k& CRC HEAH Y F 27 L

E#k#E CRC &BEA Y 27 4

>~ 7 /N R

% 3 R

SM5F 3 A

B 3RIBELEHBE BAMTRRERESRE RAME - aREEEZTICN T 2UHET AT Z LIZE T 25 4
FERERRAR I —T 4 2 — 2 —BBRPHEDOR TR ITHONT,



#] #& & CRC & B 7

+ #k & CRC & B 7

Uy £ 2 7

U ¥ 2 7

41



IR 3 — 7 4 % — X — (CRC) #MO7=0OBHEA ) %27 4
EAHERRBF 3 —F 4 4 — % — (CRC) #MO LD OB ) %27 4
7SR DR

1.7 %27 2T 3R

BRAER IC D 2 AN X DA X AR a v T v —DEER R A & v X — F & LT WHO 2335E Lt
X 1T\ % Joint Task Force for Clinical Trial Competency (HAGE ). 8 oo aT7avesrvy— (BT,
JTFar7avervy—) ZEHALA Y ¥ 27 LKL 72,
JTFa7avervy—it, A 11 FEEICHRI VA LRI CTE b, HAGERMRMIZ S 2 FicH
KRERARSEH SRS Bl I v b, RSB T 2ERMEAMER D a v T vy — (FMWEET) &
LTAKIEH I 2 el e sy —1Th 5,

720 AAY F 27 LONFICOWTIE, MIRIFE 2 —7 4 &+ —%— (CRC) of#Ee L TER T haH
BEWHFTEINZ [CRCTFR Ty o AR L oBEEATHERL T 5,

280 Y * 27 LCIE L HEZHE

< >

EBREER 1R, $723. 5B CRCLLTERKBICHLL I LA TFEINTVIH, 20, EEMEHFE
RELTwS, b L CEERANRERICET 2 A0S X S —RZROBIL OB 2 HE L Tw 24,

< bfRE >

CRC & L COEERED 3 FREL EoH,

. 3 FREOEGRFEEET S CRC 2367 ) F 2 7 LcEOSHHE 2 Za L 725, & HICFEHRR L
Wiz ERS Z Lic X > T, bl CRC ICHIGL WA & LTIl 2 2 L 2HiffL T 5,

3.V I ANRDFHRIT EENTT

1) HIGE

KAV F a7 p0x, FA TR &) HREBEEZHWERL w522, Zohici3ipiRd&bdot 325,
miB. BRI RAUR, BHEEICHE TR, FicEs (EES, ERERSEOME., AL R0k
REICBI 2 EE ) (A 35 4F 8 H 10 HEESE 145 5)) cd-o % £ X 1L ikHl 235405 < T v 3 185k
ZREM & T 5,

2) W OFE

iEe, HEICOWTER, [a~#] TENThORY) 2a—LERL T3, 1 a~vbizh oz, iHE%©
M- GEE T AR, MR FEoMEICwZns 0, A2 Y 2T 43 [1 a~v=40~60 5| #HE LIERL
72bDTH D,

ZDOWRIENE CTARA Y F 2 7 ZH I PIHE CRC BRO -0 0WHET 0 77 L%k IRKT 5L, UTDX
IR a—Lbind,



<& >

W g 315a~

HE 5 a<

A5k 365 a~

(1a~%400ET S L 24 K[ 2043, 1 a~% 60 43 LIRET 2 & 36 KL 30 47)
X 5 Ha—zoia, 1 H 4.9 B~7.3 BRRLEE © EhE n] fE

< bBfE >
H2 2 12 o~ (1 a~<% 45 \c‘:ﬂiﬂzﬁ“%c‘: 9 WD)
(W E T L R VEERIC O W IR - =T 2B, MAEER T —~ %2 &R L, LHEOFER L GbE Gl

12a<=blke33%)

ﬁ@—+4:v(1:v%45\kﬁ%?5a3&ﬁ®

GEHEIC DWW TR - #HE T 2B, FFEERT —~%#IRL, Ait4a~llbed3)
At l6a~ (1a~% 455 L {RET 2 & 12 Ff#) 2 HRECcEErTHE

3) fHE DM~ D1k
FEHE N3 2 ZHEDERFICOWT, ZHEE LUHEAME - EEE G oM 56l 21T 5
DEFE L, YIANRFIRIN T S iEERAESCHE AR 2 ZREHMEICEH T2 2 &3 C& 5,



BYikE CRCEMRHY F25 L a7

X1 a~=40~60 73 2 HE WHERE Z & ickET

JTFa7avesryvy— BERHO HE F— o~
(% & 72 2 B MEEST) IR | AE
1 |RIERIMES EWFE T 4 v BRR |CRC of%#l % re 3 L T B2 5L |ERIRSEIE Y o ELff 1 3
RO FH A4 v e aMrIcBEb 2R |HERESS
ZHIEZIC O W T DA ZabarcRkoondFIHEZMME | 7o aroFiST - RS | 1
L. Zh%ZETT 27D CRC 0¥ |HEDH A S
VxiiTc® %
BRI ZE o J5 ik - AEWIa 2 o B | BRI IE o 7 ik - AWk | 1
Bbh b D FHiE
2 |fmElE X CEBREORE~OR (HEEREOMEEZMY . BRI |BERMFEEO ICIKEs 2 CRCO | 1 | 1 | 5
B KRB OEMICEB T2 BE ([ v T7r—LF-avey b (I0)  |#&E
DT T, WHERE Tl ICB1F % CRC o&E| % FACE %
ERARHFSE - I6BRIC B T 2 MMBEE O |MHEEZES TAREEZRE | 1
TR CE 3 L OEH & HERE
BeBRE T3 B AV EC R O 2 B A (BRRIT S o s e 4 F | 1
RT3 7 A v HIE DR
CRC of#E| L, CRC icskwbnd |CRC oftEl iz LTl 1
MM HET 3 DB T R B A RE
3 BB O E X UK REREE 1B - FRIRITSE © FEHEERHEET IC LB 1R ER - FRIRITZEICRE b 2 A4 D | 1 8.5
DOFFE « MO A BT 2R |7 tRRESERfR < X | BMEER O 2 35 |15 1
% BHT% 3
BEOFER - EEICHE LMK - A |BBREREo 7o e xiclbs | 2
SATE 3 Bk O %E L BEEZHT 5
~AZETRER & R R R O
fg’(f\,
CRC of#l% R/ 3 L ooBEAKRE |EEMHFEORNL 1
Max1Es = FEBAR IR R D R 1
FRAE R G TRER O FRE 1
B5% - ERIRITIT D BRI U 72 ik [R5 - BRIRIt o s L | 1
KR %S FA RS
TBER-CERIRITIE I B 3 2 (R bk B Wa Bk o etk - Babt: - B | 1.5
S & A 5 S 2 R L/ B o el
H
4 |ERREEDEE (Good Clinical  |{RERIR D L) 2 BHLIC O\ T T & |1RERIRE T o E IR 0.5 5.5
Practice : GCP) : iEpfEH & %
GCP av 7747 v A, etk |G- BRI OBEOSHEA Rl T=4Y v, BE, BHilE | 2
EH AEHEROWE LW, B |§27-000EEMH - WEKRHE. BX|CX2BEZOHMNE Zoxb
SRR (PMS), EHEE |[OHHINEC X 3 BEROHK - kg
WRMER), REEOI Ik |3HATE 3
e AEFRROSERFE L, #YNICER| G EFRBER OIS 1
INEB X TMENTE 3
EPAFDIBER - BERITIE DEMEIC B IRER - BRI IcE T 2 M | 1
THAINS, HHRHEHREB LTI | OWBREREL LTSI A
ANy —TRIFICEAT 210 - A F 7| TR
A VIZDOWTHHTE 3




HRIRHITZE - B2 I Y & < ERRI e8]
Sl ENOFEICEL AT
%

IR MR BR D e & VRS

5 |RBiE X Ofisk O EBE - figkic
WT, ERRBBRZ EM T 5 720 i
DRI REFR - ANRESR, SR
XUER A~ L=y a vEED

(Bi/GCP B#E 0 %3 11k <)

TBER/ERIRIF T E R I ko b B
HERE A BIR < & | BRAREABR o FEhii 1c 44
Wi NI % &0 72 H % DR %
MHTE 3

FENE IR © D B A U
fn 71 IR 2R

CRC O EBEIHEETE %

WA OSEE, R (B
Tnwolk), avrFIiI4T VA,
Y 2 7RI AT 72 5 5

FRER O Eh 1B D 2 B ICEET 5
2L, BHATE S

PR AR D FEftE 1< B 5 H T &
L

AR, KERFONKIITZ B

KERORR (PBRE. HH
. BENTFIE, 7 — 2 EH)

0.5

6 |FT—R2=FV AV IEAVY T H~
74 7 A (IEWEE) © HARGER
Efih o7 — 2 OME - HHA
& OBRT—x2, T2 AN, 7z
U, WEEHE F—2~N—REE
D& E X CMEIE

T — X DEDBRERICE 2 B R % R
L. F&EROB Y J7, Y7508k 21T
57007 u v REM Y — b B[
¥, TRx=3x YAV INCEAETE S
(S REE - )

T2 DWEERFRIAT E20D
a2

7 1) —&X— v 7 EEHME - ERDT
FILBITBE)—F—2 vy FEBIWN
H M R & EE

B ICERZRITDO 0D — X —32 Yy
TICoOWTCHfETx 3

TR 2 51T 2 OIS E s
V=KX= 7

8 |Z2iaz=y—vaviiF—L7—
7 BRIREBREMEMEE N & & O
7% L HERKIEE - CRO (Contract
Research Organization) - kil
FBofctoaia=yr—vavse
. BRSSO eI LB T T —
LT — 7 A F LD HfiE

YF LW Eoxt ABERIZEK o Bz
L BREEER LY, MiBhala=y
—YavIicoOWCHRTE 3

ERRITFE 7 — 2 23 P IC BRRE
L7200 aIa=y—av

% Dt

SERWFSE O SE i < B E g ik, il B
PhrEy s 2REHHTE S

WD EERTTFEICBE S 2 3% -
chEY IR

o> | & #l

p={111}

+

315 5 365




B EiEE CRCEMRPY F25 L4 %

X1 a~=40~60 73 2 HE WHERE Z & ickET

JTFa7avesrvy— REFEOBEE 7= I
(% & 72 2 HMIWEES) R VE 2| A5

1 |BHEES LT ¥4 |BRRO 7 barrea—%@L ARABO 7o rarL e (1) 2 |1~
v ERBER O T4 v & | T, Critical T — 2 2 Hio 5N 3 — DKLV F 5
IHTICBE D 2 BRI (BRRTTZE O E NSt o B, ERRTIEER |BRREo £iE, <otk E 1
DWTDAR BoZ{L % RT3 AR E X2 -00H L

WA e L, T
AR OFER % PES 5 Fgeams. Bk RO &% o))

2 |f@PRE s X OHERE o ke (R oY % MR 5 PR B RE L TR IE 1 2~
~DRCEE « FRARGER D Ff | RE RO ICEE L, Ehid 26 [IC ol& & BRI~ D 1 2 | 4
LB T EBEDOT T, W (RMEICGEMA T 2 ke EKRTE S
FiRE, Lek

3 IO L ORI - |BEE XY T4 (B3 - BEEESR - W |SEex) 74 oSk twm | (D (2) |0~
BEEE OB - Bl oM |EEEFRE) O T v e A R OEE | BRAYHITH I BLRE L 72 BR R ER 6
HIACBE 3 % Ak Kl owCcEgE L, ZoFHiiicG x5 | DA

WERZR LR EERCE S

FBEERBSOTREHICH - - HFEE |IRBEFEOFRICH2 DL HFE | (1) (2)
BlzMfiicx, BT E/HEOHR B ALNICLEY 2 —DFA

MNTE 3 Vb & SRR O AR

4 |BERHEROEM (Good  |GCP K UEERIIZEICHR % £ Ofthod EBEH |GCP S/t E oSG E G oK | (1) 0~
Clinical Practice : GCP) : | H A4 ¥ 74 v MGl ML L BRI (R0 Bhm & B A% O il 505 8
REEHE GCPav 7y |2 ERTE S
AT VAR REWER (B R3S GRPEE - BEERSHNZ BIRRE GBS - H4EE | (D
FREROHE L, B &) oMEZONFTRIEM L. AR HEUNE2ET) oI
mi IR (PMS), B |#@U)IcEHT 22 LA TE 2 b B (il E A & BRR AR D E
SRR, HEREE Jit
DY BT HEHRONFEE ZNOPHRBICE 2 5 | REEEHRSERED 2 12 | (1) (2)

MERMRL ., BYUNCNE, ELRTE |BREBERA~S 2 5 HE
% VRS SRR A 1
5 z 3B QPR b S ARH]
EERERER ki B 1 3 Z ot
BHDO~V F Y v 7 OEE
(EhiFERBR S5 I0)
SRABRICBIT 2222 ) v I/RERSE (T2 ) v 7000k (1) (2)
OEEMRB OREN R IR L, BT [ - SR - EE - 2oko
ERS 74 u—
TR VOB NEE
HEEN 2 R T 260K Y

