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 1  ︢  

ḭ ṕ ṡAMEDṢ צḮṖּלּךּ ︣ ḱ

שּ וֹ פּפּ

︡ ︣Ḯ 

 

 

ḱ שּ ︡ ḭ צּ צּ טּ

︣Ḯ נּ ḭ ךּףּ צּ צּ אל ṇ

︡ ףּ ḭ ךּףּ צּ ךּ

ṇ ︡ ךּ ḭ Ṅ ︡לּכֿ ︡ ךּ︡ ṇ

ẑể
צּ ︡ ךּ ︣Ḯ ḭֿ︡לּכ ṇ ךּ ḭ

וֹףּ ṕ Ṗּצ ︡

ךּ כֿךּ ḭ ṇ
ẑỄ

ḱ צּ אל

ךּ כֿךּ צּ ṇ קּ ףּ ḭ צּ

ףּ ︣Ḯ 

ẑể ṇ Ḳ ṇ ḭ ︡ ףּ ḭ

פּ ︣ ︡ ︣Ḯ ḭ ḭ לּ

ḭ ḱ Ṍ לּ ︡ ︣Ḯ

ḱ ḭ ︡ לּ ḭ

לּ ︣ ḭ ṇ ḱ ḭ ḭ Ḯ

ḭףּ ḱ ךּ ḭ ︣

︣Ḯ 

ẑ2 ṇ Ḳ ḭ ḭ ḭ ︡ ︣Ḯ 

 

ḱ שּ וֹףּ ḭ ṇ צּ

לּ ךּ ṇ ︣ כֿ צּ ︣Ḯ

ךּףּ ḭ צּ ︡ קּ ︡

כֿ צּ ︣Ḯ ḭ ḱ שּ נּ צּ

ךּ ︣Ḯ ︡ ḭ אל ︣ טּ ḭ ︡

ḭ ךּ ṇ ︣

︣Ḯ 

 

ḭ ︣ נּ ḭ ︣

ṇ ︢ ḭ ︣ כֿ ḭ ṇ

︡ ︣Ḯ ḱ שּ ḭנּ ￼ Ṅ

ḭ ṇ ḭ ṇ צּ קּ ḭ ︡ נּ

︡ ṕ ḭ
ẑ
Ṗ ḭ ךּ ṇ קּ ︡



 

2 

︣Ḯ ṇ טּ צּ ḭ ḱ שּ

נּ צּ ︡ ︣Ḯ ︡ ḭ ḱ

שּ וֹףּ ṇ ︣ ︣ כֿ ḭ

︣ ︡ ︣Ḯ 

ẑ Ḳ ︡ נּ ︡ ︡ ḭ ḭ ḱ שּ ︡

ḭ ḭ ṇ  

 

 

 

AMEDḭ צּ ṡ Ṣẑ ḭקּ ḭ ḱ

ḭ ḱ ḱ ḭ ḱ ṇ ḭ ṇ ḱ

6 ︣ ︡ ךּ ︣Ḯ ḭ

ḭ ︡ שּךּ ḭ ḭ

ṇṕ ṡPDṢ ḮṖלּךּ ḭ ḭ ṇ ṇ ṇṕ

ṡPSṢ ḮṖלּךּ ṇṕ ṡPOṢ ḮṖלּךּ ︡ ךּ ︣Ḯאל ḭ

︣ ṡּצ ḭ ḭ ḱ ḭ ḱ

ḭ ḭ ḭ Ṣ ︡ ךּ ḭ פֿ ḭ

לּ ḭ ṇ ṇ ṇṕ ṡDCṢ ḮṖלּךּ ︡

ךּ ︣Ḯ 

ḭPSḭPOףּ ḭ ︡ḭ ḭ ḱ

ךּ ︣Ḯ ḭ ḭPSḭPO ︣ ךּ ︣Ḯ 

PSḭPO ḭ ḭנּ ︡ ︢ ︡

ṕ ḮṖ כֿלּ טּצּ ︣Ḯ 

ẑ https://www.kantei.go.jp/jp/singi/kenkouiryou/senryaku/index.html 

 

