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PR ENTND, BRABEEINESE T A 7 A= 2« a7 b F—2o (CERL 20
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(intervention) ZMFZESNNEIZEID 1F, ZOREFHL T DRI AR TH Y . XTHERE
OEIEZ D/, W, trial [TERBREFERIND Z ENZVR, BHBRE VO BEND
WAL [Ty Moansd ] BT A2HEMICH D . DAETITEME L 52 T
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& BER B TRAME AIMEZENORN LED HiLD,
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JEAESEE OEFRTIE, EORGRESGD 2 DICEIENEFEDOH L M2/ 5 H
HYTIT O BRIRRER 2. FRIZ TRBR) LIRS, 168217 O RS, e, ERNE T35
& TEIGSOERKRGERO I O FEEIZEET 585 (GCPED) 2575 2 L RFBTIT B
TW5, BEENHEIC LAV L RIS O &35 5, & HIZ phase I ~ phase 111
ETEEND,
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B3, AGERHE OTIRIEIZIB W THLOBERFESE & OFEIER BBV T, ERMICHIA S
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LMD MRS S VT R OFIFHN TH M I ERE, i Ze VA & &7 8 25Hid 2,
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HAGRH AT OB, BINRELZFOZROEEZ G L LT, 5 11 MHRis R
O HIE - HET, 20 E 22 EET 5, 3 CTICHiR STV A EHERS T
TR EDOEGAERIZ LV B « #iFET 5, Confirmatory clinical study (trial) [#&
AEFERIRAFSE GRER) 1 EMESZ & b d D,

phase 1V study (&8 IV fB5E%)

KR - THRIZICA T L, MOZEKGRIR D 2\ 3 F OBF S T OREUEIRIERE & R 518 CLEik 9
LERRMITETH D, DAARER EClIdFE I EETIToh D, X0 A RO = EEER
FAED BT DT DIZITMADEFIRIGE T 5, BLEIRTEHERRER & TN T, BIER
IR EIZOWTOIBMRRE S & ED,

ERMIERKRIAZE
BB DPGROBGEEL D b, e LA LN T =X OF NS BT- G a AT 52 &z

17



HRDMEDIVIERRAFZED 2 & BIS 1T AR IRSRAIER AR ZEI %4 T D,

FRERIERRERZE

RFEFE D3 8 B CORGREST RERI AT, RSN T —F B2 DO T & —F
TOMENERTSDEERIIED Z & R TT AR, 25 111 MRSk, 26 1V AR I
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Clinical Research Goordinator (CRC)
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http://www. mhlw. go. jp/topics/bukyoku/seisaku/kojin/d1/1612281idennsi. pdf
[8ISCHRV A « JRAGEYE . [Pl BT D medast], P14 46 A 17 B (AL
16 4 12 A 28 HAHSE).
http://www. mhlw. go. jp/topics/bukyoku/seisaku/kojin/d1/161228ekigaku. pdf
[91JEAT B [TREARMIZEICRE D mPidast], PRk 15457 H 30 A (CFARk 16 4F 12 H 28
HAHHOE) (AR 20 42 7 H 31 H Ao .
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(1] STEEA - AT [t NS OrERAT 5 ARBI ERRAFE B3 5 fmBife
#tJ. FRk 2242 A 17 H.
http://www. lifescience. mext. go. jp/files/pdf/n722_00. pdf
[12] 542 - Sebm R IREU RSO R P 5t e (BPA T AL—y g L) $—
FHHE] —FHRIRD ATBIERVEDBRFE M ToAFFEOHERE-, Rk 16 424 H.
(3] BEAEEIH  STHRMFAMIURELR T A 79 A = A3 gl UIFE Bt 7 a7 2
L) OFERFERIE DOZEIZONT, AL 1943 H.
[14] H RERESTES B o % —http://www. jmacct. med. or. jp/
[15]FDAAA (Food and Drug Administration Amendments Act of 2007)
http://www. fda. gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmet
icActFDCAct/SignificantAmendmentstotheFDCAct/FoodandDrugAdministrationAmendme
ntsActof2007/default. htm
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[16] R ERES~L Y %5 = WA Declaration of Helsinki — Ethical Principles for
Medical Research Involving Human Subjects
http://www. wma. net/en/30publications/10policies/b3/
[17]JUMIN FGRaRER B $kS A7 . UIMIN Clinical Trials Registry (UMIN-CTR)
http://www. umin. ac. jp/ctr/index—j. htm
(18BN IF R ORI T 5 14
http://www. caa. go. jp/seikatsu/kojin/houritsu/index. html
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http://www. lifescience. mext. go. jp/files/pdf/40_126. pdf
[20] TH&UE UMIFESCHEHERE 7 0 7D o) rPfRTREAiER S . PRk 21 4E 7 .
http://www. lifescience. mext. go. jp/files/pdf/n748 00. pdf
[21] AR 24 [EEARMTZREICEI 2425 ). 2009 4E 10 A 16 H.
http://japhmed. jp/%E6%SF%I0%ES%AS%S8020091016. pdf
[22]NIH AIDS Research & Reference Reagent Program
https://www. aidsreagent. org/Index. cfm
[23]Protein Data Bank http://www. pdb. org/pdb/home/home. do
4TSRS EOAMGAEI TR Y b U —2 2T A
1. Australasian Biospecimen Network (A —A k< U 7, National Health and
Medical Resaerch Council) http://www. abrn. net/
2. BioBank Central CKEDIEEF|HA) http://www. biobankcentral. org/index. php
3. International Agency for Research on Cancer (WHO %&#E) http://www. iarc. fr/
4. International Society for Biological and Environmental Repositories
(ISBER) CKED==HE5%) http://www. isber. org/
5. Karolinska Institutet Biobank (R©D =—F > « Zua U A GHFFERT)
http://ki. se/ki/jsp/polopoly. jsp?d=866&a=1306&1=en
6. National Cancer Institute CKEESLIEATZEAT Office of Biorepositories &
Biospecimen Research) http://ki.se/ki/jsp/polopoly. jsp?d=866&a=1306&]1=en

7. onCore UK (ZEEENIAFZEATZ: E)  http://www. oncoreuk. org/index. html
8. Public Responsibility in Medicine and Research CK[EFEEFI|H{A)

http://www. primr. org/
9. Singapore Tissue Network (/> H7AR—/V[ENL)  http://www. stn. org. sg/
10. UK Biobank, Ltd. CGEERMF L OEEREOES )

http://www. ukbiobank. ac. uk/
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