5 [BEE X OHESOEHE ¢ i |1, BRRITEERICH Ik~ 2 v b BRI ERICE T2 ) 22 1 1~
FcBnT, WHRRBEEZE (2o BEE RZEFRN - £/ - F#Ra  |BEH (QMS) 3
M9 2 7= I B ARRE | &) O - HIREMTEEHCTE S (ERMRICE T T Y 2y
My - AR, SBe L O 2. o WE/ ) 2 2 BREMH» O 7 [ FeA YAV PEHLTO
kA~ —vaviEE vy s FEM~DOEERRETCE S |CRC of&E|




(H#Il/GCP B D (X
B <)

1ERRIFFE NG MR~ o1 & 2 v b
DOREE R ZEFON - £/ - ERE
&) DA - BIREHTEEHTE 3
2HBE DB/ ) R 7 EHERHS L 70
Yx 7 FEM~OHEERRETE S

BRRBF R E Stk H D V) 2 7 <
FY AV EMIGTTE, A
VbRV AV I~DH

ik

()

D) a~<BUCHEIZ M 238 oW TIZHAE L 1T LRV,

E2) HECOWTHEE T -~ 2#ERL, Aft4a~Ubzo®L T35,

WEMs AT 12 a Ml EEREE T 5,

TRV AV bEA V| T — 252N Data Integrity OS2 |7 — £ O 5ELM: Data Integrity 1 1
Tr=T 42 A2 (BHRE |BL. BoEwTF—2<3xY AV 2l (oS
%) BRI ERP 0 7 IR EEMR cEB T 2 ik S | RiifERIcs T 57T — X< %
— 2O - EWTE R (¥ 5 AV DY AT LG
T—X, T—XAN, /=x
Y, WEEH, T-x~x—
AEE DS B L EIE
V=X =y FEHEMME L FRRTROERICE T 2k~ Ay BT IEER (N2 1 (2) |1~
BEARTIZEIC BT 2 ) =X — (PO ERY) — X =y 7R |EH - 5R) 283 5% 6
vy 7B X UOHEMECKER (L, HR (K- - H - HH 2EH |~ AV
& HE T%5
BEARISCICBE D 2 ND I BB 2 B |25 L oFsd 3 2 259 - il (1) (2)
L. EHtAo -0 IcbER LY T | (AFvz—vav - 2F
—vavikBIh)TLENTES )
Ilazr—vaviF— HROBNEEEDEROEME> O 4 (BRI (B2 F— 21 1 (2) [1~
LY — 27 BRIREERENNE | 2 BT — 208 MR 2 L s (BT @Y ka2 ia=F— 7
N B X OB & R R0 I @) < 720 0@ Y) BRI OHSE |a v
% + CRO (Contract Lala=r—vavikonTHHTE (BRIEOMGRE L oAEE
Research Organization) + |3 K7 ez e Fik
MR ORI TD a 1 2 = (FRABROEBEED wic, MR |[BRABOER - A7 nx (1)
T—vavafi BRSEER | BE IO L OERIEE R ERTE 2 AT DT DT RIEFEILE)
DERBICHERF — LT — PPI (Patient and Public
7 A ¥ N DR Involvement) DHUH
TUFVADTCE # B E MRS [k v o v ol o | @
LTENTE, RBREAMEAFT 5T |apea 2tz 1
& #'C'gf %i ERCY N i‘ﬂ:ﬂﬂ’ﬂ%%#i&: BB D T 5 b 5 L
% % BEKAER T OREM & R T 2 720
DI RTRC X 2 FRFER - WSRO 7 o 2 X
% DAt FEI PR IL RIS C SR TT O 72 0 1E Y] (ERRIL IR R EE IC LB R (1) 0~
REEEMG, BEET Ia=r—va EAFL !
VEEBHBILBTED
e 128D 42 16




Pk - FAE 1

EIEARaAR 55 1 : BEBE L MRS A > | BREROTY 1 ¥ & 41 (<Bh 3 R2i0M
CGARFXASICVII Z (- DL TOAR
11 £MEZORELAREORR MRS L URECIET 5 THAARRICE
mY3

1.2 BRARARBRICHEVTRRZITTRIEL 5 2HFZNABFEELZEET S

1.3 BEEBROTHA VICEITZ2EREZFEL, THMA VORE LBREZHATS

1.4 EREERBROERE ReY EHEEZALSEZ7-H0HL VRERMTCFE,
FRICOLWTEICIBELTWS

FEMHOHE | CRC % 5 7+ e 037 SR & 15 5
S PR o JE T
TV e emes W | 1a-
Frik - 1
p %
(]

e AR BRRSEIE S 0 BLRE R AR 2 B C ¥ 5
1. BEAREEHES & 03 0 ER, fEI. 3R & 32, B 7n FEAIRR ik DR
. EEGORIIEHRO AT & 2 0ME - BmTSGEOTATT
CHOEN EERIREF CEOfER. T8 LB, TERIRET. TAKE)
. HOWIR - 534 - G - PR (ADME)
RO ERIG - EYMAER - haE
aEEYE=2Y) v 27 (TDM) /JfERE=%2) v 7
CFRICEE 2 BT 5 5 O BRR SR
AR EM L LAzt CGRAIRTLUL) Z2xffRke L33

\IO\O1>-I>OJN

EE DU
1) MRIESL, AR © EYEEAIFGTE 3 M. BELE. 2015
2) BILE—, FHGGEN : Pl o—HdiecEs Eiy B LEOERA—H b2 2HE 2 R.UIgD
2019
3) RS KEAMY Xy VA 3Rl (AT 4 AT A v Ay ) —X). FHIY AT L.2015
4) Julig s ik bbp s | EEY: (8 LREME). v Ak 2011
5) EREEH GR): A5 —[ME AL bpR3ISE 5 2 . ATFAAAF ALY AL VYR —F g
F . 2012
6) AL © IRAFRI D FERE 55 3 bt (IRAIERE > U — X)), FEatt. 2021
7) HAERIEREYSHE THMF , FTHRT, ABET ¢ CRC 7F X b7 v 75 4K E¥EHE.
2021

f%




EIEARaAR 55 1 : BEBE L MRS A > | BREROTY 1 ¥ & 41 (<Bh 3 R2i0M
G2 FXASICVIII Z (- DL TOAR
11 £MEZORELAREORR MRS L URECIET 5 THAARRICE
mY3

1.2 BRRARBRICEVTRRZITTRIEL 5 2HRFZNAFEELZEETS

1.3 BEEBROTHA VICEITZ2EREZFEL, THMA VORE LBREZHATS

1.4 ERAEERBROERE ReYE EHEEZALSEZ7-DH0H L VRERMCFE,
FRICOLWTEICIBELTWS

VP B o [ 7abarcRkoon s FIEEZEFEL, 2hE2E TS 27200 CRC D¥EB %M
TX %
7% 7'm b aNOFAT - IRBEEMEE O F A ST
i%;}%ﬁ 70k I DFBS, BT RS W | 1a-
i il
(G

MR EEE et avopisd; - RS E O AT e TR 2

1. 78 Fanié it

2. IRBCEIEESE & 13T D

3.CRCEBrxEfiT o7-0Ic7atarsk NEREIEELZFELREAL v b

Za b an RO T YA v BERE OFER - BRAS - habEE . SR IO 2R m. B - ket o
P, BEEHENT. SEICBID 2 HIE, Z o fth ARy FIH

TR © o0, YBERRY - ALAARY S OSSR A AR PRI OV AR AR TR RGBSR AR . B SBR A
T — X DEH L EIREATLERNCN 32 774 X v R

LSO -
) HABKREH AR THNE , A THY, AB%FF @ CRC 7% R 7y 75 45 EYER.
2021
2) FEZWC, BAEMT, NS, WG 0 - — 20720 OERRFERAM. E¥E. 2010
3) HREM © WHFeime & 2. SR, 2011
4) TR, sUREM : ERESIC BT 2 ARG v F 7y 7. E¥EB 2011
5) Klimaszewski A.D. et al.: Manual for Clinical Trials Nursing 3rd Ed., Oncology Nursing Press,2016.

f%




EIEARaAR 55 1 : BEBE L MRS A > | BREROTY 1 ¥ & 41 (<Bh 3 R2i0M
G2 FXASICVIII Z (- DL TOAR
11 £MEZORELAREORR MRS L URECIET 5 THAARRICE
mY3

1.2 BRRARBRICEVTRRZITTRIEL 5 2HRFZNAFEELZEETS

1.3 BEEBROTHA VICEITZ2EREZFEL, THMA VORE LBREZHATS

1.4 ERAEERBROERE ReYE EHEEZALSEZ7-DH0H L VRERMCFE,
FRICOLWTEICIBELTWS

BERHO B | BRI o 77 ik - Lt o il 2b 5 5
7= HRIFE O 77 ik - AT o S
F—7—F
GIRRIFCAT R, et Wi |1
T =i NEL L g | 1=~
it %
(i#35)

sz HAE © BRRITSE D 751k - YIftat: o s b 22 5

1. BRI o BiiC X 2 &5

2. THAY (U5, =V FFA4 v}

3. R 7v ALt - ZEHE®R

EVIRRETF IS D TEN D ZEEEE R E Lz v T2

HRBICIH U CAT O HEE D A 2

ICH-E9 & Estimand, pfH&EHEXE. JELMEAR. hREET. B RER. v 794 X

S ik
1) fHHZEM  YepblidTC—MThbhrd | RAD EBM & ERFTZE. mMiLi. 2016

f%




iR © FAIE 2

VENEMS IS Fi5 2 REES L VRBEORE~DER  (RAHBROEEICHE T 2EEDVT 7,
GRS AG|VEI (RERE fREE, T[T
2.1 BRAREREBEOREOXE]
2.2 BREHABROEEICEDLS [ERKHGE] & [FHROBEIRE] (GBREE
DRER) EERTS
2.3 BREABROEREICEVWT, HREREL 77413 —0ERICET 2ERSH
DFENZERT S
24 WREDLOLBIAV74—LFAVEY FOLBAEHOEE, b L URKHER
KBTI HEBRERELREICT2-HORUNEEELNEONTZHAT S
25 HAEMBHETHIEFAEZHRICTIESICRAITREGENLREL, Z0E
HD7=HIEMTERT NERERICOVTHAT S
26 BRABRLEERFAZROZ7ALROBENLAIEICED 2 HENBEL XL
RSt % 5l - BRAY 3
2.7 HBREBRELZHERT S0, LEER-BRAGEORELNATD FINITERITS
NTWBHDLEHAT S
28 WEREDFRELEEBZBLT, VRIERZR T4y FDNRF VY R%ERD, ZL
THHRSER-HDOFRALFEZELD D

WEREREOW 2 MY . BRSO A v 7+ —LF-avey b (IC) ItHiT3
< S D i
BERHO AR CRC 0% #FHHTZ %
F—= FEIRIFZE D IC I 1 3 CRC o 1%H|
F—T—F- s 1=
IC. %! #ORIEH . NEATD
T — B IR, GEE - DIEGRZAAN . —
i G
(]

R HE  EKFZED IC itk 3 CRC oI Z#3HHTE 2

1. s EoM &L IC o HM

2. BRI IC BT 5 1IC oJ7ik . BE (PEREEE) ’F’aﬂﬁ‘@“%‘l*%lﬁ&%m?kﬁif@Tu«tx
3. RANFEPHL R TO IC oK A v 7 +—L4F - Ty b, REEEZEDIELRIAEANIC
LRE GRE, R, 2N EREZEE X7 IC 0Jik)

4.IC iIck1F 3 CRC D%HE| & FEE

5. thRi55E OEx

6. BE DERKRIFTE~DRH

(]

T HAR

L EERATZED IC ICBb 5 ETROONZEARANRaIa=F—vay AFL2HYTE S

2. EREAIE DO IC D7 me R &K T 2/7iEL CRC o&kE| (REL5 0%, Hl % @Y)Ichn
LCTwd2, HEHEOMEEL &GO HREZEET ZMNIEHATETWE0%) ZHHATE S




HE T

D) 7Aa—=7%F0, IC How—r 714 %175

2) B— LT LA BTV, HEEFEHEZED IC O7/vv 252 HKET 2 HECELT, Rz R0
7o T LR IV — TR R TORERET

25 S
1) HREM: ML (2 s FRIREAMTE & B dimiE, S HE. 2011
2) HliFnsh, aAER - BEPOOBEBIEIR MSL Tk 007 7. iR 2012.
3) ENZEGEWIZEAT 0 RO SEE 2D T -~ LRORE—. $hEERE. 2009