ךּףּ ḭ ︢ צּ ︡ ︣Ḯ 
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ẑể ּצ ḭ שּ  Ḯךּאל

ẑỄ ּוֹף ךּ Ị ︡ שּ  Ḯךּאל
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 2  ︣  

 

ḭ ṕểṖṌṕệṖ ︣ ︡ḭּפ ḭ

ẑể ︡ḭ ךּ ḭ

לּ ṕ Ṗ ︡ ︣Ḯ 

ḭףּ ︡ ךּ ḭךּ שּ︡ ︡ ךּ

טּ ḭ ︡ אל ḭ AMED ︣ ḭ

︡ ︣ כֿ צּ קּ ︣Ḯ ︡ḭ

AMED ︣ ḭ נּ ךּ ךּ ḭ ︡ ḭ ︡

︣Ḯ ḭ ︣ ḭ ḭ

ḭ ︣ כֿ טּצּ ︣Ḯ 

 

 

 

 

 

 

 

 

 
 

ẑể ︣ צּ ḭ שּ  Ḯךּאל

ẑỄ ּפ 3 2 אל פּ

ḭ ḭ ḭ ḭ ךּךּ

︣Ḯ 

ẑễ ּל ︣ ︣Ḯ 

ẑỆ  

ẑệ ṕ 36 81 Ṗ שּ  
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ךּ  

אל ךּ ḭ ḭ ︣

AMED ︣ כֿ ︡ ︣Ḯ ḭףּ Ị ︡

שּ  Ḯךּאל

ṕe-RadṖ ךּ  

ṕ ṡe-RadṢẑ ḮṖלּךּ ḭ צּ ︣

ṕ ẓ ẓ ẓ ḱ

Ṗ ︣ ︣Ḯ ḭ

שּ ︡ ḭ ︣ לּ

פּ ḭ ︡ שּ Ḯךּאל ḭ ệ ︡ שּ  Ḯךּאל

ẑṡe-RadṢ ḭ ḭResearch and Developmentṕ

Ṗ ḭElectronicṕ Ṗ ︡ ︣Ḯ 

ךּ ṕ Ṗ 

שּ צּ אל ףּ ḭ

צּ ︣ ḭ ḱ צּ ︡ḭ ḱ

אל צּ קּ ךּ ︣Ḯ ḭ צּ

לּ ḭ אל ףּ טּ ḭצּ

ḭ ףּלּ טּ ךּ ḭלּ

צּ ︣Ḯ 

ḭ ṕ 24 228Ṗṕ ṡ Ṣ ḮṖלּךּ

קּ ẑּצ ךּ ︣Ḯ︡ צּ ḭ אל ךּ ṕ Ṗ

︡ לּ ︣ ḭ ︡ ḭ וֹ טּצּ ︣Ḯ ︢ ḭ

צּ ḱ ḱ ︡ שּ Ḯךּאל Ӹ ︡ḭ ︡

ḭ ḱ נּ ḭ ḭ

כֿ︣ טּצּ ︣Ḯ 

 

ẑ ḭ צּ ḭ ḭקּ ḭּט

ḱ ṕ Ṗ ṕ Ṗ︡ לּ ︣ ḭ ︡ ḭ

צּ ṕ Ṗ ︡ ךּ ṕ Ṗ ṕ Ṗ

︡ לּ ︣ ḭ ṕ ḱ ṇ Ṗ ︡ ḭ

︣ ṕ ṇ Ṗּטּצ ︣Ḯ 

וֹ שּ ︣Ḯ

ṕ Ṗ ︣ ḭ ךּףּ ︣ ḭ ︡

צּ ︣Ḯ ḭ ḱ ḱ ḱ ḱ ḭ ḱ

ṇ ḱCDḱDVDḱUSB ︣ כֿ ḭ

︢ ṇ ︣Ḯ פּ ḭ
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ḭ צּ שּ טּצּ

︣Ḯ 

ḭ צּ אל ךּ ︣Ḯ שּ︡ ḭ

︡ שּ  Ḯךּאל

Ṇ Ḳ ṕ Ṗ 

 https://www.meti.go.jp/policy/anpo/ 

Ṇ Ḳ  

 https://www.meti.go.jp/policy/anpo/seminer/shiryo/handbook.pdf 

Ṇ ṇ 

 https://www.cistec.or.jp/ 

Ṇ ṕ ḱ Ṗ 

 https://www.meti.go.jp/policy/anpo/law_document/tutatu/t07sonota/t07sonota_jishukanri03.pdf 

