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BARZF (G-CSF) BI8BZRARBMBXIKBIRME] (IUT, BCIPiiRBiEsE]
EWUFET) D'HDIET,
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ZWECH, BESADERZEFSEDICEZBRE ULIERENMERSNTNET,
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) BAEICEBMEMKRERELCCEOHD, FEBIRERELTND, BULIEHE
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5.1.1 BRDIIE
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8, MRDBOSNIZELTE, ZONRMEEICLIDEDSONEDINZHRITD
CENTETFHE A
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TBh, TCT, BELCHERHOEXKMIBZIMRPHOSBDEH, BHEPH
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521 BERDZE - HARE
1) SR
2R -8, PUU—k, BR AR - FEOMEAE
8B - BEOY A AR
- BEAD 2 —F Y UMBR RV THITIEREAIE
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TU\DHEEIF, COBRKEBRICSIUTNDCEEZZDRERICH/INSETIDCEND
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B, BRIEICHF USISUVMERDIRNE ESICEZDEEZRS L, LEseElC
DONDST, EHETDIREDERISHIRSNEIE Av.

6. FERDFESIIAK

COBRREEERIIBRDOAHES T, EEHDK 20 OIEEASILET,

ABREIATIE, THESHE+BomPliRBERE]) IC 72 A, EESERDH] IC
T2 N, Gt 144 ADBBESAICSHNUTIESFETY,
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7. FRSNDDREBNEH

71 FRSNDIRMR

SR ORKRBEELUTC, RIIVIRENMERASNE T, COREICIE, &%
DBEZVNRELCDLON, SEEOEH, TR TERUDIBHIXT DINEBNRDD
BDRTENRSNTNET, LDL, COREICKDIPBIDIBERNGEIIH LS, KICE
HADRRENED KO OSNIDIBIEDRESAICKT T DIRIERN+DRBZEDDHVE T,

—73, BEcCIPMRBESE] &, CNTTONIDDDERKRIMABRLS, &
FDRZVELCDOLUN, SEHDEH, TR TERLDIBEH, BIEDERICXT UL
TERMNHRESNTRD, HESE CTIRIMBONBNEESAICT T DIEEICS
DTENHB/FSINTNET,

7.2 TR=NDEMEA

721 HELR
RIVREOEIERE LT, ECHESNZFRENTICRLEYT, CNE08E
FERIE—EITHD. FEBROMEICK > TREIENFANFRY 3TNGB
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7.2.2 BClPHIRBIES

BolfiiBiEsEd, CNETOERKRMFATH 160 BOFEAICERIN,
FHAUSVWEXRGSBERBIIRESNTNEE A,

IS8, SMEFMIRBEFZED, BEBART—DSORBIMFMRIS - IO =
54 VTClIE, MEEDRIHEDHDNEI RV Z T D), EREFTELUCSME, B
s, WNIMERESE, KRB, SBIMELSDDAL, FBUKIEERF (G-CSF) &S
[FBETDRIICEO>THRDEY, CNIFERMAD FTF—IC G-CSF 259 DS
BEZENCEEIUTVRNEYD, BOLZEICERI DITHTI,

—73, COERRFUBEDIIROFESAL, WMRZHT LU THTIONDERD—IRELT
G-CSF D'E5SENE T, T2, CNFITOH 160 BDFE A (BIE, BERER,
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DNIZERRAFRICH T G-CSF ICRDBDEEZSNDFHAUENEXRIZENERITIR
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212U, XROBESAICIERRBELUCSME, SIIRETR, WOERES, MK
B, BEMESZRK > CNDIHRNBIZEFINTHDEINT, ERRIBESADIEIR
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EX=ITHIN
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MRIZE
LDH E& (FFpEEmn I REEBDES) 41 (86.3%)
ALP EF Mz IREEBDER) 85 * (68.6%)
BMBEED - 1IFhEk (BIMEKKDDOVED) JFid 5 (294%)
[V 7 H (13.7%)
CRP L& GUERRBZTIREEBDLER) 6 (11.8%)

O BIRIICH DERZENFA
MPDAIVYDNREDN—BMICIERIDLET, F - OO LUONEEDERD
FURBENDHVET, COFERNDEOSNLIHEICE, DIVYDAREEEE TS L
gig—o
KIThKD, HF - EER - RO - FIRS EDERDE UDHBEDHVFT.,
DHG, MROEMCTERSENZUET,

O HI2BIBIC K DERZENFA
FRRRIEICHL, ER - BHRAARIUKR NEM - BiEslnEREREZE UEI N,
FEAEE—BMETT., MER - BFEA - BARIRE, MRREERABVZUET,
?I“T‘faféﬂ%lc_ﬂﬂé@ﬁ’é?@féb EBHROLULONDELCDBZEEDHDFI, wTIN,
BBEDIRREICK o TIE, BIERICESZDRIED, BPIORROTUEEEHDET.