{5




VEPEM SIS Fi5 2 REES L VRBREORE~DER  (REHROEEICHE T 2EEDVT 7,
GRS AG|VEI (RERE fREE, T[S
2.1 ERAREREBEOREOXE]
2.2 BREHABROEEICEDLS [ERKHGE] & [FHROBEIRE] (GBREE
DRER) EERTS
2.3 BREABROEREICEVWT, HREREL 77413 —0ERICET 2ERSH
DFENZERT S
24 WREDLOLBIAV74—LFAVEY FOLBAEHOEE, b L URKHER
KBTI HEBRERELREICT2-HORUNEEELNEONTZHAT S
25 HAEMBHETHIEFAEZHRICTIESICRAITREGENLREL, Z0E
HD7=HIEMTERT NERERICOVTHIAT S
26 BRABRLEERFAZROZ7ALROBENLAIEICED 2 HENBEL XL
RSt % 5l - BRAY 3
2.7 HBREBRELZHERT S0, LEER-BRAGEORELNT D FINITERITS
NTWBHDLZEHAT S
28 WEREDFIRELEEBZBLT, VRIERZR T4y FDNRFVR%ERD, ZL
THHRSER-HDFRALFEZELD D

ZEFE O BHE BRIRTTSE - iRBRIC BT 2 MBLEEOER L TIEL M T 5
T = HBEERZE S IRREEZ B2 OKE & e
F—7—F -
g EESS = B 1
P HEEEHS, WREAZAR 3 a~
1 =
(F]

WERHE : MERERES RREERBEROEI LY EECTR 2

1. BRI IEIRIC BT 2 M EEOER

. BAERBAOKE

. BEZEBSOMKEMS

. BEOBS

. BEONG i, EELHEERESETRAWERCEMRIREF ICHE D o R &
. BN FEED T v X

. BRGSO E

XORBRFEMERERR. B (FEETEE) FBRoxElzat

N O O R W

S 3k
1) g2, WRFL BRI -o omiiEE v F 7y 7. EHK. 2011
2) AABRIEH AN THNE , FTT, ABET © CRC 77X+ 7y 75 4k E¥ER.
2021

%




VEPEM SIS Fi5 2 REES L VRBREORE~DER  (REHROEEICHE T 2EEDVT 7,
GRS AG|VEI (RERE fREE, T[S
2.1 ERAREREBEOREOXE]
2.2 BREHABROEEICEDLS [ERKHGE] & [FHROBEIRE] (GBREE
DRER) EERTS
2.3 BREABROEREICEVWT, HREREL 77413 —0ERICET 2ERSH
DFENZERT S
24 WREDLOLBIAV74—LFAVEY FOLBAEHOEE, b L URKHER
KBTI HEBRERELREICT2-HORUNEEELNEONTZHAT S
25 HAEMBHETHIEFAEZHRICTIESICRAITREGENLREL, Z0E
HD7=HIEMTERT NERERICOVTHIAT S
26 BRABRLEERFAZROZ7ALROBENLAIEICED 2 HENBEL XL
RSt % 5l - BRAY 3
2.7 HBREBRELZHERT S0, LEER-BRAGEORELNT D FINITERITS
NTWBHDLZEHAT S
28 WEREDFIRELEEBZBLT, VRIERZR T4y FDNRFVR%ERD, ZL
THHRSER-HDFRALFEZELD D

RERH O HEE BBRE I3 2 MR E O B E A R T E %
F—= FRIRIFFE DR MGE A A F 7 4 v #illE DFEfE
F—v7—F -
ZefmB, WFSE & ERR o X! S 1
T — W% fim W9 & BRIR o X7 e a<
i3 B
(]

A EE . BRI ORESE WA A K 74 VHlEofREE R T ¥ 5

1. ERRAFE DI

2. @ERINATA F 74 v (2 v 7ffilfH, ~Vvy v FES, ATV PLFRE= ) GlEORE
3. HRRHER % EhE S 2 L C oM ElRE

4. W3 & ERR o XA

S 3k
1) HGER : WHEfmEE & 132> BRREADE & A mimil S 55, 2011
2) FFEAKHE, —SAMHS - EATIE - BRESR O M — b S E o FHNIc R HAG AL 2018
3) HARBGRIEH AL THNZ , &Y, AfEHF T CRC 77X A L7y 78 4h. EEHDL
2021

%




VEPEM SIS Fi5 2 REES L VRBREORE~DER  (REHROEEICHE T 2EEDVT 7,
GRS AG|VEI (RERE fREE, T[S
2.1 BERARHEER LBEDOREDXE
2.2 BREHABROEEICEDLS [ERKHGE] & [FHROBEIRE] (GBREE
DRER) EERTS
2.3 BREABROEREICEVWT, HREREL 77413 —0ERICET 2ERSH
DFENZERT S
24 WREDLOLBIAV74—LFAVEY FOLBAEHOEE, b L URKHER
KBTI HEBRERELREICT2-HORUNEEELNEONTZHAT S
25 HAEMBHETHIEFAEZHRICTIESICRAITREGENLREL, Z0E
HD7=HIEMTERT NERERICOVTHIAT S
26 BRABRLEERFAZROZ7ALROBENLAIEICED 2 HENBEL XL
RSt % 5l - BRAY 3
2.7 HBREBRELZHERT S0, LEER-BRAGEORELNT D FINITERITS
NTWBHDLZEHAT S
28 WEREDFIRELEEBZBLT, VRIERZR T4y FDNRFVR%ERD, ZL
THHRSER-HDFRALFEZELD D

BERHO HE CRC o%#E| &, CRC ik b 2 MmMEA2HECTX 3
S— CRC o &Ml EFHRINE & L < BB i e
oy —F -
2 e |
ik oug | ok e | Lo
" =
(i)

FHLHE - CRC oI %3HTE 2
R E & L OB BB I oW T TR 5
1.CRC ® GCP Lofi#E-o GrElnE). BIRUIZEICE T 200E 01, SMO OALi#ED T
2.CRC £ 3a—F 43— =3 v&ifr
3.CRC DIREMME & 1%
4. BERTRICE T 2 R IEfT A% FiIk3 % ETto CRC O Hiik
(7'\ b a it/ iE8K, 72RO R IE/EE R ORI 2 2 8, Wi - IR -
FFER 1L SR D FET)
5. FlEStHK D% 2 75 & % o3t

S 3k
1) HABAREHE AN THNE , &TT, AfEEFT :CRC 7% 2 L7y 75 4h EEHP
2021
2) HER : T mEE & 122, $EdEsE. 2011
3) EIEmET-, A - RS Ic BT 2 EMEME v ¥ 7y 7. EYER. 2011

%




Pk - pEIE 3

JTFa7avvervi—

i3 L RREORES L URH [ RREORR - REOHEAICET B

(B & 72 2 EFHIEEST)
31 BFICLZRBREICEHTIIANTOLREEDZ > T L > FEERHHRK
FIIOWTERT S
3.2 RBREREO7OERICEHLZBERDORE L BEEZHAT S
33 EXERDFA7HA NI Ay MCHEREEZHEARAATL, RREREDT
AtRELWEBZHAT S
34 BREORAFELEHZEXZ, AREOR2E - AL - mBEZIBRY 5EREL-
Rl Lo#EAszRAT S
35 HRHLEBIOEERRTOEDREFI-HICVELEFNATOELZRPT7
—X%HAT S
3.6 MHEIR/~DOEIE - EHRROMERBTZHAT S
ISR o H f%-%%ﬁ%®%%@ﬁ%%m%ﬁtﬁﬁﬁﬁﬁﬁﬁ\Eﬁ%@%ﬁ%ﬁ%f%
T BER - BRRDTIEIC B D 5 A4 DEH|
F—T—F- RIS, BB ELEAT, FAEEREE O K _— A
Jii - gl RREERB S, RREHE
18 E3
(FE#]

B IR - BRRIIFCICBE D 2 A2 o BB O WCHIHTE %

1. RER - BRIRITICIC 3510 2 BIGIRE A D Z5E&, K] %8sy 3 2 221k

2. B BRI OEMICE T 2R TF— 7R L — X

3. RBEMEMOE

4. IBERIEERS ) 0 1% E

XIpER MR R, n GREEHEE) %R, BREERESOKENIMHK 2 I T¥s
ME= X — 35 3, EAEOKENIME 4 1Ic AR

S 3k ¢
1) B & BRREBR O R0 BEHEICB 3 2 8 H CPK 9 FEAEE NS 28 %5)
2) BERHEGR OAFTER O KO FAEICB T 2 AN CEK 17 FEEE S 36 5)
3) FHAEBEZERLG DGR O o L ICBI T 2 80 (PR 26 FEAENE 89 5)
4) AARBRIEHE AN THNE, &THT, AT CRC T A+ 7y 75 4 il YRR 2021
5) Hrftak fth BifE 0 NIH BRGER O FEA & SRS J5E 3 i AL iRk, 2016

f%




JTFa7avvervi—

R 3 RREORRESL L URE  BREORFR - RE LS ICET 20
(B & 72 2 EFHIEEST)

31 BFICLZRBRECEHTIIANTOLREEDZ > T L > =FEERHHRK
FIIOWTERT S

32 BREREOTOLRICEAHLZERROKELEETEHATS

33 ERGRDFATHAINTRIAY MCBRILEHEM?AAL, BRFEREDOT

AtRELWEBZHAT S

34 BREOFRRLEHZXX, AREOR2ME - -FHE REZBERT SERE-
Rl Lo#EszRAT S

35 HRHLEBIOEERRTOERERF/I-HICVELEFNATOELZRP 7
—X%HAT S

3.6 MHEHR/NDEEEE - HRROMERFEHAT S

PRERH o HEE BEROFEN - FEIC LB - AZFHTE 3
. REREREFE D 70 & 21T b B KR 0% E L B2 FHHT 3
F
~ TR ER & R A R ER O R~
F—T7—F - RERIKHEE . CRO. CRA .
. s N L. A 2a~
Jiid - WEE FERiTERE. 7uy 7 b= AV b
it C:d
[FH#)

i HE - BEERERIC B T 2 EEEHIC oW CEIBTE %
1. PEBRBOEMCE T ERT— 7 FLE—

2. BB - CRO D% H|

3. CRA Of&H|

(G

FAFE NS ER R IC B B EiAFIc o WTHHTE 3
1. ERiFEEBOERMICE T E AT — 7 R X—
MITEFEFFICOWTOHIAL & 3

2. BEMFERBOR (RERR L DEV)

3. ERiFERBICE TS 7ud 2 b3 P AV P DOEZTT
4 . FERIEERBRICE D 3 N4 D%E

2 3

1) BE#ES LERREO EiioLEICB T 280 (PR 9 FEEANSE 285)

2) RS ORIRAB O E O HAEICRT 284 CPR 17 FEAE S 36 5)

3) FHAERERGNOMKAROEmOILHEICET 285 (FRK 26 FIEEBNE 89 )

4) HARBRIRFEFEY 28R THAFE, A THT, AlFLE T CRCTF R 7y 75 4 k. E¥EER. 2021
5) Project Management Institute &, PMI HAYE Bk 7oz 7 b~ X v FMAERIAR A

(PMBOK®7' 4 F) &7+ 7wy =7 bwx Y Xy Mg PMI HASCE. 2021

6) fREE &, PIIEM B @R L EHCcER a7 b~V AV PAMFE2M.SB 27V =4




T4 7.2012
7) /NBHL B 0 CRA oZifRlE. mIlE. 2021
8) /NFRBEEH & o LI Y 72 WIERTEEREED Q&A. BRRX&H L1 5. 2014

f%5




JTFa7avvervi— . - . . - .
I 3 L RREORES L UHE [ BREORK - REOHAAHICET B
(B & 75 % HFIHIHEST)
31 BUFICLZRBREICETIRAFMITOELREEDE >l &> EERHEK
BIIOWTERT S
32 BREREO7AOLRICHAHIBHEROKXF L HELZHATS

33 ERGRDFATHAINTRIAY MCBRILEHEM?AAL, BRFEREDOT

AtRELWEBZHAT S

34 BREOFRRLEHZXX, AREOR2ME - -FHE REZBERT SERE-
Rl Lo#EszRAT S

35 HRHLEBIOEERRTOERERF/I-HICVELEFNATOELZRP 7
—X%HAT S

3.6 MHEHR/NDEEEE - HRROMERFEHAT S

BEMADEE | CRC ORI %57+ b T 0B 7 IR & 5
F—= &3 R O
Fo7ore I e 7 w | 13-
itk - EE
1o P
(a#5)

s AR 1B - RO BAMGE 2 E G L. ERMHZEORN 2 HES 2

1. RER - BRSO BEA TGS (BEEL &)

2. REMFHFEOTN
KEFRAB A~ O BATIC R E e F RO MM, JEMRKT — 2 0 FHlE, & P ~0¥® TD S First In
Human, <A 7w F—XHiRAER & FIERRIERUERIC b fHIciin 2