2321 ךּ  

28 9 ḭוֹ 28 11

30 ṕ ṇ ṇ Ṗḭ ṕ ṡ Ṣ ḮṖלּךּ ḭ

︣ ḱ ︣ 2321 ︡ ︡ Ḯֿכ ︡ḭ

29 2 17 וֹ 28 98 ṡ 2321

ךּ ṕ ṖṢּצ אל ךּ ︣Ḯ 

11 ṡ Ṣ ḭ אל ￼ḭ

︣שּ צּ ףּ ḭ צּ לּ טּ ḭ

︣ כֿ צּ ︣Ḯ 

2321 ךּ ḭ ︡ שּ    Ḯךּאל

Ẇ Ḳ 2321  

ṕ 463ṕ 28 12 9 ṖṖ 

https://www.mofa.go.jp/mofaj/files/000211409.pdf 

ḱ ךּ  

AMED ḭ ︣ ︡ ḭ שּ צּ לּ

︡ḭ ︢ ︣ כֿ ︡ ףּ ︣Ḯ︡ צּ

ḭAMED ךּףּ ḭ ︣ כֿ צּ ︣Ḯ 

AMEDּוֹף ṡ Ṣ ḭ 4 4 ể ךּףּ ḭ ḭצּ

40 ṕ 57 4 Ễ Ṗḭ 43 ṕ 54

4 2 Ṗḭ 10 ︡ ︣Ḯ ︡ḭ ḱ

ḭ 40 ḭ 43

ḭ ︣ כֿ צּ קּ ︣Ḯ 

אל ḭ ḭ ךּ לּ PIצּ

צּ קּ לּ ḭ צּ טּ כֿ ︣

וֹ ךּ טּצּ ḭ צּ אל כֿ

︡ ︣Ḯ 
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ṇ ךּ  

ךּףּ ḭ ︡ אל ṇ ךּ ךּ ḭ ︢

טּ ḭ ṇ צּ אל

ךּ ︣Ḯֿכ ḭ אל אל ṇ

תּ ḭ ḱ פּאל ḭ Ṉ כֿלּ ḭ

2 לּ ︣ טּצּקּ ︣Ḯ נּ ḭ

︣ ḭ ṇ ךּ

￼ḭ לּ צּ ︡ḭ כֿלּ

צּ ךּ ︣Ḯ 

AMED ḭ ךּףּ ḭ ︡ ṇ

ṕ ṡDMPṢ ḮṖלּךּ וֹ ḭ ṇ

ךּ ︣ ṇṡAMEDּוֹף ṇ ךּ ︣ Ṣ

ṡAMED ṇ Ṣẑ ︡ḭAMED

︡ ךּ ︣Ḯ ḭDMPףּ ךּ ỉ ︡ שּ  Ḯךּאל

ḭAMED ךּףּ ḭ צּ AMEDּפ ṕ

Ṗ וֹ לּ ︡ ḭ ︣ טּ ṇ

︣ כֿ ︡ ︡ ḭAMED אל ךּ

טּ ︢פּ AMED ḭ ︣ כֿ ︡

ךּ ︣Ḯ 

אל ḭ ṇ ṇ ḭ ṇ ḭ ṇ ḭ ṇ

︣ ḭ ṇ לּ ḭ ︣ כֿ צּ ךּ ṇ

ṇ ךּ ḭ ︡ ḭ ṇ ṇ ￼ךּ פּ ︡ḭ ︣

כֿ ךּ ︣Ḯ ︡ ḭ ṇ ṇ ︣ ṇ טּ

ḭ אל ṇ ︡ ḭ ︣ כֿ ︡ ךּ

︣Ḯ שּ︡ ḭṡAMED ṇ Ṣẑ ︡ שּ  Ḯךּאל

ẑ https://www.amed.go.jp/koubo/datamanagement.html 

 

