectal 

tumors relevant to Indication 1.8 (Indication 1.9 for 03/2021 Keytruda Label). 
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Claim 1[b] Merck’s Keytruda (Pembrolizumab) 
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20 

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

 

[03/2021 Keytruda Label at 84-86; see also 03/2022 Keytruda Label at 90-92; see also 08/2023 

Keytruda Label at 100-101.] 

 

In March of 2022, the Keytruda Label was updated to include clinical trial results showing that 

the recommended dosages of single-agent Keytruda are therapeutically effective among patients 

with MSI-H or dMMR endometrial tumors relevant to Indication 1.15. 
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Claim 1[b] Merck’s Keytruda (Pembrolizumab) 

 

 

[03/2022 Keytruda Label at 114-115; see also 08/2023 Keytruda Label at 123-124.] 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 

wherein the patient exhibits an 

outcome that is improved as 

compared to a corresponding 

outcome that would be observed 

in a reference patient that has 

been administered 

pembrolizumab, wherein the 

reference patient has a tumor that 

does not exhibit a MSI-high or a 

MMR deficiency status.  

The Keytruda Label instructs physicians to use Keytruda to treat cancer in a patient wherein the 

cancer is MSI-H or dMMR, and treatment with Keytruda results in an outcome that is improved 

as compared to a corresponding outcome that would be observed from administration of 

Keytruda to a reference patient whose tumor does not exhibit MSI-H/dMMR status.   

For example, Clinical Studies Section 14.7 of the Keytruda Label (Section 14.8 of the 03/2021 

Keytruda Label) demonstrates improved outcome (e.g., progression free survival and/or 

objective response rate) following treatment with Keytruda in MSI-H/dMMR cancers. 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 82-84; see also 03/2022 Keytruda Label at 89-90.] 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 

 

27



EXHIBIT 4 

INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

27 

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

[08/2023 Keytruda Label at 98-99.] 

In addition, Indication 1.7 (Indication 1.8 in the March 2021 Keytruda Label), which was 

“approved under accelerated approval based on tumor response rate and durability of response,” 

instructs physicians to “[see Clinical Studies (14.7)].”  See 03/2022 Keytruda Label at 5; see 

also 03/2021 Keytruda Label at 5 (Clinical Studies (14.8)). 

Among the studies listed in Clinical Studies Section 14.7 is KEYNOTE-016 (NCT01876511, 

titled “Study of MK-3475 in Patients with Microsatellite Unstable (MSI) Tumors (Cohorts A, B 

and C)” (“MSI Clinical Trial”), which compares the efficacy of Keytruda in patients with a 

tumor that does not exhibit an instability of the one or more microsatellite markers or a 

deficiency of the one or more mismatch repair markers (reference patients) to patients with a 

tumor that does exhibit an instability of the one or more microsatellite markers or a deficiency 

of the one or more mismatch repair markers.  See History of Changes for Study: NCT01876511, 

Phase 2 Study of MK-3475 in Patients With Microsatellite Unstable (MSI) Tumors, 

clinicaltrials.gov archive (Ex. B to Complaint) at 5.    
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 

[03/2022 Keytruda Label at 89; see also 03/2021 Keytruda Label at 82-83.] 

KEYNOTE-016, as reported in the New England Journal of Medicine article “PD-1 Blockade 

in Tumors with Mismatch-Repair Deficiency,” found that patients with MSI-high tumors 

exhibited improved objective response rate and progression free survival rate in comparison 

with patients with mismatch repair proficient tumors.  See Le et al., PD-1 Blockade in Tumors 

with Mismatch-Repair Deficiency, N ENGL J MED. (2015) (“NEJM Article”). 

 

[NEJM Article at Figure 2.] 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 

 

[NEJM Article at Table 2.] 

A physician would understand, based on the studies of KEYNOTE-016 to which Merck directs 

them, that Keytruda improves the outcomes (e.g., progression free survival, objective response 

rate) in patients having tumors that exhibit MSI-H or dMMR compared to those patients with 

tumors that do not. 

The citation to KEYNOTE-016 corresponding to NCT01875511 implicitly encourages 

physicians to read the NEJM Article discussing the study showing an improved outcome in 

patients receiving treatment with Keytruda.  On information and belief, Merck encouraged 

physicians to read the NEJM Article publishing the clinical trial results of KEYNOTE-016 

and/or touted the clinical outcomes to induce physicians to use Keytruda to practice the claimed 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 

method. 