3. E ORI - BERHEER

E= PO
1) BESEG & R O £ 0 BB T 2 44 (PR 9 FEEAA S 28 5)
2) IS OBLEIRGEH ORA KR PR O Eii D FHEIC BT 280 CERL 16 FEET BB HE 171 5)
3) ICH-E8 [fRiERD —itgst (https://www.pmda.go.jp/files/000156372.pdf)
4) fRFEERBE ORIE 11 4FEESE 70 5)
5) TRIGEERBEEE K ORI RE YA (R 32 F/E AR 15 5)
6) ERASCHE, I B IBERICHR 2 IRV E el e Q&A. B A L1g 5. 2015
7) HABRZEMEYASHE THAZE, RTHT, AGfEET  CRCTF R 7y 78 4 K. E¥ER. 2021
8) KEILFESE  BEEMBHFEAM 5 3 M. S35, 2020
9) LREWA] 1 Z 5 otzoh | FIRREO L < A& FH. BEILE.2020
10) ALE = EifE : CRC D72 ® DirBiER~ =2 7 V8 3 IR k&t Uiz 5. 2020

f%




JTFa7avervi—

(% & 72 2 HMIREST)

i3 L RREORES L URH [ RREORR - REOHEAICET B

31 BFICLZ2RBREICEHTIIAWNTOLREEDZ > T &L > =EERRHR
FIIOWTERT S

3.2 RBREREO7OERICEHLZBERDORE L BEEZHATS

33 EERDTFA7YMINTRI Ay MCHALEHERRAATLE, BRERRED
7O0ERELVEBEHRAT S

34 BREORAFELEHZEXZ, RBREOR2E - AU - mEZERT S EEE-
Rl Lo#EszRAT S

35 HMHHBIOEERBTEOEDREFI-HICLHELREFNATOELRPT7
—X%HAT S

3.6 MHEIR/~DEIE - HRROMERBZHAT S

BRI HDOHR | CRC ol e B ¥ ECUB A LIAE 35
7 —~ I T e
F—7—F -
RS SR Ha | 1
N B | 13w
E %
€

A HEERSR SRR O R L R 2

1. EHEMFAFE L DEW

. FHEERESLE GCP iIcoWwT

. FHEER S NIAERIC 351 5 (R IMIE RS 2 T
- EAEERERGERICOWWT

. HAEERERNRICE T 5 CRC %1%

O W N

E= PO

1) FAEERSSGSOKABROEfRORIEICHET 280 (FK 26 454445 89 5)

2) TRAEBERE LN O BUENGE R O RE R Vo i L ICBI T 280 CPRL 26 FEA T BIE 4
%90 5)

3) ICH-E8 [fRiERD —itgst (https://www.pmda.go.jp/files/000156372.pdf)

4) fRFEERBE ORIE 11 4FEESE 70 5)

5) PREREEZRBEEE S ORISR LR (BRI 32 SEE AR 15 5)

6) MERASCHE, I B IBERICHR 2 IRV E S fal e Q&A, R A L1g 5. 2015

7) HABRZEMEYASHE THAZE, RTHT, AGfEET  CRCTF R 7y 78 4 K. E¥ER. 2021
8) KEILFESE  BEHEMBHFEAM 5 3 M, AL 13 5. 2020

9) LREWH] 1 Z 5 otzoh | FIRREO L < A& FH, BEILE.2020

10) BILJE— Eif& : CRC D7z OIRBER~ = 2 7TV 3 i, #Ralath Uiz 5. 2020

f%




JTFa7avvervi—

(B & 72 2 EFHIHEST)

i3 L RREORES L URH [ RREORR - REOHEAICET B

31 BFICLZRBREICEHTIANTOLREEDZ > IF e L > FEERHHRK
FIIOWTERT S

3.2 RBREREO7OERICEHLZBMERDORE L BEEZHATS

33 EXERDFA7HA I NI Ay MCHEREEZHEARAATL, RREREDOT
AtRELWEBZHAT S

34 BREORAFELEHZEXZ, RREOREE - AL - mEBEZ2IBRY 5EREL-
Rl Lo#EAszRAT S

35 HRHLEBIOEERRTOEDRERF/I-HICVELEFNAETOELZRP T
—X%HAT S

3.6 MHEIR/~DEIE - HRROMERFZHAT S

BERHOHEE | CRC 0f%#l 2 873 oy ki e 5 2
T PRI AR TR R D R L
F—U—F -
R IR 25 B e |1
oy | RO e | 1<
1B £
(]

A AR ¢ AR ERBA IR O Fr i BRI S

1. EEEMBAFE L DE W

. S GCP iIc2 W

. EEERIRER I 35T B (BRSO P R
CRBREEREHIC O W T

. EERIRIRERIC 35 1F 5 CRC ¥1%

O W

E= P CI

1) BERpaR O BRABR O K 0 FHEIC BT 2 B4 (P17 EREERAE 36 5)

2) EIHSHOBELEIRTEHS O A K OFRER D F o HHEIC BT 2 4 CFRK 16 FEEAETBHEHE 171 5)
3) ICH-E8 [fKikER D — A58t (https://www.pmda.go.jp/files/000156372.pdf)

4) fEFERERBE CRIE 11 4F%EESE 70 5)

5) PREREEFRBEEE B ORBR B M HLR] (A 32 FEEAA S5 15 5)

6) fERASENE, S B IRBRICIR B IRIEAMIFHRES Rt e Q&A, HRRX&th LIz 5. 2015

7) HARBGRSEM A2, THAE, RTHT, 5T  CRCTFR 7y 758 4K, E¥EER. 2021
8) REINFESE F  BEREMHFEAM 53 M, Stz 5. 2020

9) RHEWH] F: 25K o70h  ERKRABO L < A& &R, MILE.2020
10) &ILJE— Eif& : CRC D7z OIRBER~ = 2 7TV 3 I, #Ralath Uiz 5. 2020

f%




JTFa7avvervi—

(B & 72 2 EFHIEEST)

i3 L RREORES L URH [ RREORR - REOHEAICET B

31 BFICLZRBRECEHTIIANTOLREEDZ > T L > =FEERHHRK
FIIOWTERT S

3.2 RBREREO7OERICEAHLIBERDOKXE L BEZHATS

33 EXERDFA7HA NI Ay MCHEREEZHEARAATL, RREREDT
AtRELWEBZHAT S

34 BREOFRRLEHZXX, AREOR2ME - -FHE REZBERT SERE-
Rl Lo#EszRAT S

35 HRHLEBIOEERRTOERERF/I-HICVELEFNATOELZRP 7
—X%HAT S

3.6 MHEHR/NDEEEE - HRROMERFEHAT S

BEMHONE | 85 - BRI SHIEIIE L 2 R 2 R 5
7—~ BB - BRI O MBICIE U ik kR
T s, wh Wi | 1av
7k - Wl
1 %
(4]

AR EHAR BB - BRI OREICIE L 72 EER Ic 2w CHIfigS 5
1. JRER & BRI FE D&

TSR Nh, BERIERE OB, AER R OMEMRE 1B T 2 R [HABERE 0RO
PRICBES 2 THRRIEE L. TGCP Aa ). TAZ MR E 3 2 Embly: - EYRURICE T 2
HigH) FicowT

2. GCP B A HE DiERE
3.GCP A D HI I X UK
4.GCPHmzHET 2 EE

EE U
1) B, RSSO MWE., AR OReEM MRS ICBT 258 (1 35 FikHESE 145 5)
2) FAEBEREOLEMEOMERICE T 2 k8 (PR 25 4358 85 5)
3) EERHIZEE CERK 29 FLESE 16 5)
4) EIRG L BRRBO LIBT3 8 CPK 9 FREENE 28 5)
5) B O REARABR O EiE 0 FAEIC IS 2B S (PR 17 FREERNE 36 5)
6) PR O RER O FE o HAEICBIT 2 84S PR 26 SEIEEEHE 89 5)
) NEXRE T 2 EMEBYE - EYRIFEICET 2 IR (AR 3 ESCGHRREE - EATT B - BRISE
FEAETRE1F)
8) ICH-E8 [fRiEx D —itgst (https://www.pmda.go.jp/files/000156372.pdf)

f%




JTFa7avvervi—

(B & 72 2 EFHIEEST)

i3 L RREORES L URH [ RREORR - REOHEAICET B

31 BFICLZRBRECEHTIIANTOLREEDZ > T L > =FEERHHRK
FIIOWTERT S

3.2 RBREREO7OERICEHLZBERDORE L BEEZHAT S

33 EXERDFA7HA NI Ay MCHEREEZHEARAATL, RREREDT
AtRELWEBZHAT S

34 BREORAFELEHZEXZ, AREOR2E - AL - mBEZIBRY 5EREL-
Rl Lo#EszRAT S

35 HRHLEBIOEERRTOERERF/I-HICVELEFNATOELZRP 7
—X%HAT S

3.6 MHEIR/~DOEIE - EHRROMERBTZHAT S

ERHE O HE 1B 5R-CER IR 21 B 3 2 (e R OR P i B il 2 1 2
T it R R B i B e AR A
F—7U—F -
it eg L= giil)ey s 1.5
sk - PRSI FH 2 B il s I
i Y
(G

e HEE RSN REE RS o CHfE T 5
1. (RIS A T GRS, B HEE, BERE)
2. IBBRIC BT B IRBRAMIE R B A

E= PO
1) EHRG, ERERS NS, AR R e OSB3 25 (A1 35 FEE5 145 5)
2) RIS & ERRRBR O D FLHEIC BT 2 B a CERL 9 FRERSE 28 5)
3) ERHERSROBKAB O EOFLREICE T 240 CFK 17 FEAESHE 36 5)
4) FHAEERSERLT OMKRBR O KO HAE IR+ 2384 CEK 26 H£/54EE 455 89 5)
5) fEREERBE CKIE 11 4FEESE 70 5)
6) (REREEZRBERE S ORI R LA B (B3R 32 FEE A A5 15 5)
7) MERASCHE, S B IBERICHR 2 IRV S Rl e Q&A, R A LIT 5. 2015
8) HAERRFEHAHE, THAE, RTHT, AfEET CRCTFR 7y 78 41K, E¥ER. 2021
9) AR S ONEAEHIANNG NI R AR (B D & R AR ST B K 23 E 9 2 8 R HIHSE | RO TR
IREB IR 2 EA B REAE D 5 EHRNLE ] OEfi_EOFHBERIEIC O W TO—ERKIEIC D\ T

f%




Pk - R4

JTFa7avvervy—

P81 4 : EERERERDENE (Good Clinical Practice : GCP) : i{E2EHE & GCP av
77347 VR, REUEE (FEEROHTELHRE, EEMTREFAE (PMS), E

RSl oo, ABREORY RLEE
41 SBEFRRBOTHA > - B - EHATROEABEAALERT S &5 BRI
EDES AT BHHATS
42 GCP HAFSAVICEBRENBEY IC, BRRRT —L0RE L KEEHH
T3
43 GCP #i4 K54 Y& 8FT 570, BERRBROTHA > - £ - BHICOL
T RELTEET S
4.4 EEFRBBOEICET 3 ERNARMSEORS - H1 K54V EHETS
45 BBREOEVAEE - 2% - BAEHET
4.6 EHRABTRELEIHETERONMELBEL, 20U EREDNTO4R,
$7- IRB/REZEEES - ARKEE - M UB~OHRERHEHTT 3
47 BRERBROEHSIC, ERNERNPCHA S UHREDE S CHRER
BT AN — ORRERET 3 H5HT 3
4.8 EBREABROE=L2Y U JICETREANEL7AER%ZHATS
4.9 ERABEEDHRES L BNEHHETS
HERHOERE | BBEEOMY) 2 E I o\ TR T & 2
7—= e UL
T pmm s, RO BT #% | 052
Fik: - I
1 7
)

A AP OB I OV THIIT ¥ 5
1. BB IS 5 1 2 IO LRI T B 7 7 A L O

N O W

. GCP Ic B 1F 2 IGERAEE B 0% E]

BB O E P FNEE ICHUE 3R 2 HIH

BB ICEIE S L 5 FHIH

CIRBREOZE, B, AL BH, FEE., WA T~ D%
R OMREE R, AR L SRR TIE, R O X IG

7. PR CIE U BB O (IEREST 0 20 iR R &)
) ERESE X OHEERSISOEHIC O W T [ERERAR ORI - A RS RR O F

) DEESHE
8. JRER{H K
SE R

1) B & FRRER O R0 FHE CFRK 9 SFEAEE DS 28 55)
2) HARBGARIEH AR, THANFE, RTHT, AT CRCT XA 7y 75 4 i)k, BEYER. 2021

f%




P81 4 : EERERERDENME (Good Clinical Practice : GCP) : i{E2EHE & GCP av
75347 VR REUEE (FEEROHTELHRE, EEMTREFAE (PMS), E