AMED ḭAMEDּצ ︣ פּ ṇ ︣ ḭAMED

ṇ ṇ ṕ ṇ ḮṖלּךּ ךּ ︣Ḯ 

ẑ https://www.kantei.go.jp/jp/singi/kenkouiryou/data_rikatsuyou/dai2/siryou2.pdf 

ṇ צּ אל ṇ ṇ ךּ ḭ

ṇ ךּ ṇ ︣ כֿ ḭאל

טּ כֿ ︡ ḭ

ṇ ךּ ṇ ṇ ךּ ︡ ṇ

ṇ טּ כֿ ︣Ḯ 

ḭ ךּףּ ṇ ṕ ểṖ ︣ טּ

ḭ ךּ ṇ ︡ ︣ṕ ỄṖḮ 
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ṇ ṇ ךּ ḭ ךּ ︣ כֿ

צּ ︣Ḯ 

ḱ ṇ ṕ ḭ Ṗ 

ḱ ṇ ṕ ḭ ṇ Ṗ 

ḱ ṕ ḱ Ḯ Ṗ 

ḱ ṇ ṇ ṕQCṖ  

ḱ  

אל ḭAMED לּ ṇ ḭ

︣ פּ פּ פּפּ ￼ḭ ṇ ךּ ḭ ṇ

ṕFASTQ ṇ VCF ṇ ︣ אל ṇ

Ṗ ￼ךּ ךּ ḭ ḭקּ כֿ︣ קּ ṕ ỄṖḮ 

ḱ ṇ פּ ḭ

 

ḱ ḭ טּצּ ︡ צּ AMED

︡ḭAMEDּצ ︡  

ḭṡAMEDףּ ṇ Ṣ ṡ Ṣ
ẑ

ḭקּ ṇ

︡ ︣ ḭAMED וֹ כֿ צּ ︣Ḯ 

ẑ https://www.amed.go.jp/content/000079403.pdf 

ṕ ểṖ ṇ  

ḱֿכֿכ ḭ ṇ ṇ ︡ ṇ ṇ ︡

︣Ḯ ḭףּ ṇ ṇ ךּ לּ ḭ ṇ ︣

ḭ ḭ ṇ ṇ Ḯ 

ḱ פּ VCFṇ ︡ ︣Ḯ 

ṕ ỄṖ 

ḱ ṇ ḱ ṕREBINDṖ וֹףּ

ṇ ךּ ךּ ḭ ךּ ︣Ḯ 

ṥ Ṧ  ṇ ṇ ךּ  

https://www.amed.go.jp/koubo/datasharing.html 

ṗ / Ṙ ךּ ṕ

Ṗ 

AMED ḭ ︡ ︡ כֿשּךּ ︡ ףּ ḭ לּ ḭ

ךּ ḭ ṗ / Ṙṕ ṡ Ṣ ḮṖלּךּ

︡ ẑ לּ ךּ ḭ ḭ

ךּףּ ḭ AMED

︡ כֿ ︡ ךּ ︣Ḯ 
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ḭ לּ ḭ ︣Ḯ

ṕ ṖḮ 

︡ḭ טּ ךּ ךּ ḭ ︢ ḭAMED PDḭ

PSḭPO ︡ḭ ḭ כֿ ︡ ︣Ḯ 

ẑ ḭ אל ḭ ḭ

ḭ ךּ ךּ ︣Ḯ 

 

פּ ḱ ḱ

ṇ צּ פּ ︡ḭ ︣ צּ

וֹ פּ ︡ שּ  Ḯךּאל

 

