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Unresectable or Metastatic Melanoma

OPDIVO, as monotherapy or in combination with ipilimumab, is indicated for the treatment of
advanced (unresectable or metastatic) melanoma in adults.

Adjuvant Treatment of Melanoma

OPDIVO is indicated for the adjuvant treatment of patients with melanoma with involvement of lymph
nodes or metastatic disease who have undergone complete resection.

Metastatic Non-Small Cell Lung Cancer

e OPDIVO, in combination with ipilimumab and 2 cycles of platinum-doublet chemotherapy, is
indicated for the first-line treatment of adult patients with metastatic or recurrent non-small cell
lung cancer (NSCLC), with no EGFR or ALK genomic tumor aberrations.

e OPDIVO is indicated for the treatment of patients with metastatic non-small cell lung cancer
(NSCLC) with progression on or after platinum-based chemotherapy.

Malignant Pleural Mesothelioma

OPDIVO, in combination with ipilimumab, is indicated for the first-line treatment of adult patients with
unresectable malignant pleural mesothelioma

Advanced Renal Cell Carcinoma

e OPDIVO, in combination with ipilimumab, is indicated for the first-line treatment of patients with
intermediate or poor risk, advanced renal cell carcinoma (RCC).

e OPDIVO, in combination with cabozantinib, is indicated for the first-line treatment of patients with
advanced RCC.
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e OPDIVO as a single agent is indicated for the treatment of patients with advanced renal cell
carcinoma (RCC) who have received prior anti-angiogenic therapy.

Classical Hodgkin Lymphoma

OPDIVO is indicated for the treatment of adult patients with classical Hodgkin lymphoma (cHL) that
has relapsed or progressed after:

e autologous hematopoietic stem cell transplantation (HSCT) and brentuximab vedotin, or
e 3 or more lines of systemic therapy that includes autologous HSCT.
Squamous Cell Carcinoma of the Head and Neck

OPDIVO is indicated for the treatment of patients with recurrent or metastatic squamous cell
carcinoma of the head and neck (SCCHN) with disease progression on or after platinum-based therapy.

Urothelial Carcinoma

e OPDIVO is indicated for the adjuvant treatment of patients with urothelial carcinoma (UC)
who are at high risk of recurrence after undergoing radical resection of UC.

e OPDIVO (Nivolumab) is indicated for the treatment of patients with locally advanced or
metastatic urothelial carcinoma who:

o have disease progression during or following platinum-containing chemotherapy

o have disease progression within 12 months of neoadjuvant or adjuvant treatment
with platinum-containing chemotherapy.

Microsatellite Instability-High (MSI-H) or Mismatch Repair Deficient (dMMR)
Metastatic Colorectal Cancer

OPDIVO, as a single agent or in combination with ipilimumab, is indicated for the treatment of adult
and pediatric patients 12 years and older with microsatellite instability-high (MSI-H) or mismatch
repair deficient (IMMR) metastatic colorectal cancer (CRC) that has progressed following treatment
with a fluoropyrimidine, oxaliplatin, and irinotecan.

Hepatocellular Carcinoma

OPDIVO, as a single agent or in combination with ipilimumab, is indicated for the treatment of patients
with hepatocellular carcinoma (HCC) Child-Pugh A who have been previously treated with sorafenib.

Esophageal Cancer

e OPDIVO is indicated for the adjuvant treatment of completely resected esophageal or
gastroesophageal junction cancer with residual pathologic disease in patients who have received
neoadjuvant chemoradiotherapy (CRT).

e OPDIVO is indicated for the treatment of patients with unresectable advanced, recurrent or
metastatic esophageal squamous cell carcinoma (ESCC) after prior fluoropyrimidine- and
platinum-based chemotherapy

Gastric Cancer, Gastroesophageal Junction Cancer, and Esophageal Adenocarcinoma

OPDIVO, in combination with fluoropyrimidine- and platinum-containing chemotherapy, is
indicated for the treatment of patients with unresectable advanced or metastatic gastric
cancer, gastroesophageal junction cancer, and esophageal adenocarcinoma.

Nivolumab 10mg/ml :2'van 212nn
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OPDIVO (nivolumab 10 mg/mL)

Concentrate for solution for infusion

FULL PRESCRIBING INFORMATION

The marketing of OPDIVO is subject to a risk management plan (RMP) including a patient
pocket guide together with a patient wallet card (a safety information card) anrd-brechure
previding emphasizing -important safety information that the patient should be aware of before
and during the treatment.