JTFa7avvervy—

RSl oo, ABREORY RLEE
41 SBEERBOTHA > - BH - EHAFEOABEAALERET S 205 BRI
EDES AT BHHATS
42 GCP HAFSAVICEBRENBEY IC, BRRRT —L0RE L KEEHH
T3
43 GCP HA K54 Y4 8FT 210, BREBOTYA Y - £ - BHICOL
T RELTEET S
4.4 EEFRBBOEICET 3 ERNARMSEORS - H1 K54V EHETS
45 BBREOEVAEE - 2% - BAEHET
4.6 EHRABTRELEIHETERONMELEBEL, 20U EREDOTO4XR,
$7- IRB/HEEEEES - ARKEE - BHUBAOHEREEHET 3
47 BERBROEHSIC, ERNERNPHA KAV AEDL S ICHRER
BTSN —DRRERET 2P HBT
4.8 EBREABROE=L2Y U JICETIEANE7AER%ZHATS
4.9 ERABEEDHRES L BNEHHETS
o | P BRTROREOFRH LRSS 0o METL - ST, 5 X S5
W X AR A - HEEHHTE 5
E— Eox ) vy, B BHNRIC L5 ERDHN 2 ORG
TT N s ay v e W | 2a-
ik - Wi
i P
)

WMEAE == ) v BE BLRICX 2 ERICOWT, ZOEFREMNIGFIHICOWCHHATE 5
1. BB - BRI IC 3 2 S REE - SR AR

2. =) v7oHK., HEE, MIGFIE

3. B - MY R X 2 EROHW, HE, WLFIHE

KE= X —ORENIFER 3 ICED, BEEORKEXC L L 0MBICED

EEPU
1) B3 e RGO Ef oL ICBT 280 (PR 9 FEAE N 28 5)
2) BEERHER ORI O Eiio KHEICB T 2 A0 (P17 FEEANE 36 5)
3) FEEERGE G OMRHRO Lo EEICE T 28 (CFK 26 FFJEEE D 89 7)
4) GCP EMiFiEF = v 7V A+ - EHy —F (PMDA &+ — 24 ~_—V{#E#)
https://www.pmda.go.jp/review-services/inspections/gcp/0002.html
5) NEWNRE T 2 Embls - EERUTEICE T 2 MRS (A 3 FSCGHRIEE - JEATT @A - #EikiE
EAETH1S)
6) HRARWICIE (TR 29 S 16 5)
7) HARBRRZEH 205, THAE, RATHT, AfFFTF : CRCTF R 7y 7% 45, EFER. 2021







fALEL 4 : BRRERDENE (Good Clinical Practice : GCP) : HERE®E L GCP O~

7747 VR, REUER (FEEROHPE L HE, EXRGTRERAE (PMS), E

ERTLUER), aREORYKVWEE

41 FBEERHABROTY A - BN - EEIPFROBENAZEARTILVSBICE
DEHICERTIHEHBAT S

4.2 GCP HAFZAVICERINZBEYIC, BREARBRF—LO®RB L HEEZHA
EX-)

4.3 GCP HA F 74> %&FT 57-%, BERABROTY A > - KiE - BEICHOL
TRHELFEZT S

4.4 [ERHBROERICEAY 2 EBRNLGATIKEORR - M FF7(4 2RI S

45 BREREOBEUVLER - RE - fRI%25HATS

46 EREKRFERTRELSZIFETERO/EEZEEL, ZoflfeRE07OER,
¥7-IRB/REEEZER - BREKEE - AHHR~NORERFEZHAT S

4.7 ERARBEBROEREEIC, EENERTCHS FFA P ED L S ICHBRER
LT FANY—DHERERIET 2HHAT S

48 EREKRFEBROE=LZYVJICETIEENETALRZHAT S

49 BRAREEOREELBNZHATS

JTFa7avvervy—

(B & 72 2 EHIEE )

FENBOBE | FERROMELEE L, WY HHRIES X CHE R TE
7 HERRIER O
Fo7ore HERROME, HiE. W wx | 1a-
Fiik -
1o =
(a#5)

A R BRI IC BT 2 AEERAEEROWNISICOWCHHTE 2
1. BEHRHLKLOEIE (AE, SAE, Event of Interest, UADE, SUSAR %)

C BERER LIRS L RIEBAR O A
IBEBkEEE . IRB Z~D i o FE
CEEBREICRAEL S 2 & Eo ) 27 offifE
CBEREICHRELEAERERO 7 A =T v

O W N

LR -

1) B3 & BIRRBR O £ 0BT 2 84 (TR 9 FEAES A 28 5)

2) ERHEORIKARO EHE O ICBT 244 CERK 17 454445 36 59)

3) FIAEREEH O BKRRO KO BT 2 A5 (P 26 FEAE A 89 5)

1) AR B AERRRE - EXRTITICHIT 2 RIS (1 3 AESTERIEE - BN - SR
SRR 1)

5) BRTIZHE: CERL 20 4EHE 16 5)

6) HANRKEI Y26, FIHAE, # FIT, 6% T CRCT* A b 7y 78 4, E¥H 2021

f%




P81 4 : EERERERDENME (Good Clinical Practice : GCP) : i{E2EHE & GCP av
75347 VR REUEE (FEEROHTELHRE, EEMTREFAE (PMS), E

JTFa7avvervy—

RSl oo, ABREORY RLEE
41 BEFRRBROTHA Y - BH - ERAFHOAEAAZERTZE LS HicE
D& 5 IAKTBHBET S
42 GCP H4 F54 VIcRBaNBEY I, BHRRBRT —LORE & HEEHH
5z
43 GCP #4 F54 Y483 270, BREBOFHA > - T - BRISOL
TRELTEET S
4.4 EEERBROEICET 2 ERNLRHBEORS - 54 F 54 EHET3
45 AREOBYAEE - RE - FHEHAT
4.6 BEHRABRTRELEIFTEROMELBEL, Z0HUKHLHLEDOT Ok,
$7- IRB/BREBEEES - ARIEE - HHYUR~OREBHELHNT 3
4.7 BRRBOEMHSIC, EROARNPHA KSAVHEDL S CHRBRER
HLT 54N —ORRERIET 2HHAT S
4.8 EBREABROE=L2Y U JICETIEANE7AER%ZHATS
4.9 BHERBREZO®RE L BNEHNETS
ErnonE | PAOBE BRI SO LS, MRS L0 7 4
—HMERICEE T 280 - A F 74 vicowWCEHHTE %
5= BB - BRRIZ I 519 2 EINAL O BB E (RS X 07 5 4~ o — kel
i%;;;ﬁ UL A K74 v BIRERE, 7745 TR #E | 1a<
1 7
€

arge HAE 1RER - BRI IC B 1 2 WRFE IRE S L O T 7 4 o — RSB 2 8] - A F I 4 vieo
WTHIHTE %

1. BP0 RE RS K77 4 o —HERICBES 2 8] - A4 F o4 v

2. (5 - BRRTTZE 0 FE i 3513 2 9B ~ o #t) 72 5

ZE R -
1) B3 RGO Ef o L ICBT 280 (PR 9 FEAE N 28 5)
2) RS ORIRAB O RO HKAEICET 284 CPR 17 FEAE S 36 5)
3) MEERER G OMRGBRO MO LR ICBT 280 (PR 26 FEAEA RS 89 5)
4) ANTERO R T 2 B CPRL 15 iR 57 %)
5) BIERMEICE T 2EAABEROBELERTIR D20 DH A4 F 74 v (HARBEME#HAS SFRK 17 £ 1
HlE)
6) NENRE T 24mbls - EERIFFEICEET 2 mERiEst (BF 3 FGHREE - JEA @ - RikE
EHETRELS)
7) BRRIFIEE (PR 29 FEEHEE 16 5)
8) HARERIRFEH AR, FHMZE, A THT, AFLH T CRCTF R 7y 75 4R, E¥EER. 2021







fALEL 4 : BRRERDENE (Good Clinical Practice : GCP) : HERE®E L GCP O~

7747 VR, REUER (FEEROHPE L HE, EXRGTRERAE (PMS), E

ERTLUER), aREORYKVWEE

41 FBEERHABROTY A - BN - EEIPFROBENAZEARTILVSBICE
DL ICERT BHEHHAT S

4.2 GCP HAFZAVICERINZBEYIC, BREARBRF—LO®RB L HEEZHA
EX-)

4.3 GCP HA F 74> %&FT 57-%, BERABROTY A > - KiE - BEICHOL
TRHELFEZT S

4.4 [ERHBROERICEAY 2 EBRNLGATIKEORR - M FF7(4 2RI S

45 BREREOBEUVLER - RE - fRI%25HATS

4.6 BHREBEBRTRELBIFEERO/HEZEEL, 20t RED T O X,
¥7- IRB/REFEZER - BREKESE - RAER~NORERBEHATS

4.7 ERARBEBROEREEIC, EENERTCHS FFA P ED L S ICHBRER
LT FANY—DHERERIET 2HHAT S

48 EREKRFEBROE=LZYVJICETIEENETALRZHAT S

4.9 ERRFBREEORIIEBNZHATS

JTFa7avvervy—

(B & 72 2 EHIEE )

FCERE OB | RIS - 5% 0D % < S 7 B 2 FAE L . [P o0 S Ic B0 A5HEC 3
S AT BB o FF B £ 0T
TR i W | 1a<
Frik - W
p %
(]

R A - ERBRILENRR ORI X OEER D2 S
1. EFSLERMR O E#E
2. EBRILETEER O R & FEE

EEPU
1) EFEEFERREICBES 2 BARE 277 ic 0w T (EAESEEEEAENREERRAA EERERS
0928010 % “Fp 1949 A 28 H)
2) Code of Federal Regulations Title 21.
http://www.accessdata.fda.gov/SCRIPTS/cdrh/cfdocs/ cfCFR/CFRSearch.cfm

f%




% - FAIE 5

fEig 5 RRBLUMEROER | HERICHEVWT, RARREERT -HICLER

BEN - AWER., BRBIUVHERARL— 3288 (BF/GCP BENER

13BR <)

5.1 ERARBBRORR Y—e4d -EBEETS - HWVIF (RiEMERE LT &My
383 DRI EIT S HFiEEHRAT S

5.2 ERKRHBROXEICLELCANER, KL - ERLONRLezERSE, BHE
5

JTF a7avesrvy—

(B & 72 2 EFHIEE D)

5.3 BERRABROEMRAEZHET -0 Y R/ BRICATE-EBLFL—ZY
JITOWTHBAT 3

5.4 WEREOHEE, RiF BEsEhVWId), AV T 547V RAEBELEARD
BBEES -HOEEEIRL, EHETS

5.5 ERERHBRDEMICEDL ZENERT - &I - RAEEERET S

5.6 EREREHBRDOEMICEEY 2 aRE(TER - GEREKIEE - CRO - HFLUB/ITKD
LNBBEDNDFHRE - LK - EHFOEKZRELHHATS

o | B BRI K b o 05 AN < & BUSRABE Do o 25 A

BiR % & - Ak DG % FiHc & 2
E— ISR < 0 LT s R 1) R
i%;;%ﬁ DIELEN, R a . NE (BB ) # |12
" =

(i)

S

| T B B TG0 75 0 % 7 — 7 A0 X — 5 T L . R0 735 oo ) i

WEETE 3

2. BRI RFEMBICENR T — 7 F N KX =L B AAD L —= v 7 OFNER M B CEIT O W CHfR
TZ 3%

- BN O L ISRE O B, %H

KIRERFAT R AT O B P R BT 3 ¢

PO
1) EHES DK EiioLEICB T 280 (P9 FEEADSE 285)
2) EATEROREICB T 2358 CPAL 15 FEE#E 57 5)
3) HABRRZEH A2 THAE, A THT, AfF%FTF  CRCTF R 7y 7% 4R E¥ER. 2021
4) Clinical Research Professionals (Mf &tk xX T4 AL - XTV 5 —2 3 v X)

2




fEE 5 RBRBLUMBROER : ERICHWVWT, BEARREZ2ERT B7-DICHER

BEN - AWER, BRBILUVERFARL— 3 %88 (B%/GCP BHENESR

(3B <)

5.1 BRABRORRE Y—t43 -BEETS-H50IE GElESRE LT M7
3HE3 DR EITS HikEHRATS

5.2 EREKHBROEREICHELANER, #itt - EALONRLLERSE, BE
ER-)

5.3 BERRABROEMRAEZHET -0 Y R/ BRICATE-EBLFL—ZY
JITOWTHBAT 3

5.4 WEREOHEE, RiF BEsEhVWId), AV T 547V RAEBELEARD
BBEES -HOEEEIRL, EHETS

5.5 ERERHBROEMICEDL ZENET - BRI - RARTERET S

5.6 EREREHBRDOEMICEET 2 aRE(LER - GEREKIEE - CRO - HFILUB/ITKD
LNBFEDFHRE - LF - EFOEKZRELHBATS

JTF a7avesrvy—

(B & 72 2 EFHIEE D)

