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(BR) EXEREFHIEFHRSHIE (PMDA) http://www.pmda.go.jp/

(BX) BEE&5@Ea http://www.mhlw.go.jp/

(KE) Food and Drug Administration (FDA) http://www.fda.gov/

FDA :

Center for Drug Evaluation and Research (CDER) EEZmaBF] http://www.fda.gov/Drugs/default.htm

Center for Biologics Evaluation and Research (CBER) &#&FIERFY  http://www.fda.gov/BiologicsBloodVaccines/default.htm

Center for Devices and Radiological Health (CDRH) E&#EBREP  http://www.fda.gov/MedicalDevices/default.htm

(FRM) European Medicines Agency (EMA) http://www.ema.europa.eu/ema/

EMA :

Committee for Advanced Therapies

(CAT) http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000266.jsp

Advanced-therapy medicine products

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000294.jsp&mid=WC0b01ac058002
41e0

& EImEERFICRfRTOARE
BEERSORDUORRECHIToEEMRR

http://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryou/saisei_iryou/

TA3T - ERPREHBR(CBI I 5358, A, 184N

NIOFES
FEX http://www.wma.net/en/30publications/10policies/b3/
HAER=R http://www.med.or.jp/wma/helsinki.html
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RIVES R LR—k http://homepage3.nifty.com/cont/28-3/p559-68.html

B4SEE HRCBEIB I (CONT

http://www.mhlw.go.jp/stf/seisakunitsuite/bunya/hokabunya/kenkyujigyou/i-kenkyu/index.html

E4HEHE STEEEOMEICOVT

http://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryouhoken/sensiniryo/

NERIFEE SAIYAIYADLS http://www.lifescience.mext.go.jp/bioethics/ekigaku.html

NERIFE HanfmiE- TR 2EUE http://www.lifescience.mext.go.jp/bioethics/index.html

NEPRIFEE SAIYAI RCHI2EmmIRCRE T 2E0E http://www.lifescience.mext.go.jp/bioethics/seimei_rinri.html
NERIFE SATUAIDACHIIZER(CRITZENE http://www.lifescience.mext.go.jp/bioethics/anzen.html
SoimEEREAE BRERAASTIBRE 5~ BEERET AR - &Rl http://www.tri-kobe.org/references/regulations.html
FimERIREIE RRARIERT> Y- BV EERHIER http://www.tri-kobe.org/kisei/
EEEREMEEATAT EME A AEFEREEIT DN RS> - 18EHFUZ http://www.nihs.go.jp/dbcb/guidelines.html

International Conference on Harmonization (ICH) AAERREFILESHE LD

https://www.pmda.go.jp/int-activities/int-harmony/ich/0070.html

(2&[E) National Institute for Health and Care Excellence (NICE) https://www.nice.org.uk/

EBE5EE SHNERR ERSs BEERNREREESE FRE0HHNA

http://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/kakushin/index.html

EXRREFESEOHE SNERR ERS BEERRMREMALBESE xRS OEENHEEE

http://www.pmda.go.jp/rs-std-jp/facilitate-developments/0001.html

K[E FDA CDER: Guidance, Compliance, & Regulatory Information

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/default.htm

K[E FDA CBER: Guidance, Compliance, & Regulatory Information

http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/default.htm

2K[E FDA CDRH: Guidance Documents

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm

FDA B8:&® Code of Federal Regulations (CFR)

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ucm134499.htm
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& aERSEMICEET BB

BEFHEE DERERIR—LR-2 http://www.mhlw.go.jp/topics/bukyoku/isei/chiken/

BAEMS JARR{EEr>5— http://www.jmacct.med.or.jp/

FREREEBRARGR http://www.pmda.go.jp/review-services/f2f-pre/strategies/0003.html

EXRmEFESEOHE BEERSRM

http://www.pmda.go.jp/review-services/drug-reviews/about-reviews/ctp/0007.html#r=s&r=s

* RMINEBHR
EEREFESHAHE ERAERRORMIXEER

http://www.info.pmda.go.jp/psearch/html/menu_tenpu_base.html

EXmERESGESHE BERES FHREMMIE xI560EN BRENEZV

http://www.pmda.go.jp/PmdaSearch/iyakuSearch/

>K[E FDA Drugs @FDA http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm

R EMA Find Medicine

http://www.ema.europa.eu/ema/index.jsp?curl=pages/includes/medicines/medicines_landing_page.jsp

¢ BFEREERR
EXREFERHOHE SEMEE - PEENIE 550350 BRENSL

http://www.pmda.go.jp/PmdaSearch/iyakuSearch/

[E FDA Drugs @FDA  Z&EREED " Approval History, Letters, Reviews and Related Documents”hMSH&3R

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm

Rl EMA Find Medicine

http://www.ema.europa.eu/ema/index.jsp?curl=pages/includes/medicines/medicines_landing_page.jsp

& SCinERRFECE T 2T RERDIES

ERAREFEAN BARERMITHFERE (AMED) http://www.amed.go.jp/

EARFEFEEAN BRERARHFENEE (AMED) ERARIAR SAEREAE S D http://www.amed.go.jp/program/list/05/
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N EESMAIES O T/ b http://www.amed.go.jp/program/list/05/01/046.html

EEUMSTINR R ND—2T0J 3 4 http://www.tr.mext.go.jp/

K[E National Institute of Health  http://www.nih.gov/

NIH, National Institute for Advancing Translational Sciences https://ncats.nih.gov/

& RAREHEREER

REREEREIERY NI - IHAFTE> 5~ http://www.umin.ac.jp/

HAEL= ERRHEBRERSATA https://dbcentre3.jmacct.med.or.jp/jmactr/

ED JAROIBIRIEER http://www.jpma.or.jp/information/evaluation/tiken/about/search.html

ClinicalTrials.gov https://clinicaltrials.gov/

& B5EF SRETARER

Google Patents

https://www.google.co.jp/?tbm=pts&gws_rd=cr,ssl&ei=nBL5VtWwWEMH-0gSIw5WgBw

Google FFEF&EAT> 3> http://www.google.co.jp/advanced_patent_search?hl=ja

WIPO Patentscope https://patentscope2.wipo.int/search/en/search.jsf

YT https://www.jpo.go.jp/indexj.htm

LS S e R https://www.jpo.go.jp/torikumi/searchportal/htdocs/search-portal/top.html

MITITBCE A TEFTEIEIRR - THMERE $FFIBHRTSvNIA— A https://www.j-platpat.inpit.go.jp/web/all/top/BTmTopPage

& HB([CEIDIEHR

NIH Office of Clinical Research Training and Medical Education (OCRTME) http://www.cc.nih.gov/training/

NERIFE REERAFRAMBERM SR RS http://www.mext.go.jp/a_menu/koutou/kaikaku/1332981.htm

Stanford X Biodesign http://biodesign.stanford.edu/bdn/index.jsp

Japan Biodesign http://biodesign.stanford.edu/bdn/global/japan.jsp

Stanford X SPARK program http://med.stanford.edu/sparkmed.html

PharmaTrain http://pharmatrain.eu/
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