88, TNEOWERMMNCEMDBIERNRIRI DHBENDDET, FE, IR
DEFIFESADRREICL O TERDIINT, FHIC DN TIIBIAEMICHBZNAL
t<{A%
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JORDIVEBEMADEREREEEIRECERIV/N—I v —BICXT T DEEE L
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- FMSICDPE =18
BUECEICKDT
UV EEES

O. BABHRDRE

BB - BEED - ZFENESDECOMBERY v IICE, BBEOZEICHNTEH LR
DRAECECEUTHBZTDIZRZNHVFI ., BERAY v IICIE, COERKRMERICH
WTRIDEBERIC DN TER@ROTWEZDRESNET,

LD L, COBRKRERNDIE LITONTNDINDEDD ZIER T DITHIC, RIEBEZE
&= ERIFRBROEBZRETDEER) DA, BEBBEDABREDDRIZONILT
ZRJICENDDFTT, INSDANEICTEF LMD AL CEICREAUTHMEZT IR
NHDET,

I2, COBRKRIERCRONLRER (RET -4, RABREESE) ZROFEDHD
12DIC, SRMUNDOHBEICHZZDBERZRHELET. ZDRICHE, HIXCZHETS
DIEHR (KBS - FPh - ER/HFSE) [FEsLE B . DI EHSNIZIERZESH
WS EICARIDBEEE, BADNBECESRBRNLDICEHBSNET,

LEPIRSERXEDT —HIE, CORKRMBRDRIRNERRSEDIERE, 10 FHEIRE
LET, 18D 3 FEL, T—HEYHY-ICRELET, ZDE, FEHAREDT—H
ZREFL, BEREMEICEZELE I, T —HY2REI DRSS, BEOIFTEELE
EE

COEXDICEBANBRIIBECEESNTNETINDT, CORKEARICSNITDCEIC
KO, BIFTOBHRBRIZDCHEDEANBRAB=BCHRNIVEISD D EE A,
CHORAREICEZNI T L, MEBBEZESFICLIDINILTORE, SiRMUHDIEEIN
DIBEHRIBHDIUHBROAKRICONTER LBV ZCEICEDET,
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10. ERIRGERDE A

REFRGBRCRIT DR OERBBICHNDDER. IHHEE Ml iEEEICEE
"9 DEEICE UICEERIL. MEEAMBEZFMRESZD SHRSNEHREID
IWIONEI,

11. BRSOV HEE UICHES

COBRKHAERL, NI TORSICEDNTRZNICTHTBSNERICTHOHNEID,
EU, BRABROBEDHDINIRTEIC, DRCICEBVFRREDRRERENE UICH
SICIHRODCBHEIC SEB TSV, BIEMDBURZREEZTVNET,

=52, NBcn$#RBEsE] NRREEZONIMFRBICKRDERESHEL
IEHBEICIE, ZDEBREBIARAKMERDIAFRERDZINVDON, ZOMEE TOMEIITT
NNEE Ao

12. GBS NORERBICRKEES A DBHRDIEE

EREREHERDSNIEREDIC, TORIDIVBREICRELT, bRlZ (FERFZ0HRES) D
ABRSNNOERICHEZSZADURMEDOHIEHRS, HCRBERIEOSNLTESICE,
RONDNCIBISEEIDNSRIRSE LI T, ZOIR, SESNZREITDINEDINTDINT
REBZVNEIEE, BRIDCELTEET,
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13, SERBEDPLEICDINT

DX COERRFAERDSNICER L, BEDRIGSNIEER TIEISERMD S HISEIC
EREBEDPIUEZRANTDCENDHVFET, PIIEBICIKREDITIT, FESAIBE
ADIRREICRIT 2EDE CDERKRAERERICET DEDDHIDF T,
[BRETABADIRREICRIT DPLEIERH]
RERARFUERDIRECEDE, E%L&D@Eﬁ@@%@ﬁm0wwbﬂf
HIEBEOBIDBILICEK >TTO DIVBEDRGH LRI
DN EERZRO UCHEE