While KEYNOTE-016 was removed from the Keytruda Label in the 03/2023 Keytruda Label 

update, KEYNOTE-164, cited in later Keytruda Labels (e.g., 08/2023 Keytruda Label), 

references the NEJM Article.  See, e.g., Le at al., Phase II Open-Label Study of Pembrolizumab 

in Treatment-Refractory, Microsatellite Instability-High/Mismatch Repair-Deficient Metastatic 

Colorectal Cancer: KEYNOTE-164, J. Clin. Oncol. (2020).  A physician would understand, 

based on the studies of KEYNOTE-016 to which Merck directs them, that Keytruda improves 

the outcomes in patients having tumors that exhibit MSI-H or dMMR compared to those 

patients with tumors that do not. 

Accordingly, a physician reading the Keytruda Label would understand that treatment with 

Keytruda in patients with a tumor that has instability of the one or more microsatellite 

markers/deficiency of the one or more mismatch repair markers (MSI-H or dMMR) exhibit an 

improved outcome when compared to a reference patient whose tumors do not exhibit an 

instability of the one or more microsatellite markers or a deficiency of the one or more 

mismatch repair marker (MSI-H or dMMR).   

Clinical Studies Section 14.8 of the Keytruda Label (Section 14.9 of the 03/2021 Keytruda 

Label) also demonstrates an improved outcome (e.g., progression-free survival, objective 

response rate) following treatment with Keytruda in MSI-H/dMMR colorectal cancers. 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 84-86; see also 03/2022 Keytruda Label at 90-92; see also 08/2023 

Keytruda Label at 100-101.] 

 

In March of 2022, the Keytruda Label was updated to include clinical trial results showing that 

the recommended dosages of single-agent Keytruda are a therapeutically effective among 

patients with MSI-H or dMMR endometrial tumors relevant to Indication 1.15.  Clinical Studies 
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Claim 1 [c] Merck’s Keytruda (Pembrolizumab) 

Section 14.15 of the Keytruda Label also demonstrates improved outcome (e.g., progression-

free survival, objective response rate) following treatment with Keytruda in MSI-H/dMMR 

cancers. 

 

 

[08/2023 Keytruda Label at 123-124; see also 03/2022 Keytruda Label at 114-115.] 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 

The method of claim 1, wherein 

the outcome that is improved is an 

improved objective response rate 

(ORR), an improved progression-

free survival (PFS), or an 

improved overall survival. 

See claim 1. 

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

wherein the cancer is MSI-H or dMMR and treatment results in an outcome that is an improved 

objective response rate (ORR), an improved progression-free survival (PFS), or an improved 

overall survival. 

For example, Clinical Studies Section 14.7 of the Keytruda Label (Section 14.8 of the 03/2021 

Keytruda Label) demonstrates improved objective response rate (ORR) and/or an improved 

progression-free survival (PFS) following treatment with Keytruda in MSI-H/dMMR cancers. 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 82-84; see also 03/2022 Keytruda Label at 89-90.] 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 

[08/2023 Keytruda Label at 98-99.] 

See also NEJM Article at e.g., Figure 2 and Tables 1 and 2 (discussing results of study in MSI-

H/dMMR patients v. non-MSI-H/dMMR treated with Keytruda). 

Clinical Studies Section 14.8 of the Keytruda Label (Section 14.9 of the 03/2021 Keytruda 

Label) also demonstrates improved objective response rate (ORR) and/or an improved 

progression-free survival (PFS) following treatment with Keytruda in MSI-H/dMMR colorectal 

cancers. 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 84-86; see also 03/2022 Keytruda Label at 90-92; see also 08/2023 

Keytruda Label at 100-101.] 

 

In March of 2022, the Keytruda Label was updated to include clinical trial results showing that 

the recommended dosages of single-agent Keytruda are therapeutically effective among patients 

with MSI-H or dMMR endometrial tumors relevant to Indication 1.15.  Clinical Studies Section 
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Claim 2 Merck’s Keytruda (Pembrolizumab) 

14.15 of the Keytruda Label also demonstrates improved objective response rate (ORR) and/or 

an improved progression-free survival (PFS) following treatment with Keytruda in MSI-

H/dMMR cancers. 

 

 

[08/2023 Keytruda Label at 123-124; see also 03/2022 Keytruda Label at 114-115.] 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

The method of claim 2, wherein 

the outcome is assessed in the 

patient within approximately 20 

weeks after administering 

pembrolizumab. 

See claim 2. 

In addition, the Keytruda Label instructs physicians to use Keytruda (pembrolizumab) to treat 

cancer in a patient wherein the cancer is MSI-H or dMMR and wherein the outcome is assessed 

in the population of cancer patients at 20 weeks after administering Keytruda.  