Please ensure you are familiar with this important information and explain to the patient the need
to review the card-and-brochurepocket guide and the wallet card before starting treatment.

1 INDICATIONS AND USAGE

1.1 Unresectable or Metastatic Melanoma

OPDIVO, as monotherapy or in combination with ipilimumab is indicated for the treatment of
advanced (unresectable or metastatic) melanoma in adults.

1.2 Adjuvant Treatment of Melanoma

OPDIVO is indicated for the adjuvant treatment of patients with melanoma with involvement of
lymph nodes or metastatic disease who have undergone complete resection.

1.3 Metastatic Non-Small Cell Lung Cancer

e OPDIVO, in combination with ipilimumab and 2 cycles of platinum-doublet
chemotherapy, is indicated for the first-line treatment of adult patients with metastatic or
recurrent non-small cell lung cancer (NSCLC), with no EGFR or ALK genomic tumor
aberrations.

e OPDIVO is indicated for the treatment of patients with metastatic non-small cell lung
cancer (NSCLC) with progression on or after platinum-based chemotherapy.

1514 Malignant Pleural Mesothelioma

OPDIVO, in combination with ipilimumab, is indicated for the first-line treatment of adult patients
with unresectable malignant pleural mesothelioma.

61.5 Advanced Renal Cell Carcinoma

e OPDIVO, in combination with ipilimumab, is indicated for the first-line treatment of patients
with intermediate or poor risk advanced renal cell carcinoma (RCC).




e OPDIVO, in combination with cabozantinib, is indicated for the first-line treatment of patients
with advanced RCC.

e OPDIVO as a single agent is indicated for the treatment of patients with advanced renal cell
carcinoma (RCC) who have received prior anti-angiogenic therapy.

171.6 Classical Hodgkin Lymphoma

OPDIVO is indicated for the treatment of adult patients with classical Hodgkin lymphoma (cHL)
that has relapsed or progressed after:

e autologous hematopoietic stem cell transplantation (HSCT) and brentuximab vedotin, or
e 3 or more lines of systemic therapy that includes autologous HSCT.
181.7 Squamous Cell Carcinoma of the Head and Neck

OPDIVO is indicated for the treatment of patients with recurrent or metastatic squamous cell
carcinoma of the head and neck (SCCHN) with disease progression on or after platinum-based
therapy.

1.91.8 Urothelial Carcinoma

OPDIVO is indicated for the adjuvant treatment of patients with urothelial carcinoma (UC) who
are at high risk of recurrence after undergoing radical resection of UC.

OPDIVO (Nivolumab) is indicated for the treatment of patients with locally advanced or metastatic
urothelial carcinoma who:

e have disease progression during or following platinum-containing chemotherapy

e have disease progression within 12 months of neoadjuvant or adjuvant treatment with
platinum-containing chemotherapy.

1101.9  Microsatellite Instability-High (MSI-H) or Mismatch Repair Deficient
(dMMR) Metastatic Colorectal Cancer

OPDIVO, as a single agent or in combination with ipilimumab, is indicated for the treatment of
adult and pediatric patients 12 years and older with microsatellite instability-high (MSI-H) or
mismatch repair deficient (IMMR) metastatic colorectal cancer (CRC) that has progressed
following treatment with a fluoropyrimidine, oxaliplatin, and irinotecan.

4111.10 Hepatocellular Carcinoma

OPDIVO, as a single agent or in combination with ipilimumab, is indicated for the treatment of
patients with hepatocellular carcinoma (HCC) Child-Pugh A who have been previously treated
with sorafenib.

1121.11 Esophageal Cancer

e OPDIVO is indicated for the adjuvant treatment of completely resected esophageal or
gastroesophageal junction cancer with residual pathologic disease in patients who have
received neoadjuvant chemoradiotherapy (CRT).

e OPDIVO is indicated for the treatment of patients with unresectable advanced, recurrent or
metastatic esophageal squamous cell carcinoma (ESCC) after prior fluoropyrimidine- and
platinum-based chemotherapy.