ḱ ḱ

נּ ḱ ṕ ḮṖ ךּףּ ḭ ךּףּ

צּ אל ךּ כֿ צּ ḭשּ︡ ךּףּ

ṇ צּ אל ךּ טּצּ ︣Ḯ ḭ

ḭ צּ אל ךּ ךּ ךּףּ ḭ ṇ

ẑ ︣Ḯ 

ẑ ּצ ךּףּ ḭ אל

צּ ךּ︡ טּ ︣Ḯ ḭ

ṇ ︡ ךּ קּ ︣Ḯ ṇ ךּ ḭ ṕ

כֿ Ṗḭ ṕ ḭ ︣ ḭ

Ṗḭ ḭ ḭ ṕ ḭ Ṋ

ḭ ḱ Ṗḭ ︣ ︡ שּ  Ḯךּאל

 

︡ ṕ Ṗ GCP קּ ︣

טּצּ ︣Ḯ טּ נּ ךּףּ ḭ

GLP ּק ︡ ︣ כֿ צּ ︣Ḯ ḭ ḭ

ḭ ךּ ḭ ︣

טּצּ ︣Ḯ 

︣ ṕ ṇ PMDA

ẑ Ṗ ךּףּ ḭ ︡ ḭ ︣ פֿ ḭ

PMDA ṇ ṕ Ṗ ︡

︡ ךּ כֿשּ ︣Ḯ ṇ

ṕ Ṗ וֹ ךּ ךּ ḭ ︢ וֹ

כֿ ︡ טּנּ Ḯ ḭףּ ︣ ṇ

ṕ Ṗ וֹ ךּ כֿ טּ צּ ṇ

ṕ Ṗ ḭוֹ אל ךּ כֿ צּ ︣Ḯ 
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ẑ ṇ ︣ ṕ 29 3 16 ṖṡỄ. 

Ṣ  

 

לּ ḭ צּ ︡

︣Ḯ ךּףּ ṕ ḱ ︡

כֿ צּ ḮṖךּ︡ טּ ḭ ︣ כֿ צּ ︣Ḯ

צּ טּ ךּףּ ḭ ךּ ︡ ךּ שּ צּ

טּ ︣Ḯ 

 

ḱ ḱ ףּ

ךּ ḭ ︣ ףּ ḱ

וֹ ︣ ︣Ḯṕ צּ ︣ ḭ ︡ שּ

 ḮṖךּאל

 

ḱ ︡ ךּ ṕ︡פּ ךּ ḭ Ṗ 

ḱ ︣ טּצּ ṕפּ ḱ ךּ ︣  Ṗפּ

 

ḱ ṕ ṇ ṇ ṇ ṇ Ṗ 

ḱ ṇ ṕ Ṗ 

 

ḱ ︡ ךּ פּ  פּלּ

ṕ ︡ ךּ ︡ ךּ Ṗ 

ḱ ︣ טּצּ  פּ

 ṕ ḱ ךּ ︡ ḭ לּ ︣  Ṗפּ

 

ḱ ḱ ךּףּ ḭ צּ

︣Ḯ ךּףּ ḭ ḭ ṇ ḭ

ךּ ︡ ךּ קּ

︣Ḯ 

 

ḭ ḱ ḱ ךּ

︣ ḭ שּ

שּ Ḯךּאל ḭףּ נּ צּ ︡ AMED

פּ ︡ שּ  Ḯךּאל

 

ḭ ḭקּ ︡ ︣

טּצּ ︣Ḯ ḭjRCTṕJapan Registry of Clinical TrialsḲ

ḱ Ṗ כֿלּ ︣Ḯ כֿ ḭ ︣
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ךּ ḭjRCT אל ṡ

Ṣ ︡ שּ Ḯךּאל jRCT צּ ︡ ךּ ךּ

ךּ ḭ ḭ ṡ

Ṣ AMED ︡ שּ  Ḯךּאל

ḭ ךּ ḭ ẑỄ ︡

שּ  Ḯךּאל

ẑ ךּ ṕ Ṗ 

https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000163417.html   
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 3   
ףּ ︣Ḯ ךּ ể ḭ ḱ