BERHOHE CRC EBOEEEIHETE 3

WhRE OE, R WESehnwa ), av 7747 v AR, )R ZEFBICAT 72

T —<

4 o
FoTTE | R o, S Lok, R rpo e | 37T
7,:_”2% i E%FEEJ JILALy IE A0S L = fel (ﬁ@ 4 9

# £

(%] CRC R D ER
R AN 0 CRC (B0 EELHHTE 3
1. &K EEFHE~oXIE
2. IRERBHAATT -
1) #Efi~Filta ¥ <
BER D Fh I BB SRR Y — L OME, F— L DK & HHRILE
2) FRERR A O N R
TBERIC 31T 5 BRIR AL S5 oo A5 R B
3. RERFEME
1) ERHEBEN/ A ComERE ) 20—+, A7) —= v I ~E
2) A7 Y a— VEH, BFRERAOIY o BRGNS, #EERE STIG, SAE 3G, Beikdihk FIE (=
REATT 2 4 5 )
4. IRERE T IR
1) JEGIREE DM, HERE o QBN O LI W 5E T, JRERMRAE ., REREORH, SCE

[##] CRC ¥BDo7V —2 71—
HE EE R IC s 1 3 CRC (B0 EEABECX 3

- AMEE T, PERE Y 24— F A ORI T Tt To Y =27 78—t THATE %
- WERE O LI B L 72 B, BRRDTZESINCHE S A2 2 /T2 IRE TR 5

- CRC & L CiBafkfE Y 2 7 2l O T -0 DT RERETE S




CKAIREZR | iR 21T 5)

ZE SR -
1) BEEROHKARO o FHAEICBEIT 280 (P9 FEAERE 28 5)
2) NGO REICB T 235 CPRL 15 RS 57 5)
3) HAERARIEHYZESHR THMZE, RTHT, AfEHFT  CRCTF X 7y 75 4 i EEFR. 2021
4) Clinical Research Professionals (Jff &tk 2574 AN - X7V Fr—2 3 v X)
5) ERIRRZEE (PR 29 5 16 5)
6) NEXRE T 5EMEE - EARMITICEET 2 mifast (Of1 3 F 3R EA - B4 EE - fRkE
¥EETRE LS (P44 3 H 10 H—H#KIE))

f%




fEig 5 RRBLUMEROER | HERICHEVWT, RARREERT -HICLER

BEN - AWER, BRBIUVHERARL— 3288 (BF/GCP BENER

13BR <)

5.1 ERARBBRORR Y—e4d -EBEETS - HW0IF (RiEMERE LT &My
383 DRI EIT S HFiEEHRAT S

5.2 ERKRHBROXEICLELCANER, KL - ERLONRLezERSE, BHE
TZ)

JTF a7avesrvy—

(B & 72 2 EFHIEE D)

5.3 HEBEOREIRRENET 500 R/ EBRICAIT-ERBEFL—ZY
7c-ou'c.=,ﬁﬂﬂ?6

5.4 WEREOHEE, RiF BEsEhVWId), AV T 547V RAEBELEARD
BBEES -HOEEEIRL, EHETS

5.5 ERERHBROEMICEDL ZENET - BRI - RARTERET S

5.6 EREREHBRDOEMICEET 2 aRE(LER - GEREKIEE - CRO - HFILUB/ITKD
LDNBFEDFHESE - itk - EFOEHZIFELHAT S

ZEME O HE BEREABR D ENEICBE D 2 B ICBI T 2 L 2B L, ST E 3
T WK EABR D SEftE 1< BR D 2 B & il
o7 —
GHEERE . /B 2 |1
sk - GRS, R/ E, 20 L a=
B =

(Gi2%] RRAREAER o 1 B b 2 B & il
A EEE L HRDTTE GRED) ICREDRIEALBMICONWTERAL LB TES
= FiEL 5370 % ¢
2. HlifE & B o E
3. 2K

EEPU
1) TR BRI J ONSEAE AR BN O R B 1 B D & JE AR ST B R 23 8 8 5 H8n FHIHSE | O TERIAMIF
TR 2 )BT EIR DN E © 5 FEHE A | O F i b O EERHICOWT ] O—FRBIEIC D W CTEESS
B RBREERE (BR144E3 H 4 H)
2) BEEMBRERDOEFICO T (2D 1) (CFRK 28 4 3 A 31 HIEA 57 @4 (IR E R )
3) I DR EE R D iR R 0 T 0 Bk I B 2 EREGE (EER) BAAERL L RER
B ITE2H5H
4) WeERE ORI EMEICBIT 244 F 7 4 v (ihoken.or.jp)
5) [#ER#H OB EMEICBET 204 F 74 v ] B2 Q&A
guideline_qa_20181225.pdf (ihoken.or.jp)

%




fEE 5 RBRBLUMBROER : ERICHWVWT, BEARREZ2ERT B7-DICHER

BEN - AWER, BRBILUVERFARL— 3 %88 (B%/GCP BHENESR

(3B <)

5.1 BRABRORRE Y—t43 -BEETS-H50IE GElESRE LT M7
3HE3 DR EITS HikEHRATS

5.2 EREKHBROEREICHELANER, #itt - EALONRLLERSE, BE
T%

JTF a7avesrvy—

(B & 72 2 EFHIEE D)

5.3 HEBEOREIRRENET 500 R/ EBRICAIT-ERBEFL—ZY
7kov1ﬁ%?6

5.4 WEREOHEE, RiF BEsEhVWId), AV T 547V RAEBELEARD
BBEES -HOEEEIRL, EHETS

5.5 ERERHBRDEMICEDL ZENET - &I - RAEEERET S

5.6 EREREHBRDOEMICEET 2 aRE(LER - GEREKIEE - CRO - HFILUB/ITKD
LDNBFEDFHESE - itk - EFOEHZIFELHAT S

BYHHOHE | RABOME, KEHOIIEHTA 5
7 — SCEMO I (b, (OB, B TIE, 7 — %)
F—7—F
GEERANG, FAGOHIG, i I #iE |05
gy | SRR, SISO, BN FIN fhi 2
L %
[it]

T HEE  RERE THIL . BENTIE, BEERE - KEEE ~ OEAE TR R FRTICHET L, 7 — 2 BT
DWTHHEETE 3

S 3k ¢
1) BEEIRBIZE - iBERIC 31 2 RBIBEK FERE O ICHEEF O MEBUCBE S 2 198 PR 24-25 1 HADIER
e

https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/201309048B0001.pdf

%




Pk - tEIE 6

BEHG6: T—22F VAV MEA VT2 T 17X (BREE)  BRARMBREEFO
T—2DWE - BEAE RT—%, T—4Ah, /1Y, REEE, T-4~—
RAEEOHEH & MBIE

6.1 ERAERFABRICHITIMEIA LA 74T 1 7 ADRENLEREZFHAT D

JTF a7avesy sy —

(B & 72 2 EIHIEE)

6.2 EREKRHBRZBELTT—X0OEE - fih - EBZHATS

6.3 T—2OREK, RE, BE, 4 BEOFRELIVRERY YV —RERROA
EEHAT S
T—RDOGREXRAETI-HD7 O R %5, 15K, EET S

T X DEPRERICE 2 E e HREL, FEROS YT, BRI ERETO 20
ERH 0 HEE D7 AEEY — PRHEFTE, T ~wAxV A v M5 TE 3 (WERGE
m B )
T == T2 OMEZRALT 2720 D 7 a2 R
¥—7—F - &R, 72 UG, ALCOA, 7ux 2EFHY — ., (REX _— P
Jiik - IR #BOF— xRV AV b, WEEE, WERE, EessE |
1 L3
(G

REE  FERAERCTE, ALOCA ICfito7- 7 mw ZEMy — P BETE 5

1. BRARICEB TS T -2~V XAV FOHK

2. JRER S L EH

3. T—=2INE DTk

4.rmﬁiiﬁﬁ®7ﬂkx'ﬁk'lﬁ~?~ﬂ@.ﬁif EDC icBF 2827 — FEH

5. 7—&=HY A v b OEMAES T — 2 EH L v X — LI EME

6. MHE, v — BRI %&m&x . R, CEOEHE (K, B, ~4 7
Y v b, certified copy. CEDRFTE, CEEH 7 v & X LARHIHEE)

PO
1) ICH-E6 GCP (FE#H &K OEMENE) | Mz TBEAN EREMERERQ AT
(pmda.go.jp)

2) ICH-E6 (R2) : E#mo FRIREROEfICBT 2 0N A VT4 v ofifiiE

3) RBICBT BEE~ A YA Y MICBT 2 EARINE 2 I 0w T GEAESEHRS 0705 5 5 5 AFITE
7H5H)

4 VR7IHESLCE=2Y v BT 2 EARNHE 2T IC 0w GRESEFE 0705 55 7 5 A AIICE 7
A5H)

5 /NElEE [k y P aiEEE D) T @EH] VR 7O E=4Y v 7L ld JPMANEWS
LETTER No.157, 2013 4 7 H
http://mol.medicalonline.jp/newsletter/m86ubn00000002k4-att/2013_157_03.pdf

6) VARZIHEIE=2Y v (RBM) OBEA oL HEH (22 0)

%5 18] : JPMA NEWS LETTER No.166, 2015 4£ 3 H




https://mol.medicalonline.jp/newsletter/m86ubn00000002j0-att/2015_166_03.pdf
% 2 8] : JPMA NEWS LETTER No.167, 2015 4 5 H
https://mol.medicalonline.jp/newsletter/m86ubn000000021p-att/2015_167_05.pdf
7) CIOMS7—*v7 - 7V—7 VI #i&EHE H4ELY

[EERAABRIC B 2 KT — 2 ONE L EM ] o (&3
% 18] : JPMA NEWS LETTER Nol64, 2014 4 11 A
https://mol.medicalonline.jp/newsletter/m86ubn00000002k4-att/2014_164_10.pdf
% 2 8] : JPMA NEWS LETTER Nol65, 2015 4 1 A
https://mol.medicalonline.jp/newsletter/m86ubn00000002jh-att/2015_165_15.pdf
% 3 [ : JPMA NEWS LETTER Nol65, 2015 4 3 A
https://mol.medicalonline.jp/newsletter/m86ubn00000002j0-att/2015_166_10.pdf




Pk - oI T

JINIENERIS O Bl 7: V-4 -2y TEEMME  RERARICEITD Y -4 -2y TELUEME
CRRA ANV DR Al & ik

7.1 BREKHARICEIIS, V—&—2v 7, B EEOFRNEKERICOWTIHAL
BEAYT 3
7.2 ERAREEROREMEICED 2 HEEL BAEOMIZREL, ZDREZFHE L

BEETSZ-HOFIEZEERT S

7.3 ERARSABROXEICERASNZEMNLGHA FF7 4> LHEEREZHE LER
£

14 BRESBROTYAM B LUEREIC, HEOSKRENEXZHELHAL, EL
Xt EFHOARLTORREZERT 58N ETT

RERH O HEE M ICERZEITOZ0D) =X =y TICOWTHETE 5
T BRI T T 2D IChER Y — X —2 v 7
o7 V—&—3 w7 CRCOHEME, F+ ) T2 Hx 1a-~
J7ik - REfE
il W
(&)

R RSB AR TT20ICHE R Y — X =y TICOoWTHEL, FFIc 252 2 LR TE
%
1. BEERO - ICHIER LY 3 v iR
-CRC ox ¥ V7 2%t L, Ho2HfET CRC Bi2fid c Ttk s
2. CRC D)), ¥x Y 7 XRICDNT
3. CRC o¥EktEL HiE3 CRC &

EEPU
D) ZA4I—=-C-ZFEYFY Y, MR it Bhouilf OBt 298 - 4 7=
a2 v - lRE D o d. SRR A4, 2021
2) DEMZEEDOL WA A BN HAREBARS AV AV PRy X —
3) ARO 1% ARO LB 2 CRCHF ¥ VT HNRETL (Fx VT 74 —)
https://www.aro.or.jp/page/?content=10
4) HARBRIRZEE 2000, THAFE, A THT, AFELE T CRCTF R 7y 75H 4 iR, EEER. 2021

f%




Pk - EE 8

Al 8: a3 a2 —vaveF—L7—7 . EFRAREERERAEL L UEREA
EZ{k38% - CRO (Contract Research Organization) : #R#|IL RO THIAI 2=

JTF a7avvervy—

(e 7 & BT r—vaveRk BERRROREICHELF—LT7—7XAFLVOEMRE
8.1 EFMF—L (F—LYAIVR) ODEERS LUNBOBAEBEEZSLERD
HMEA, OB 2EZNF—LHI’BAREGHZ LEDF OMENICEL DDA
Bz AT S
8.2 RERik¥EE, CRO, HEXMEOBFRELEY)ILZAI2a=Fr—a3»IlonT
) )
SHRABROFER L EKREZHET AL, BREBTHIULBICHI AL, — KD
AL ~FIRMITIER S
SR o [ P LV Lo NBIRIER R L 2 2BEEZ L) MRz ia=r—va
VICOWTHRTE 3
T BRIRIEE 7 — 203 Mg ICHRE S 2 72D a I a=F —va v
F—7—F- BRIRIFSE (BRER) F— 24, 2 3a=F—va v, SABFRE |
. ' e | 13w
Jiik - e Ji%
1 LS
(G
A HAR

