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非小細胞肺がん 腎細胞がん 頭頸部がん 胃がん 食道がん その他

Sales Trend of Opdivo by Each Cancer 

Source: Estimation from external and internal data

2018 (Result)

¥ 87.3 bil¥ 90.6 bil

2019 (Result) 2020 (Forecast)

¥ 90.0 bil

※Dosage and administration 

re-pricing in Nov 2018 (-

37.5%)

※Cost effective evaluation

in Aug 2019 (-1.0%)

NSCLC RCC H&N GC ESC Others
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Number of Patients Newly Prescribed with 

Opdivo by Each Cancer (Estimation) 
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Source: Estimation from external and internal data
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Sales Ratio of ICPIs in All Types of Cancer (Estimation)
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Source: External data
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Sales Ratio of ICPIs in NSCLC (Estimation)
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Prescription Ratio in Patients Newly Treated for 3rd

Line Gastric Cancer
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(Pre-app)

※ Patients starting 3rd line treatment of gastric cancer 

within the last 3 months
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Opdivo: Marketing Expansion to New Indications

１. Esopahageal cancer (2nd-line treatment)

Unresectable advanced or recurrent esophageal cancer that has 

progressed following chemotherapy

２. MSI-High colorectal
Microsatellite instability high (MSI-High) unresectable advanced or

recurrent colorectal cancer that has progressed following chemotherapy

Opdivo approved for two new indications 

on Feb 21, 2020
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Number of ESC patients per year (in Japan)

ESC patients 
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Paclitaxel or Docetaxel
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Estimation based on internal survey (2020)
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ESC patients

24,000

Stage I – III (Resectable)

20,000

Stage IV (Unresectable)

4,000

Recurrent pats

10,000

Chemotherapy

14,000

Squamous

12,600

Non-squamous

1,400

1Ｌ
9,800

2Ｌ
6,600

シスプラチン＋5-FU±放射線

オプジーボ
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Estimation based on internal survey (2020)

Cisplatin + 5-FU +/- radiotherapy

Opdivo

Number of ESC patients per year (in Japan)
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ATTRACTION-3 Esophageal cancer (2nd-line 

treatment)

小野薬品工業：国際共同第Ⅲ相（ONO-4538-24/BMS CA209473）試験成績（社内資料）承認時評価資料

解析対象集団：ITT

9

Kaplan-Meier curves for overall survival (OS) OS（primary endpoint)
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Ono internal data: Results from a global Phase III study (ONO-4538-24/BMS CA209473) for evaluation at

submission

Events: n (%)
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12M OS rate
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a) Kaplan-Meier method   b) Stratified Cox proportional hazard model 

c) Stratified log-rank test

Stratified factors: Regions, number of metastatic organs, PD-L1 expression
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ATTRACTION-3 Esophageal cancer (2nd-line 

treatment)

小野薬品工業：国際共同第Ⅲ相（ONO-4538-24/BMS CA209473）試験成績（社内資料）承認時評価資料

解析対象集団：RES
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Kaplan-Meier curves for duration of response (DOR) in responders (Doctor’s assessment in medical

institutes
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Ono internal data: Results from a global Phase III study (ONO-4538-24/BMS CA209473) for evaluation at

submission
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Number of Patients Treated with Drugs for Advance or 

Metastatic Renal Cell Carcinoma (per Year in Japan)

1L RCC patients 

（4700）

Favorable risk

（25％）
Intermediate risk

（55％）
Poor risk

（20％）

2L RCC patients 

（3,300）

IO+TKI

Opdivo

TKI

Opdivo＋Yervoy

TKI
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Estimation based on internal survey (2020)
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Prescription Ratio in Patients Newly Treated for Advanced or 

Metastatic 1st Line RCC
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Opdivo - 7 29 32 47 49 54 59

Product E 46 40 30 36 21 29 20 17

Product F 41 41 32 26 29 21 16 15
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Source: External data（Sep 2018 – Feb 2020: n=39~100)
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Prescription Ratio in Patients Newly Treated for Advanced or 

Metastatic 2nd Line RCC
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Mar Jun Sep Dec
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Mar Jun Oct Dec

2020
Feb

Opdivo 8 15 32 38 42 47 36 49 54 48 63 51 64 57

Product D 69 59 55 48 40 31 51 27 27 44 29 38 32 35

(%)

Opdivo

57％

Source: External data（Nov 2016 – Feb 2020: n=32~57)
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