RELBZDICEOCHmE

JOFDIVEERBE, XIREBDIBESADREERBIZ L CVVRNTEDH
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ZDft, FHERIBSEENAEEMR G SR LIRS
(GHERE(AICRE T DPILIER)

BPFHDIC K DRERDTE D REE CHIMTSNIZIHS
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SBRDRP TRIGOBEN SR O IZEHEISNIZIHRS

X2, DISLEHRPTHREZP LT ICEICIOLHEICE, ZDE, REDGEZ
TVEY, B8R, Pt (AROHOZIRS) UZHESE, ZOEROZEBEHRICDUNTIIHE
it L CITNVE T,
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15, AP HRICICT > CVEEERNSIE

CORKAERRICSNT D EICARSNLEHZE(, SEREED, ROFEZTFOT

=0,

1) TEBDETFESNTNDRTI2—-)LETF o> THRRELTIZESU, KT
BWBEICIE, IHODCEBIEMCHRITA TS,

2) ORISETBIEMIUNADEREZRZITTNDES, TOCEEMTFBIE
EIICIZZ TRV, 2, OEECUIISNIZED, BEFTEALULEZ
RASN TN DIHEEEHRRNSE R,

3) FAEREAED, BB ETHBDEMICHNDIHEG, TETDLITHaICIBIEMIC
TR0,

4) MRS, RGP, HMIRLCVNDITEREOHDIIE, COBRKAMERICSNTEE
Bh. K2, COBRKRRERICSHN LU TNDER, HIRUVSVWKDISFRLUTT
=Y,

5) FERE - WEZ2TTCNWEESKRICEERZT > TS0,

88, LERORBET > CTRDTRNEEL, BIEMDSHRSEDPIEZRHRENT
DHBENHDET,

16. FERFEROERD H\)

CDERRFUERDIERISL, 2012 FBICAKRSNDFECI ., BEBROB[ESAICHKRS
BIDCELEHDFEAN, BIEEMICHLUETNEETNIERHNSENTE LET,

CDOERARFHERDIBRICK DU S D DHCBINBENMEOSNDCENDHDE T, ZDIRIC
FUDE, COMNBNMECEET DR (F5HE) &, RHESNET—HICxLTT
[F72<, AREBEDRITOZORROMWAZITDOCEICK > TEFNLEH LN T 77
[CXITDENDTY, TIND, HFFEDODHEELCKIDFZNNRDELTE, HIRLEEZ
DN EZEERCES T, CORRKIERDIERICK o TE LD, ZDMAIBIEIEIC
BT DIERIL, COERREIERICEN0 U EERMEE T IS FERIBIEENICIRE LE T,

F£3.1h (FERXB 2008 & 12 B 16 B)

P239



BRI — b TRIPADO708

17. BLEDHEE

COERARERIC DN T, IMBISC EXD, DB RNCE, [INEBEZRUSNIE,
WO TERRE<IBIHEENETIIEHRBOICSEBITSUN,

BEZER (B, EE MERAR XER B8 (EFES 017-726-8111
IBH25ER (B0, EEhE WMlsl e BE /EFFEES 017-726-8111
BEZEN (B, EE BlRsst S8 X5 (EHEES 017-726-8111
BEZER (B, EE IMWEMEMNR 8 1Pk (EFEFS 017-726-8111
BIZEN (B, EE ZERNAR Pk E- /EFEES 017-726-8111
IBH2ER (B0, EEhE RER REB W /EEES 017-726-8111
BIZER (B, EE MR  RE DiEF /(EEES 017-726-8111

REKRBEREIET Moz zYS5— /Biass 017-726-8121

SEOSEER K2 R FH KB /EBEBES 017-726-8111

18. tisiiliE

C ORISR IR BMEBEBEMBRSNAERERD, HEEAMBESZHIREETD
S REESTTHINEY, MIUIT YTV UIITEESEVDMEIE, ERR
BRICRITDIMNRERKOZEMDOTOEFEZTVNE T, HEEANTIREZEIRER DRI
BRI —IL, T—YDEEZITINET,

- FEHRE . PIE ¢ NRE  AURICIREER SRR
Kg : BT &£

F£3.1h (FERXB 2008 & 12 B 16 B)