- FRIRAFFE (W) F—20—B e LTHEARa I o=y —va Vi OWTHRTE %
< I ANBIREEEED a2 RO WTHRE L, [EHEBEREED - D A FANMHRETE B

S 3k ¢
D Wi ET: 2 ia=F—vavid [Pbork—  LAW] . KA A T4 A1 - TV r—va v
X. 2020
2) HRRZ v T4 7 a—7 43— 2 —ak A, fHFoVf K7 v 74 7a—-T410—vav
N HROMAESNEXZ 2T HT /KIvT4Ta—T 44—y a Y IBEXXT F R ME 2R ik
ERLHR. 2017

f%




Wk - Z o

HEFRIH O HEE ERRIIFIE D EHEIC BRI, flEC ey 7 XE2FIHTE %
F—= BT DESRIFFCICBE T 24 - HIE - ey 2z
¥—7—F -
I BRI ICBE T 2 D b vy 7 2 e 1a-

i3 £3

i 7 — < 1]

i HE BRI ICBE T 2 RED Py 7 RICOWTHHTE %
@  EBEICARLE L e WEEIREEE (Decentralized Clinical Trial: 4358 & PR 305

@ Zoft

BE

f




ER s

EIEARaAR 55 1 : BEBE L MRS A > | BREROTY 1 ¥ & 41 (<Bh 3 R2i0M
CGARFXASICVII Z (- DL TOAR
11 £MEZORELAREORR MRS L URECIET 5 THAARRICE
mY3

1.2 BRARARBRICHEVTRRZITTRIEL 5 2HFZNABFEELZEET S

1.3 BEEBROTHA VICEITZ2EREZFEL, THMA VORE LBREZHATS

1.4 EREERBROERE ReY EHEEZALSEZ7-H0HL VRERMTCFE,
FRICOLWTEICIBELTWS

BEFH O B BRI 7u b ar L v a—%i LT, Critical 7 — 2 % i b 3
T RSO 7 farLea—0FEAL v}
F—7—F- . e . hR la=
Zotrarlva—, THEALV, TVFEFE[f VI, URY
737(% : H%FEﬁ {EE%E 2 a2
1 =
(F<]

R AR B0 EN. T4 v, FHETEER R TR 2

G|

HEHE: 7rtarizrva—L, HEEEFGEIN T I L A2ERTE 2
1. Critical ¥— % O IFHEN:. MEMATF

2. Efrlaet:

3. BER Y 2 2 OFE

XOPTAEIE - AN BEVEREE . RERR - AR, BCRSEE & O R ERA OIS

EE DU
D BBROBEREHEOMK L NBRICET 254 P4 viconT CRR8ES A1 H S 3355)
2) EHEMOMKREOFENICEIT 284, EATBE. EEENE 285
3) HEH E—ER  EYEEICET 32V = 22 F 3 v (CQHL Y H—F 7T ZXF a v (RQ)~:
WY 2 FEEHEE OER. BB DB WA, 267-5. p393-399.
4) BRI EDOERF = v 27 U A . HA QA FFE£.20204 3 A5 H
5) FRRABRZEIEICITZ 2 BB O -0 DWi#Es (W) - 2V =ANV7 T RFavicl =25 | IR
AR —v v 7. E¥ER 2012

{5




EIEARaAR 55 1 : BEBE L MRS A > | BREROTY 1 ¥ & 41 (<Bh 3 R2i0M
G2 FXASICVIII Z (- DL TOAR
11 £MEZORELAREORR MRS L URECIET 5 THAARRICE
mY3

1.2 BRRARBRICEVTRRZITTRIEL 5 2HRFZNAFEELZEETS

1.3 BEEBROTHA VICEITZ2EREZFEL, THMA VORE LBREZHATS

1.4 ERAEERBROERE ReYE EHEEZALSEZ7-DH0H L VRERMCFE,
FRICOLWTEICIBELTWS

BHEFRIH O HEE ERRIFZE O E WAL o B, FRRFTEREOZ{L # & %
F—= R RER D ENE, 224tk EEkEZE EX 2 72008 L uRERiie R, FH
¥—7—F -
ik - BIED MYy 7 2 BRI OESE, ZicNIcT % e 1a-
i it
[FH#)

e HAR - ERRALFEBR O By & R FEBRIE 0 2L 2 Bilfig L, CRC &L L COfTH) - ENTZ 5
1. ERREREBROER., BB L UER

. ERRILE SR ICBA S 2 & 2 75

. HARTHEML T 3 EERLFEREB OB - & 02555

. EIRRSLEEER 0 FE M EE I ko b B RGIEE (FFE# . CRC. WEEHR & L)

L SRR ITURTE L B WK ER (Decentralized Clinical Trial: 4y 838 G AR 0 ER)

S BRoOEE EHE (HARBEBRIEFEGICSML Cu BB R YY)

N O W

S 3k
1) HEESERGERICB S 2 BRIE 2 I o CTCR 19 4 9 A 28 HEERFEAFF 0928010 F/E4
PALIENEE SERTIEE: e SaS i)
2) PR EBORATIEIT © By £
K Dt DB A D TEELER

f%




UNENEMSIESAN FiE 1 BMFEOBILMART VM > BEREBROT YA » L2 ICEDH 2 RFRH
AR FEAGIN DI S =DV TDAR
11 £EYMEFOREBZEREORER -FRE L VERICEET 2 TBNMARRICSE
R73

1.2 BRRARBRICEVTRRZITTRIEL 5 2HRFZNAFEELZEETS

1.3 BEEBROTHA VICEITZ2EREZFEL, THMA VORE LBREZHATS

1.4 ERAEERBROERE ReYE EHEEZALSEZ7-DH0H L VRERMCFE,
FRICOLWTEICIBELTWS

BRI HORE | Ao AERT 2
7 W, Bk o £ %
Fo7ore WERE~D T 4 — Ky 7. B wx | 13-
itk - B
1o P
[a#3%]

R R AL, WREB IV RTR~7 4 —F Xy 2 TE 3
1. RBRAE R o Hi 4 75 O B
2. HEEE B LT R~D7 4 —F Ny 7

SE R
1) S8, WM B EY - YR 070 OV AAME 4. 44 2 Y HER. 2019
2) NESHE, GHKE: EERZT—20L D5 - $LOHE 2 K. HEEE. 2021

f%




R : AR 2

IVIEVEPEL MO TElE 2 REEE L VEBREOREADEE | BRABROERICEIT2EEDT 7,
AR FEAGIL VDI RS (R, R
2.1 EEFREBRLEFEDAREOXS
22 BHREROEREICEDLZ [ERERMNHGE] & [MROEENRE] (alReiak
DRER) EERTS
23 BREROSBEICEVT HREREL T 7MY —0BRICEATIEAN
DRANZERYT 3
2.4 WEBREHLOBBZIAV7A—LFAVEY FORBBEEGEDOLETE, L UBEKAR
LB T HRERELZERICTI-HDORAUNLEELANEZEOARZHAT S
25 HENBHETHIERAZHRICTIBSICKRAINEZMENLEEL, Z0&E
Ho7=-SIEMNTREET N EFFRERICOVWTHAT S
2.6 BEERABREEERSEFEO7OLXOBENLGAIEICED 3 HENRMELE XL
ISk % 5Tl - BAT S
2.7 WERAREZERT Y, LEER -BALEOEERTO FANISEITS
NTWB0H%5HAT S
28 HWREDBRIRLEBEZBELT, VRIERRXTZ74 9y FDODNRFUVRERD, ZL
THBESEZ-HDRAIEFEZELHS
REMEHOBEE | IEMHEOANHE 2 BES

T WBRE IRTE L TSRV IE

F—7—F- WFE L ERIR O DRI, ~FABFERs, BB fRAE, WIJE Ik, AR
JTik - gl X

W | 13-

1 =

(G
A HE  BRERE LR 2 B L, EEkTE 2
1. EEIRWTE O Bl g i
2. R DONIEN: integrity © A+ X ik DB (R IEfTR. MRS D% &)
3.MMRELPOEEETH L Z o HFEE, BE L OEfiE(therapeutic misconception) . i FR fY ¥4 i
(clinical equipoise)

4. fAATEROE Y vy (EAEIREL 2 & D)

S 3k ¢
1) HGER : DHEfmEE & 132> BREADE & B, $5FRE. 2011

%




IIVIEVEPEL MO TElE 2 REEE L VHEBREOREADEE | BRABROERICEIT2EEDT 7,
AR FEAGIL VDI RS (R, R
2.1 EEFREBRLEFDAREOXS
22 BHREROEREICEDLZ [ERERMNHGE] & [MROBENRE] (alReiak
DRER) EERTS
23 BREROSBEICEVT HREREL T 7MY —0BRICEATIEAN
DRANZERYT 3
2.4 WEBREHLOBZIAV7A—LFaAVEY FORBBEEGEDOLETE, L UEKAR
ICHB IR ERERELRRICTI-HODORULEELNEONREHAT S
25 HEMNHETHIEHAZHRICTIBSICRFTREIGENLHEL, Z0E
Ho7=-SITEMNTREET N EFFRERICOVWTHAT S
2.6 EEERABREEERSREFEO7OELXOBENLGAIEICED 3 HENMELE XL
ISk % 5Tl - BAT S
2.7 WEBRAREZERT Y, LEER -BALEOEERTO FANISEITS
NTWB0H%5HAT S
28 HWREDBRIRLEBEZBELT, VRIERRXTZ74 9y FDODNRFUVRERD, ZL
THHESER-DHDRAEFEZELHS

ERHE O HiE PR E RE OB S I B L, Eh T 2 BRI B2 ke EETE 3
T—= IC D& & ERIRAIE~ Dt
F—T—F- i 1=
IC. #! i
J7ik - W el 3 2a=
i L3
(GE#]

HEAE D IC OMEE L ERIRTZE~ D@ IC DWW CHHTE 2
2) MR ICHERL L 72 IC SCGERZFR L, LEa—F25Z 03T S
1.IC &3 fufA « B EHREER (FRoFR,. Bfg. AR, ehs X OE—RRE)
2. BRI IC BT 5 IC OFE : 20 IC L oMHES S X O
3. BRI ICE 1T 5 IC & CRC D% H| « #ERE AT O BBRELZ IR T 2 A F v
4. FEARFIHE IS B Bl
5. 5%DICDHYIT (v b7/ L - BIETRENTERRGEERICEE S 2 WSS, ea v v )

(s 1]

HE B o - EEo IC Himics T 2 3ELHHTE 2
- IC BHTCTHOL L o 2fEIC O WT, HENMROE DY HHFOLT 4 42 2%
BB X OG0B fig, ShREy 7 FER - BRI X 2 E O ERL & 77 mR 72 v o TR K s
L) TS5 fikEHHCTE 3

1. #BRE®. CRC %ic k3 IC Hou—1r 7L 4 2858 L., FE0 WL

2. Bt 1 CHHfE L T =3 EIc oW T, CRC RICHBWMIROE T 4 — PNy 7 %217 5 J7ik

(i 2]




HE AR - IERHEEONE 2 6, #RE (RMiE2E0) KR TN EEHRe 2 oMM EZHATE 2
C BRI N EEWMESHICGE GRS 2 k2 TRTE S

25 S
1) HREM: TFoeimee & 12 ff2> BIRESATIE & A mfmi. $hEHE. 2011
2) HlfIsh, AR 0 BEPOORBRRESIR ML ko 272007 7. kR 2012.
3) ENZEEEMIZERT ¢ MO SEEZ S0 T —LRORE —. EFHE. 2009.

f%




E% - sEIE3

JTFa7avvervi—

i3 L RREORES L URH [ RREORR - REOHEAICET B

(B & 72 2 HFRIRE D)
31 BFFICLPRREICEATIRF7TALREEDE > T e B> -ELHHE
BIZOVWTEET S
32 BREREMEOZ7OEXICEADLIEHEROKIEFETZHATS
33 EERDFA7HA I N2 R I Ay MCBREZHAPAAL, BRERED T
AEXELVEB AT S
34 BREORELEHZEXX, fREOREME -FMWHE- - mEZERT ERL-
BE EoRiEAZHAT S
35 HAHHEBIPOEERRFTOEREZBI-HICHELEFANATALRPT7 <
—X%iAT 3
3.6 HHIHR/ADERHE - ADROBERTZHATS
ISR o FHEX) 74 (EIHES - RS - EERERE) oM 7 n 2 2 L OEEY
fllicOWCHEREL ., 2 DiHiiich 2 2 &2 ER L LRRAREZEMTE 2
T = FREE XY 7 4 ORI B ORI BURE U 72 B AR SR D A il 2 g
F—T7—F - Regulation, Historical events, PMDA D R 1la-=
Ty - Wl AL, ERIREABR IR 2 RS SR {3 2a-
1 =
(F<]
e HAE -