1131.12 Gastric Cancer, Gastroesophageal Junction Cancer, and Esophageal
Adenocarcinoma

OPDIVO, in combination with fluoropyrimidine- and platinum-containing
chemotherapy, is indicated for the treatment of patients with unresectable advanced or
metastatic gastric cancer, gastroesophageal junction cancer, and esophageal
adenocarcinoma.

2 DOSAGE AND ADMINISTRATION

2.1 Recommended Dosage

The recommended dosages of OPDIVO as a single agent are presented in Table 1.



Table 1: Recommended Dosages for OPDIVO as a Single Agent
L Recommended OPDIVO Duration of
Indication
Dosage Therapy
Unresectable or metastatic melanoma 3 mg/kg every 2 weeks
(30-minute intravenous infusion)
or o
Until disease

Advanced renal cell carcinoma

Esophageal squamous cell carcinoma

240 mg every 2 weeks
(30-minute intravenous infusion)
or

480 mg every 4 weeks

(60-minute intravenous infusion)

progression or
unacceptable
toxicity

Adjuvant treatment of melanoma

3 mg/kg every 2 weeks
(30-minute intravenous infusion)
or
240 mg every 2 weeks
(30-minute intravenous infusion)
or
480 mg every 4 weeks

(60-minute intravenous infusion)

Until disease
recurrence or
unacceptable
toxicity for up to 1
year

Metastatic non-small cell lung cancer

Classical Hodgkin lymphoma

Squamous cell carcinoma of the head
and neck

Locally advanced or metastatic
urothelial carcinoma

3 mg/kg every 2 weeks
(30-minute intravenous infusion)
or
240 mg every 2 weeks

(30-minute intravenous infusion)

Until disease

progression or

unacceptable
toxicity




Table 1: Recommended Dosages for OPDIVO as a Single Agent

L Recommended OPDIVO Duration of

Indication
Dosage Therapy
Hepatocellular carcinoma
Small-cell-lung-cancer
240 mg every 2 weeks
Until disease

Adjuvant treatment of urothelial
carcinoma (UC)

(30-minute intravenous infusion)
or

480 mg every 4 weeks

recurrence or
unacceptable
toxicity for up to 1

Microsatellite instability-high (MSI-
H) or mismatch repair deficient
(dIMMR) metastatic colorectal cancer

year
(60-minute intravenous infusion)
Adult patients and pediatric
patients age 12 years and older
and weighing 40 kg or more:
3 mg/kg every 2 weeks Until disease

(30-minute intravenous infusion)
or
240 mg every 2 weeks

(30-minute intravenous infusion)

Pediatric patients age 12 years
and older and weighing less than
40 kg:

3 mg/kg every 2 weeks

(30-minute intravenous infusion)

progression or
unacceptable
toxicity

Adjuvant treatment of resected
esophageal or gastroesophageal
junction cancer

240 mg every 2 weeks
(30-minute intravenous infusion)
or
480 mg every 4 weeks

(30-minute intravenous infusion)

Until disease
progression or
unacceptable
toxicity for a total
treatment duration
of 1 year

The recommended dosages of OPDIVO in combination with other therapeutic agents are presented
in Table 2. Refer to the respective Prescribing Information for each therapeutic agent administered
in combination with OPDIVO for the recommended dosage information, as appropriate.



No dose reduction for OPDIVO is recommended. In general, withhold OPDIVO for severe (Grade

3) immune-mediated adverse reactions. Permanently discontinue OPDIVO for life-threatening
(Grade 4) immune-mediated adverse reactions, recurrent severe (Grade 3) immune-mediated
reactions that require systemic immunosuppressive treatment, or an inability to reduce
corticosteroid dose to 10 mg or less of prednisone or equivalent per day within 12 weeks of
initiating steroids.

Dosage modifications for OPDIVVO or OPDIVO in combination for adverse reactions that require
management different from these general quidelines are summarized in Table 3 and Table 4.

When OPDIVO is administered in combination with ipilimumab, withhold or permanently
discontinue both ipilimumab and OPDIVO for an adverse reaction meeting these dose
modification guidelines.







Table 3: Recommended Dosage Modifications for Adverse Reactions

: : Dosage

Adverse Reaction Severity Modification
Immune-Mediated Adverse Reactions [see Warnings and Precautions (5.1)]

Grade 2 Withhold®
Pneumonitis

Grades 3 or 4 w

—_—— discontinue
Colitis Grade 2 or 3 Withhold?
For colitis in patients treated with combination | Grade 4 Permanently
therapy with ipilimumab, see Table 4. discontinue
Hepatitis with no tumor involvement of the AST/ALT increases to >3 and <8
liver times ULN

or Withhold?®

For liver enzyme elevations in patients treated
with combination therapy with ipilimumab, see

Table 4.