For example, the Keytruda Label instructs physicians to assess the objective response rate in 

patients with MSI-H or dMMR tumors treated with Keytruda in accordance with Indications 1.7 

(or 1.8 of the 03/2021 Keytruda Label) and 1.8 (or 1.9 of the 03/2021 Keytruda Label) every 8 

or 9 or 12 weeks. 

Assessing the objective response rate in accordance with Indication 1.7 is equivalent to 

assessing the objective response rate at 20 weeks.  For example, physicians assessing the 

objective response rate in the population of cancer patients every 9 weeks in accordance with 

the Keytruda Label results in the second assessment at 18 weeks.  Physicians following the 

Keytruda Label will therefore perform substantially the same function as assessing at 20 weeks 

when assessing at 18-weeks, just assessing two-weeks prior.   As another example, physicians 

assessing the objective response rate in the population of cancer patients every 12 weeks in 

accordance with the Keytruda Label results in the second assessment at 24 weeks.  Physicians 

following the Keytruda Label will therefore perform substantially the same function as 

assessing at 20 weeks when assessing at 24-weeks, just assessing four-weeks later.  Moreover, 

physicians following the Keytruda Label will assess the objective response rate in the 

population of cancer patients in substantially the same way—by analyzing the patient’s tumor 

specimen (via “BICR according to RECIST v1.1”)—to obtain substantially the same result, i.e., 

an objective response rate.  Any difference between assessing at 20 weeks verses assessing at 

18 or 24 weeks is insubstantial. 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 82; see also 03/2022 Keytruda Label at 89.] 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

 

 [08/2023 Keytruda Label at 98.] 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

 

[03/2021 Keytruda Label at 84; see also 03/2022 Keytruda Label at 90-91; see also 08/2023 

Keytruda Label at 100.] 

The Keytruda Label also instructs physicians to assess the objective response rate in patients 

with MSI-H or dMMR endometrial tumors treated with Keytruda in accordance with Indication 

1.15 every 9 or 12 weeks. 

Assessing the objective response rate in accordance with Indication 1.15 is equivalent to 

assessing the objective response rate at 20 weeks.  For example, physicians assessing the 

objective response rate in the population of cancer patients every 9 weeks in accordance with 

the Keytruda Label results in the second assessment at 18 weeks.  Physicians following the 

Keytruda Label will therefore perform substantially the same function as assessing at 20 weeks 

when assessing at 18-weeks, just assessing two-weeks prior.   As another example, physicians 
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Claim 4 Merck’s Keytruda (Pembrolizumab) 

assessing the objective response rate in the population of cancer patients every 12 weeks in 

accordance with the Keytruda Label results in the second assessment at 24 weeks.  Physicians 

following the Keytruda Label will therefore perform substantially the same function as 

assessing at 20 weeks when assessing at 24-weeks, just assessing four-weeks later.  Moreover, 

physicians following the Keytruda Label will assess the objective response rate in the 

population of cancer patients in substantially the same way—by analyzing the patient’s tumor 

specimen (via “BICR according to RECIST v1.1”)—to obtain substantially the same result, i.e., 

an objective response rate.  Any difference between assessing at 20 weeks verses assessing at 

18 or 24 weeks is insubstantial. 

 

[03/2022 Keytruda Label at 114; 08/2023 Keytruda Label at 123.] 

 

 

Claim 6 Merck’s Keytruda (Pembrolizumab) 

The method of claim 1, wherein 

the cancer is a metastatic cancer. 

See claim 1. 
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Claim 6 Merck’s Keytruda (Pembrolizumab) 

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

wherein the cancer is MSI-H or dMMR and is a metastatic cancer. 

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

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

metastatic MSI-H/dMMR colorectal cancer (Indication 1.8). 

Indications 1.7 and 1.8 (1.8 and 1.9 in the March 2021 Keytruda Label) 

 

[03/2021 Keytruda Label at 5.] 

49



EXHIBIT 4 

INFRINGEMENT OF U.S. PATENT NO. 11,339,219 BY KEYTRUDA 

49 

Claim 6 Merck’s Keytruda (Pembrolizumab) 

 

[03/2022 Keytruda Label at 5.] 

 

[08/2023 Keytruda Label at 5.] 
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Claim 7 Merck’s Keytruda (Pembrolizumab) 

The method of claim 1, wherein 

the cancer is a metastatic 

colorectal cancer. 

See claim 1.  

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

wherein the cancer is MSI-H or dMMR and is a metastatic colorectal cancer. 

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

H/dMMR cancers (Indication 1.7) and metastatic colorectal cancer (Indication 1.8). 

Indications 1.7 and 1.8 (1.8 and 1.9 in the March 2021 Keytruda Label) 

 

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

 

[03/2022 Keytruda Label at 5.] 

 

[08/2023 Keytruda Label at 5.] 
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