ךּ Ệ ḭ ︡ שּ  Ḯךּאל

ḱ ḱ ךּ  

ṕểṖ ḱ שּ ︣ ẑể  

# ḭ  
 

ṕ ￼Ṗ 

 

 

 

 

 0Ṍỉ  

1.1 

ḱ Ḳ 

ṕ ḭ ḭ

Ṗ  

ể  

Ễễ,ỂỂỂ  

ễ  

Ệ Ṍ 

Ỉ  

 

ỂṌ3  

1.2 
Ḳ 

ḭ ḱ  

ể  

Ễễ,ỂỂỂ  

ễ  

Ệ Ṍ 

Ỉ  

 

ỂṌ3  

1.3 
Ḳ 

ḱ ḭ  

ể  

Ễễ,ỂỂỂ  

ễ  

Ệ Ṍ 

Ỉ  

 

ỂṌ3  

ẑể Ḳ ︡ נּ ︡ ︡ ḭ ḭ ḱ שּ

︡ ḭ ḭ ṇ  

 

ṕỄṖ ḱ שּ ︣ ṇ  

# ḭ  
 

ṕ ￼Ṗ 

 

 

 

 

ỂṌ7  

2.1 
ṕ Ṗ

︣  

ể  

Ễ0,ỂỂỂ  

ễ  

Ệ Ṍ 

Ỉ  

ỂṌ2  

2.2 ︣  
ể  

Ễ0,ỂỂỂ  

ễ  

Ệ Ṍ 

Ỉ  

ỂṌ3  

2.3 ︣  
ể  

Ễ0,ỂỂỂ  

ễ  

Ệ Ṍ 

Ỉ  

ỂṌ2  

ẑ ṕểṖḭ ṕỄṖ  

ṕ ểṖ ףּףּ ︣Ḯ 

ṕ ỄṖ ἃ ḭ ︣ כֿ

טּצּ ︣Ḯ קּ טּצּ ḭ ךּ

טּצּ ︣Ḯ 
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ṕ ễṖ ḭצּ︣ ṕ

ệ ︡ שּ ḮṖךּאל ︡ כֿךּ ︣ ḭ ︡

￼ ︡ שּ Ḯךּאל ḭ צּ אל ḭ

פּ AMED ︡ שּ  Ḯךּאל

 

ṕểṖ ḱ שּ ︣ ︣ ךּ  

 

    ḱ שּ ךּ ḭ

︢ ḭ ︣ צּ ḭ ṇ

︢ ṕ ︣ ṇ ṇ ṇ Ṗ

︡ נּ ︡ ︡ ︣Ḯ 

     ︣ ḭ צּ ḭשּ ḱ שּ צּ ︡ḭ

ḱ ṇ צּ ṕ ḭנּ ṇ ḱ

ṇ
ẑ

Ṗ ךּ ︡ ︣Ḯ ḭ ṕ ḭ

ḭ Ṗ ḱ ḭ ḭ ḱ ḭ

ḱ ḭ ︡ ḭ3 2 ︡

︣Ḯ ︡ ḭ ףּ וֹףּ ṇ

︣ ṇ︡ḭ ︣ כֿ ︣Ḯ

︡ḭ פֿ ︡ ךּ קּ ︣Ḯ

ṕ ḭנּ ṇ ḱ ṇ Ṗּצ ︣ כֿ

ḭ ḱ שּ וֹףּ ṇ ︣ ︣ כֿ

︡ ︣Ḯ 

   ẑ ṇ Ḳ ḭ ḭ ḭ ︡ ︣ 

 

     Ṯể ṯ 

 

 

 

 

Ṯ ṯ 

 



 

14 

 

 

 

 

 

 

ẑể Minds 2020ṕ Ṗ נּ ḭAGREEṕThe Appraisal of 

Guidelines for Research and Evaluation Ṗ ︡ḭ ︣ ḭ

︣ כֿ Ḯ 

               https://minds.jcqhc.or.jp/s/evaluation_tool 

 

ךּףּ ︣  

 

 

https://minds.jcqhc.or.jp/s/evaluation_tool



























































