Total bilirubin increases to >1.5
and <3 times ULN.




Table 3: Recommended Dosage Modifications for Adverse Reactions

. . Dosage
Adverse Reaction Severity Modification
Immune-Mediated Adverse Reactions [see Warnings and Precautions (5.1)]
AST or ALT increases to >8
times ULN
o P ly
ermanent
Total bilirubin increases to >3 discontinue
times ULN.
Baseline AST/ALT is >1 and <3
times ULN and increases to >5
and <10 times ULN
oo Withhold?
Hepatitis with tumor involvement of the liver Baseline AST/ALT is >3 and <5
times ULN and increases to >8
For liver enzyme elevations in patients treated and <10 times ULN.
with combination therapy with ipilimumab, see
Table 4. AST/ALT increases to >10 times
ULN
or Permanently
= discontinue
Total bilirubin increases to >3
times ULN.
Withhold until
clinically stable or
. . ermanentl
Endocrinopathies® Grade 3 or 4 I(?iiscomeM
depending on
severity
Grade 2 or 3 increased blood . a
- _ creatinine Withhold™
Nephritis with Renal Dysfunction
Grade 4 increased blood creatinine w
discontinue
Suspected SJS, TEN, or DRESS Withhold
Exfoliative Dermatologic Conditions
Confirmed SJS, TEN, or DRESS | Lermanently
discontinue
Myocarditis Grades 2,3,0r4 Zie;gno;my
_ o Grade 2 Withhold?®
Neurological Toxicities
Grade 3 or 4 Permanently
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Table 3: Recommended Dosage Modifications for Adverse Reactions

. . Dosage
Adverse Reaction Severity Modification
Immune-Mediated Adverse Reactions [see Warnings and Precautions (5.1)]
‘ | discontinue

Other Adverse Reactions

Interrupt or slow the
. . Grade 1 or2 - :
Infusion-Related Reactions - rate of infusion
[see Warnings and Precautions (5.2)]
Grade 3 or 4 Pgrman_entl
— discontinue

2 Resume in patients with complete or partial resolution (Grade 0 to 1) after corticosteroid taper. Permanently
discontinue if no complete or partial resolution within 12 weeks of last dose or inability to reduce prednisone to
10 mg per day (or equivalent) or less within 12 weeks of initiating steroids.

b |f AST and ALT are less than or equal to ULN at baseline, withhold or permanently discontinue OPDIVO based
on recommendations for hepatitis with no liver involvement.

 Depending on clinical severity, consider withholding for Grade 2 endocrinopathy until symptom improvement with
hormone replacement. Resume once acute symptoms have resolved.

ALT = alanine aminotransferase, AST = aspartate aminotransferase, DRESS = Drug Rash with Eosinophilia and
Systemic Symptoms, SJS = Stevens Johnson Syndrome, TEN = toxic epidermal necrolysis, ULN = upper limit

normal
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Table 4: Recommended Dosage Modifications for Adverse Reactions in Patients

Treated with Combination Therapy

Treatment

Adverse Reaction

Severity

Dosage Modification

OPDIVO in combination with

Colitis

Grade 2

Withhold®

Grade 3or4

Permanently
discontinue

Hepatitis with no tumor

involvement of the liver

or

Hepatitis with tumor

involvement of the

liver/non-HCC

AST/ALT increases
to >3 times ULN

and <5 times ULN

or

Total bilirubin
increases to >1.5

and <3 times ULN.

Withhold?

AST or ALT >5
times ULN or

Total bilirubin >3
times ULN.

Permanently
discontinue

ipilimumab

Hepatitis with tumor

involvement of the

liver’/HCC

Baseline AST/ALT
is >1 and <3 times
ULN and increases
to >5 and <10
times ULN

or

Baseline AST/ALT
is >3 and <5 times
ULN and increases
to >8 and <10
times ULN.

Withhold?

AST/ALT increases
to >10 times ULN

or
Total bilirubin

increases to >3
times ULN.

