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Emerging Biopharmaceutical Industry 

É

Phase 3 Comparative Effective Research

B
single patient IND

É

AMED NIH RePORT
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US
ˢUSDˣ

Japan
ˢUSDˣ

Phase I
All comer, 

solid tumor
30

US: 3
JP: 3

2.0 2,300,000 1,500,000

Phase II KRAS G12C 30
US: 5
JP: 10

3.0 2,313,000 1,500,000

Phase III
HER2 breast 

cancer
50

US: 8
JP: 8

4.0 3,500,000 4,000,000
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Hata T et al.  Clin Transl Sci 

14:1015-1025, 2021 (May)

DOI: 10.1111/cts.12965
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UMIN-CTR jRCT

(TarunoH, et al. BMJ Open 2022)
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https://www.jbsoc.or.jp/seika/wp-content/uploads/2023/04/913.pdf

https://www.mhlw.go.jp/hourei/doc/tsuchi/T230403I0150.pdf

https://www.mhlw.go.jp/hourei/doc/tsuchi/T230403I0150.pdf
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http://www.fda.gov/NewsEvents/PublicHealthFocus/ExpandedAccessCompassionateUse/default.htm
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http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm163982.htm

FDA Single Patient IND
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https://ganjoho.jp/public/dia_tre/clinical_trial/search2.html
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jRCT
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https://report.nih.gov/#

NIH  RePORT(Research Portfolio Online Reporting Tools

AMED, JSPS, JST, NEDO, Ԍҥ , , 
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https://report.nih.gov/funding/categorical-spending#/
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2020 12/70  (17%)

2019  14/88  (16%)

2018  15/94 (16%)
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2018 1Ὦ- 2020 9Ὦ
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13%
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2020  n=70

ḼỘ (C)

C+P₤›

῝ (P)

1/70 χ ḼỘΥⱢỲẤ
3/70  χ῝ ᾆẕ (AMED 2; JMA (MHLW) 1)

10/88  χ ḼỘΥⱢỲẤ
0/88   χ῝ ᾆẕ

6/94 χ ḼỘΥⱢỲẤ
0/94  χ῝ ᾆẕ
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2020 יּ C 2; P 3 

Ặ יּ C 8;  P 0        
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Ặ יּ C 9;  P 0

2018 יּ C 1;  P 0

Ặ יּ C14; P 0         
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7/111 χ ḼỘΥⱢỲẤ
5/111 χ῝ ᾆẕ (AMED 3)
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item/country Japan Korea Taiwan Singapore

Investigator Fee

Examination Fee

Patient Fee

Pharmacy Fee

Other

Overhead

Total

118 31 24 11
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Site Fee К



https://www.nettai.org/

ᾛЃ ʤ ֿ ˿

AMED
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https://labo-med.tokyo-med.ac.jp/aidsdrugmhlw/portal
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https://reporter.nih.gov/advanced-search


