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ANNALS
ONCOLOGY

driving innovation in oncology

GOOD SCIENCE
BETTER MEDICINE
BEST FRACTICE

Nivolumab with carboplatin, paclitaxel, and bevacizumab for first-line
treatment of advanced nonsquamous non-small-cell lung cancer

S. Sugawara’’, J.-S. Lee®’, J.-H. Kang®, H. R. Kim®, N. Inui®, T. Hida®, K. H. Lee’, T. Yoshida®, H. Tanaka®, C.-T. Yang™’,
M. Nishio?, Y. Ohe?, T. Tamura®?, N. Yamamoto'?, C.-J. Yu'®, H. Akamatsu™®, Y. Namba'®, N. Sumiyoshi'® & K. Nakagawa'”"
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Table 3. Treatment-related adverse events

Adverse events

Nivolumab am (N = 273) Eﬁ%ﬁﬁi Placebo arm (N = 275) ;(TJ IE?;-j\ %¥

Any grades Grade 3 or 4 Any grades Grade 3 or 4

Any treatment-related AE" 269 (98.5) 201 (73.8) 274 (99.6) 198 (72.0)
Serious 114 (41.8) 85 (31.1) 74 (26.9) 63 (22.9)
Led to discontinuation 45 (16.5) 27 (9.9) 12 (4.4) 10 (3.6)
Led to dose delay 132 (48.4) 82 (30.0) 123 (44.7) 67 (24.4)
Led to death 5 (18 4 (1.5)

Reported from at least 10% of patients in either arm
Alopecia 143 (52.4) 0 (0.0) 150 (54.5) 0 (0.0)
Peripheral sensory neuropathy 120 (44.0) 3 (1.1) 118 (42.9) 7(2.5)
MNeutrophil count decreased 116 (42.5) 87 (31.9) 139 (50.5) 98 (35.6)
White blood cell count decreased a3 (34.1) 40 (14.7) 98 (35.6) 41 (14.9)
Constipation 85 (31.1) 3(1.1) 81 (29.5) 1(04)
Decreased appetite 81 (29.7) 8 (2.9) 96 (34.9) 13 (4.7)
Rash 81 (29.7) 13 (4.8) 40 (14.5) 1(04)
Anemia 78 (28.6) 15 (5.5) 92 (33.5) 17 (6.2)
Arthralgia 69 (25.3) 0 (0.0) 75 (27.3) 2(03)
Nausea 68 (24.9) 3 (1.1) 83 (30.2) 5(1.8)
Malaise 68 (24.9) 1({0.4) 71 (25.8) 0 (0.0)
Myalgia 66 (24.2) 0 (0.0) 78 (28.4) 0 (0.0)
Hypertension 65 (23.8) 37 (13.6) 79 (28.7) 42 (15.3)
Proteinuria 65 (23.8) 13 (4.8) 69 (25.1) 10 (3.6)
Neuropathy peripheral 59 (21.8) 1(0.4) 62 (22.5) 2(03)
Platelet count decreased 59 (21.6) 16 (5.9) 61 (22.2) 6(2.2)
Neutropenia 53 (19.4) 43 (15.8) 37 (13.5) 31 (11.3)
Stomatitis 50 (18.3) 2 (0.7) 51 (18.5) 1(04)
Diarrhea 50 (18.3) 5(1.8) 33 (12.0) 3(11)
Pruritus 48 (17.6) 0 (0.0) 39 (14.2) 0 (0.0)
Epistaxis 43 (15.8) 0 (0.0) 38 (13.8) 0 (0.0)
Febrile neutropenia 43 (15.8) 41 (15.0) 25 (9.1) 24 (8.7)
Pyrexia 40 (14.7) 2 (0.7) 21(7.8) 1(04)
Hiccups 34 (12.5) 0 (0.0) 29 (10.5) 0(0.0)
Dysgeusia 32 (11.7) 0 (0.0) 19 (6.9) 0 (0.0)
Rash maculopapular 30 (11.0) 12 (4.4) 11 (4.0) 3(1.1)
Fatigue 19 (7.0) 2(0.7) 28 (10.2) 2(03)

Treatment-related immune-mediated AE”
Rash 112 (41.0) 34 (12.5) 47 (17.1) 4(1.5)
Hypothyroidism/thyroiditis 28 (10.3) 1(0.4) 7(25) 0 (0.0)

Pneumonitis 20 (7.3) 7 (2.6) 3(11) 2 (0.7)
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N Engl J Med. 2010 Mar 11; 362(10): 865-9

PMID:20220181
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PRO-CTCAE™(version 1.0)Patient-Reported

Outcome (PRO) Common Terminology
Criteria for Adverse Events (CTCAE)

NCI- PRO-CTCAE® ITEMS-JAPANESE

Item Library Version 1.0

As individuals go through treatment for their cancer they sometimes experience
different symptoms and side effects. For each question, please select the one

response that best describes your experiences over the past 7 days...
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RESEARCHLETTER

Overall Survival Results of a Trial Assessing

Patient-Reported Outcomes for Symptom

Monitoring During Routine Cancer Treatment
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JAMA. 2017 Jul 11; 318(2): 197-198

PMID:28586821

Figure. Overall Survival Among Patients With Metastatic Cancer Assigned to Electronic Patient-Reported
Symptom Monitoring During Routine Chemotherapy vs Usual Care
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