P24®



BRI — b TRIPADO708

—
EEES

BEREVPRERR B

ERARSAERZS NI DEIRE
—SREBDRTOEESh—

ERARGI SRR R 5
RBEIRERBERBEICXIT DS G-CSF BEBRAIEMBAIKIPIRBECTEDS >/ 5 AMELLIRHER

O [JFUHIC O ERAKREHERDER

O EREREHERIC DT O RBRESH/HREELUCES

O COERRIERDIUEME O FERSNORVICHEESADEROCE
O CORRKGEERDBEH O EEEEDPLIEICDNT

O CDERFREIERDIIEA O BEROBMEICDONT

O EEADFESIAK O FERHEPHEICT > CUVEEELENEIE
O FRSNIVRERIER O FERASSROERD I

O [SEKRR] CIITMD0EE O BLNEHEN

O BABRORE O BASHERS

MEEFEIRBICDOUNT, HRANEICKD+DIRFHAEZITFI UL, COERKAERDON
BZEREL, SHNCEARLET. =6IC, EESE+BchdiRmEs®E) 3y
(ToNERS, MRPOBEXKMIZERINITDICECABLET,

BL, SBB&SN0OEPTEAREHOIDICENDHDITEEBURAET.

ER== & =i = AANES .
5% 88 B : & A =
1BERM - SE)) ZE
5% 88 B : o A B
FAR=I & (B ZB

E 3 R (EkB 2008 &+ 12 A 16 B2)
P241



BRI — b TRIPADO708

E 3 R (EB 2008 &£ 12 A 16 d
P242 )



BRI — b TRIPADO708

—
EEES

BEREVPRERR B

BRASESNOEEE QO (it
— MHSBO%+ BSNDRIRBEAE] DBESA—

ERARSHERERES
AEEIREBEBICXIYT D G-CSF B8 BRAEMBHIKMBIRBIECEDS V5 AMELLEEAER

O [FCHIC O ERARGHERDERA

O ERERERERIC DT O RBRESHRELUCES

O COERRIERDIUZEME O FEERSNORVICEEESZADBROGE
O CORAKGEERDBER O EERSEDPLIEICDNT

O CORRKEERDTIE O BEROROICDONT

O EEADFESIAH O FSERHEPHEEICT > CVEESENEIA
O FRSNIVWREBIER O EHERFEERDED KN

O EEKR] CXIIMDEER O BNEHEN

O BABRORE O BASTHELS

RIFEFCREICDNT, SRPEXEICKDTDRHRBPEZITELUIZ. CDERKGIERDA
BEERL, SNIDICERURRUCEXRKMIRZBEIDCEICARTLETD,
BL, SBBSNDEPTRRZRHOIDICENDHDICEEZBURZET,

@ = B: &F = B AAEZ:
et 89 B¢ F B B
IBEEED - & (BB E =
et B9 B¢ F B B
HBE: & (&b E =

E 3 R (EkB 2008 &£ 12 A 16 B2)
P243



BRI — b TRIPADO708

E 3 R (EEB 2008 &£ 12 A 16 d
P244 )



BRI — b TRIPADO708

Blseii(EES

BREVPRERR B

ElstHEES

ERARSHERERES
AEBIREBEBCXIT D G-CSF B8 BRAEIMBHIKMBIRBIECERDS V5 AMELLEGHER

(S ESCEEBENADSNICARLEILED, BRZEROLET.

FERROEA : F B B

AANEES -

sVBRSIEEMETC (XD BEENE B

=+ B B

EREES .

Hfi (fEpRB 2008 &# 12 B 16 B8)


MKPXH
新規スタンプ


	別紙5 Impact Study 説明同意文書_AM
	3. この臨床試験の必要性
	3.2 従来の治療
	3.3 新しい治療

	4. この臨床試験の目的
	5. この臨床試験の方法
	5.1 対象となる患者さん
	5.1.1 治療の方法
	5.1.2 推奨治療
	5.1.3 推奨治療＋自己血中細胞移植治療

	5.2 臨床試験のスケジュール
	5.2.1 各時点の診察・検査項目
	5.2.2 スケジュール表

	5.3 併用禁止薬・併用禁止療法

	6. 試験の予定参加人数
	7. 予想される効果と副作用
	7.1 予想される効果
	7.2 予想される副作用
	7.2.1 推奨治療
	7.2.2 自己血中細胞移植治療


	8. 慢性閉塞性動脈硬化症，バージャー病に対する他の治療
	9. 個人情報の保護
	10. 臨床試験の費用
	11. 健康被害が発生した場合
	12. 試験参加の意思に影響を与える情報の伝達
	13. 試験治療の中止について
	14. 同意の撤回について
	15. 試験期間中あなたに守っていただきたい事項
	16. 試験結果の取り扱い
	17. 問い合わせ先
	18. 研究組織