Permanently
discontinue

OPDIVO in combination with

cabozantinib

Liver enzyme elevations

ALT or AST>3

times ULN but <10

times ULN with
concurrent total
bilirubin <2 times
ULN

Withhold® both
OPDIVO and
cabozantinib until

adverse reactions

recoverc| to Grades 0-

1
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ALT or AST>10

times ULN with discontinue™ both
concurrent total OPDIVO and
bilirubin >2 times cabozantinib
ULN

Resume in patients with complete or partial resolution (Grade 0 to 1) after corticosteroid taper. Permanently
discontinue if no complete or partial resolution within 12 weeks of last dose or inability to reduce prednisone to
10 mq per day (or equivalent) or less within 12 weeks of initiating steroids.

If AST and ALT are less than or equal to ULN at baseline, withhold or permanently discontinue OPDIVO in
combination with ipilimumab based on recommendations for hepatitis with no liver involvement.

Consider corticosteroid therapy for hepatic adverse reactions if OPDIVO is withheld or discontinued when
administered in combination with cabozantinib.

After recovery, rechallenge with one or both of OPDIVO and cabozantinib may be considered. If rechallenging
with cabozantinib with or without OPDIVO, refer to cabozantinib Prescribing Information.

6 ADVERSE REACTIONS

The following clinically significant adverse reactions are described elsewhere in the labeling.

e Severe and Fatal Immune-Mediated Adverse Reactions [see Warnings and Precautions (5.1)]
¢ Infusion-Related Reactions [see Warnings and Precautions (5.2)]

e Complications of Allogeneic HSCT [see Warnings and Precautions (5.3)]

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates
observed in the clinical trials of a drug cannot be directly compared to rates in the clinical trials of
another drug and may not reflect the rates observed in practice.

The data in WARNINGS AND PRECAUTIONS reflect exposure to OPDIVO as a single agent in
1994 patients enrolled in CHECKMATE-037, CHECKMATE-017, CHECKMATE-057,
CHECKMATE-066, CHECKMATE-025, CHECKMATE-067, CHECKMATE-205,
CHECKMATE-039 or a single-arm trial in NSCLC (n=117); OPDIVO 1 mg/kg with ipilimumab
3 mg/kg in patients enrolled in CHECKMATE-067 (n=313), CHECKMATE-040 (n=49), or
another randomized trial (n=94); OPDIVO 3 mg/kg administered with ipilimumab 1 mg/kg
(n=666) in patients enrolled in CHECKMATE-214 or CHECKMATE-142; OPDIVO 3 mg/kg
every 2 weeks with ipilimumab 1 mg/kg every 6 weeks in patients enrolled in CHECKMATE-743
(n=300); OPDIVO 360 mg with ipilimumab 1 mg/kg and 2 cycles of platinum-doublet
chemotherapy in CHECKMATE-9LA (n=361); and OPDIVO 240 mg with cabozantinib 40 mg in
patients enrolled in CHECKMATE-9ER (n=320).
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8 USE IN SPECIFIC POPULATIONS

8.5 Geriatric Use

Single Agent

Of 3569the-1359 patients with melanoma, NSCLC, renal cell carcinoma, urothelial carcinoma,
ESCC, and esophageal or gastroesophageal junction cancer who were randomized to single- agent
OPDIVO in-CHECKMATE-017 CHECKMATE-057 CHECKMATE-066,CHECKMATE-025;
and-CHECKMATE-067-39%-clinical studies, 41% were 65 years and over and 10% were 75 years
and over. No overall differences in safety or effectiveness were observed between elderly patients
and younger patients [see Clinical Studies (14.1, 14.2, 14.3, 14.5, 14.8, 14.11))].
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In patients with cHL, recurrent head and neck SCC, or dAMMR or MSI-H metastatic CRC (mCRC)
who were treated with single agent OPDIVO in clinical studies did not include sufficient numbers
of patients aged 65 years and over to determine whether they respond differently from younger
patients [see Clinical Studies (14.6, 14.7, 14.9)].

In Combination with Ipilimumab

Of the 314 patients with melanoma who were randomized to OPDIVO in combination with

|p|||mumab 41% were 65 years or older and 911% were 75 years or older Neeveral#dlﬁerenees

e#elder—anel—]A%—we#e—?—S—yean—er—elelepNo overaII dlfferences in safety or effectlveness were

reported between elderly patients and younger patients:[see Clinical Studies (14.1)].

Of the 303 patients with malignant pleural mesothelioma who were randomized to OPDIVO in

combination with ipilimumab, 77% were 65 years old or older and 26% were 75 years or older.
No overall difference in safety was reported between older patients and younger patients; however,
there were higher rates of serious adverse reactions and discontinuation due to adverse reactions
in patients aged 75 years or older (68% and 35%, respectively) relative to all patients who received
OPDIVO with ipilimumab (54% and 28%, respectively). For patients aged 75 years or older who
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received chemotherapy, the rate of serious adverse reactions was 34% and the discontinuation rate
due to adverse reactions was 26% relative to 28% and 19% respectively for all patients. The hazard
ratio for overall survival was 0.76 (95% CI: 0.52, 1.11) in the 71 patients younger than 65 years
compared to 0.74 (95% CI: 0.59, 0.93) in the 232 patients 65 years or older randomized to

OPDIVO in combination with ipilimumab [see Clinical Studies (14.4)]. The hazard ratio for
overall survival was 0.67 (95% CI: 0.54, 0.84) in the patients younger than 75 years compared to
1.01 (95% CI: 0.70, 1.47) in the patients 75 years or older randomized to OPDIVO in combination
with ipilimumab.

Of the 550 patients randomized to OPDIVO 3 mg/kg administered with ipilimumab 1 mg/kg in
CHECKMATE-214(renal cell carcinoma);who were randomized to OPDIVO in combination with

ipilimumab, 38% were 65 years or older and 8% were 75 years or older. No overall difference in
safety was reported between elderly patients and younger patients. In elderly patients with
intermediate or poor risk, no overall difference in effectiveness was reported- [see Clinical Studies

(14.5)].

Of the 49 patients with hepatocellular carcinoma who reeeived-were treated with OPDIVO %
mgtkg—in combination with ipilimumab—3—mglkg—r—CHECKMATE-040—(hepatocelular
carcinoma), 29% were between 65 years and 74 years of age and 8% were 75 years or older.
Clinical studies of OPDIVO in combination with ipilimumab did not include sufficient numbers
of patients with hepatocellular carcinoma aged 65 and over to determine whether they respond
differently from younger patients- [see Clinical Studies (14.10)].

_Of the 361 patients with NSCLC who were randomized to OPDIVO 360-mg-every-3-weeks-in

combination with ipilimumab-1-mglkg-every-6-weeks and platinum-doublet chemotherapy every
3-weeks—(for-2-cyeles)ir-CHECKMATE-9LA(NSCLC), 51% were 65 years or older and 10%

were 75 years or older. No overall difference in safety was reported between older patients and
younger patients; however, there was a higher discontinuation rate due to adverse reactions in
patients aged 75 years or older (43%) relative to all patients who received OPDIVO with
ipilimumab and chemotherapy (24%). For patients aged 75 years or older who received
chemotherapy only, the discontinuation rate due to adverse reactions was 16% relative to all
patients who had a discontinuation rate of 13%. Based on an updated analysis for overall survival,
of the 361 patients randomized to OPDIVO in combination with ipilimumab and platinum-doublet
chemotherapy-in-CHECKMATE-9LA, the hazard ratio for overall survival was 0.61 (95% CI:
0.47,0.80) in the 176 patients younger than 65 years compared to 0.73 (95% CI: 0.56, 0.95) in the
185 patients 65 years or older- [see Clinical Studies (14.3)].
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In Combination with Cabozantinib

Of the 320 patients-who-received with renal cell carcinoma who were treated with OPDIVO in

combination with cabozantinib-i+-CHECKMATE-SER (renal-cell-carcinoma), 41% were 65 years
or older and 9% were 75 years or older. Ne-everal-difference—in-safety-wasreported-between
lder] . | ionts.

In Combination with Fluoropyrimidine- and Platinum-Containing Chemotherapy

Of the 1581789 patients randomized to OPDIVO 240 mg every 2 weeks or 360 mg every 3 weeks
administered in combination with fluoropyrimidine- and platinum-containing chemotherapy in
CHECKMATE-649 (GC, GEJC, or EAC), 3940% were 65 years or older and 10% were 75 years
or older. No overall difference in safety was reported between elderly patients and younger
patients. [see Clinical Studies (14.12)].

14 CLINICAL STUDIES
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