- FRRWEFEICAR 2 ES R IC O W TR L . BHlSe L — LV ERTCE BT RZHATE 3
c BRFEEXY) T 4 DN THA VREKRICE S T uw AR HRTE 5
- BREHGNC O W TRRIICEE U, Bl 2 B L 72 ERRS R 2 LT % B

(i ]
T AR
TRBRIEFORHINIC 5 2 5 B & LR L - ERBARR O KA H 2 £ L 720 DT REMEITE 5
- W R EABR 1 1% 2 BUHIEEME 2 A ek D BEREABRICE 3 2 RO A e oW TER T E | X o 2 fth
~ATE %
Bl N ' AR - BARE ~DFARITE - BE 7 &R A G DR T Tk H O R

2 3
1) =2 A V_ATHE, ~ L VFES, AEVFLE—}
2) BEEES R AR, GCP (G, R, AAERER). BRI E. AR e 3 2 Embly - B R
WHFEIC B3 2 fmEigst

f%




JTFa7avvervi—

i3 L RREORES L URH [ RREORR - REOHEAICET B

(% & 72 2 GRS
3.1 BRICKZARREICEHTIHH7TOLREEDNE > T e > -FEERHHE
EIIOWTERT S
32 ARERREOTALXICEADLZEEROKE L EXTZHRBATS
33 EERDFAT7HAINLTRI Ay MCRRILZHMAAL, RREREO T
AtRHLVFEBIZFRAT S
34 BREORRLEHZXX, RBRFEORELM - - A - REZBHRTSEEEL-
BHl LAz AT S
35 RHLUBPOEERRFORREB/I-HICHLELEFNLETAERP 7 =
—X%iAT 3
3.6 RHEHR/~DHEE - ARROBERFEZHATS
IR o H FREZEDDOERFIHICIH o 72 HEEE R 2 H i © & | B 7 Fhe & /HEE O # [ 5
TX 5%
F— IRBZDHEHICHDDLHBFEER RO KNICL E 2 —DFA v b & LI 0 i
RIRE AR E S/ MR B AEEGE
F—7—F . HHEBEH K ERMRBEERZERORY v —ICHEILL 72358 | #&% 1a=
Tk - R AT oD B fi / i 2 H#HE 2a=
ERaER ik GRBR D EIHEC B E ~ Ak 72 &)
1 PR
(G
A

- BRI HRELZESOKE. K. HNS LUHFEERNL v a2 —0HEELRERICOWTHFETE 2

c BRI AEFRELZEROFREERZ L Ea— T, 2'ARGAICE, BEXERZEKT 22 3T
%

- ERREAER S GUROEMIESC BEE ~DHRAR L L) OHMICOWTHETE 3

HERRITE R AR B RHERICHR 5 CE P ZEAF ) o —ICHEIL LI T & 2 X 5, A& v 7 &1k
B, BENOSIRAEH %2 Eim/fETE 5

(i ]
T HAR
CHIE SN HES SR AR EZ A ROERFHICH > T 22 R TE LEIG L TIEIETE
%
- FHEEFEBE D EL T~ 2 HEEEE (EELAEER, ERRIREE) 2FRHcx 2

27 3CHk
1) GCP (¥, [EfEbsdn. FAEEE)
2) BFEFEEFEB OIRERICHRD 2 IRHEEB TIHE, BREELZBROREREG TIHE 2 &

f%




Ek - sRE 4

P81 4 : EERERERDENE (Good Clinical Practice : GCP) : i{E2EHE & GCP av
77347 VR, REUEE (FEEROHTELHRE, EEMTREFAE (PMS), E

JTFa7avvervy—

RSl oo, ABREORY RLEE
41 SBEFRRBROTHA > - B - EHATROABAALERT S WS Hicy
D& 5 ICART BHHET S
42 GCP HAFSAVICEBRENBEY IC, BRRRT —L0RE L KEEHH
T3
43 GCP #i4 K54 Y& 8FT 570, BERRBROTHA > - £ - BHICOL
T RELTEET S
4.4 EEFRBBOEICET 3 ERNARMSEORS - H1 K54V EHETS
45 BBREOEVAEE - 2% - BAEHET
4.6 EHRABTRELEIHETERONMELBEL, 20U EREDNTO4R,
$7- IRB/REZEEES - ARKEE - M UB~OHRERHEHTT 3
47 BERBROEH®IC, ERNEENPCHA SR EDE S ICHRER
BT AN — ORRERET 3 H5HT 3
48 EHRRBOE-4YL/ICETEHE 7 OLREHETS
4.9 ERABEEDHRES L BNEHHETS
s opp | OCF KORGS5 2 b DR 7 4 17 4 DRI I L 1Bkt

REERMETE D

T GCP % & HME o B EA T O Bk O Bl & H fiaxk O (A H i

. GCP, Responsibility, Training, Delegation Log, Protocol
#ﬁ;ﬂﬁV.};ﬁ' deviation/violation, clinical study fraud and misconduct, e 1o~
HIPAACK[H), ICH guideline E8
i3 %=
(G%]
e HAR

- GCP 0 YKRFIHZ B L, HYERZ OREICEH 2ZEITTE 2 XI5kl z%ficx s (FL—=V
7. TarRARY) #@YRT ) — b 2 h R KRBT — o icfgE TR 3

HENEOBH B A EE L) AT R FarPMEREINT VWD I L2 F — LA v AN—~Filf - fgiEC
)

- 7'a b aniEl/iEK, ERRRBOARNIE/EEAERT 2200 (FreR ey = P L—
v rRY) MRS LNTED

BEH
D) EERHOBRRB ORI D BECIT 254
2) Health Insurance Portability and Accountability Act of 1996
3) EMA pharmacovigilance system

4) ICH guideline E8 (R1) on general considerations for clinical studies







P81 4 : EERERERDENME (Good Clinical Practice : GCP) : i{E2EHE & GCP av
75347 VR REUEE (FEEROHTELHRE, EEMTREFAE (PMS), E

JTFa7avvervy—

RSl oo, ABREORY RLEE
41 SBEFRRBROTHA > - B - EHATROABAALERT S WS Hicy
D& 5 ICART BHHET S
42 GCP HAFSAVICEBRENBEY IC, BRRRT —L0RE L KEEHH
T3
43 GCP HA K54 Y4 8FT 210, BREBOTYA Y - £ - BHICOL
T RELTEET S
4.4 EEFRBBOEICET 3 ERNARMSEORS - H1 K54V EHETS
45 BBREOEVAEE - 2% - BAEHET
4.6 EHRABTRELEIHETERONMELEBEL, 20U EREDOTO4XR,
$7- IRB/HEEEEES - ARKEE - BHUBAOHEREEHET 3
47 BERBROEH®IC, ERNEENPCHA SR EDE S ICHRER
BT AN — ORRERET 3 H5HT 3
48 EHRRBOE-4YL/ICETEHE 7 OLREHETS
4.9 ERABEEDHRES L BNEHHETS
o R GABRHESE - TR £ 4 T) OMERONE LML, BBEE
FERFHH O HER HUNCEB ST 32 L8 TE 3
o BB GRBRHESE - RS £ A T) OB D B MR & Bk
D%
F—7—F - e ‘ ‘ .
R BRI A S I B S . GCP/GMP | 3% | 13-
i P
)
FEELE

- IR iR Rt s M iR R R O R, BRRERER D 2o DR A4 v R BfRET 2

BB T 0 7 7 AN OFED, SEBEE~5 2 2P E MRS 5

- BB EOEHFIHZ T % 2

RBRCRSE QREEMEE - HAERSFUREED) o7 v 7 s A VORI R B L. AR OEF 2 2 2
LB TES

LH

1) ICH-E6 GUIDELINE FOR GOOD CLINICAL PRACTICE
2) B HIRASO KO IE T 5 H 4

3) B OUIEIIL, WIS BT 5 1

f%




$E1 4 BRERAERDEME (Good Clinical Practice : GCP) : SAERE®E & GCP O~

7747 VR, REUER (FEEROHPE L HE, EXRGTRERAE (PMS), E

EmMREUESR), BREONRYKVEE

41 FBEERHABROTY A - BN - EEIPFROBENAZEARTILVSBICE
DEHICERTIHEHBAT S

4.2 GCP HAFZAVICERINZBEYIC, BREARBRF—LO®RB L HEEZHA
EX-)

4.3 GCP HA F 74> %&FT 57-%, BERABROTY A > - KiE - BEICHOL
TRHELFEZT S

4.4 [ERHBROERICEAY 2 EBRNLGATIKEORR - M FF7(4 2RI S

4.5 ""?ﬁﬁd)i_ﬂ]f“"“ii - (RE - AR ZFHAT S

4.6 HRTRELBIFEERONEEHFEL, Z0HHERENTALR,
337‘: IRB/ fREEERER - aREKEE - RAIAR~NORERBE2HATS

4.7 ERARBEBROEREEIC, EENERTCHS FFA P ED L S ICHBRER
LT FANY—DHERERIET 2HHAT S

4.8 mﬁﬁﬁwf-anyuﬁ?a&%tfntx%ﬁﬁié

4.9 HREEO®RL L BNZEHAT S

JTFa7avvervy—

(B & 72 2 EHIEE )

BEFH O B ﬁ£$§%® P 2N O AREBRICE 2 BB e L, BN, WERTE S

LRV RBBERE D 5 IZHIRRBR 2~ 2 55058
T LARMEWRE SERGER RIS 2 2528 O BEE & A
FRRHER R RIC BT 2 REWHEHRD v V) v 7 oEEK (EREERHESEI0)

. CIOMS, ICH Efficacy Guidelines (E2A- ~
o7 E2Fph igilance) , HEFROME (AE. SAE. E Wk 1=

armacovigilance) , HZE i . . Event |
Frik: - W P X * wE | 2a-

of Interest, UADE, SUSAR)
B Di3
[FH#)
A EHAE

- R ERTh D LMY (AE, SAE, AE of interst, UAE 72 &) O & &G FIEZ FH T 3

- Sponsor O MR O BRI IH PR RS ICRFEIRY 2 i 23 5 2 Rl Z FiHCT % 5

BTG RE D XS U - G, BRSNS 2EHTE B

- RETEREG BERE D 5 W IEREBRIC G 2 2 ICOWTHIHTE 2

CWBRFICEL 2 H LW I RAENOBENERETE, ThEilfk - MG - 740 —-F 5228 TED

¢

T AR

CREMERE D & D XS ICUE - i, BRI X B AR L. BRRER CoREEEREHEFIHICOWT
il - R ET 5 L8 TE S

B
1) Management of Safety Information from Clinical Trials: Report of CIOMS Working Group VI




2) ICH Efficacy Guidelines (E2A-E2Fpharmacovigilance)
3) EIES, EEESREOWE., AMER RS BT 5 ik




JTFa7avvervy—

(B & 72 2 EHIEE )

REMBHOBHE

fE18 4 : BERRERDEME (Good Clinical Practice : GCP) : ABRE®E L GCP O~

7747 VR, REUER (FEEROHPE L HE, EXRGTRERAE (PMS), E

ERTLUER), aREORYKVWEE

41 FBEKABOTHYA Y - B - EREIPFROBENAZERTI L VWS HICE
DESICERTZHHRAT S

4.2 GCP HAFZAVICERINDBEYIC, BERABRF—LOBRE L EEZ5HNA
ER-)

4.3 GCP HA FF 4 % 8FT 570, BHRABROTY A > - i - BFICOL
THELFEEZT S

4.4 BERERFEROERRICET 2 EENARTKEORE - M4 FF74 2K TS

4.5 ARBREOBEULER - RE - FARI%EHATS

46 EREKRFERTRELSZIFETERO/EEZEEL, ZoflfeRE07OER,
¥7- IRB/GEEEZER - ARKEE - ANHER/~OBREREZHATS

4.7 BRERFEBROERERIC, ERAGABPCHLA P I A EDL S ICHEBRER
LT FANY—DHERERIET 2HHAT S

4.8 BREFBROE=£2Y >V JICBEATIREELTOELRZHAT S

49 ERERFHREEOERIIEBNZHATS

BRAREBRIC BT 2224 ) v /BRSO MEEHISE O E 2 HFE L, Mo TE

%)

E=RY VI DRIy e - SR - AR 20RO T+ —
E=RY 7B T 5 EEMER 2SR 2 hH 0D

¥—U—F -
Jiid: - BT

VRAI/R—ZA VXY VT
SDV:%v 7Y v 27 SDV, VE—1F SDV, AvH% 4 /v
FoAE=ZZY VT

W | 13-

ek 2ax

i3 £3

(FE#]

Al HAR

- FKERERIC 351) 5 CRA f%E - EH 2 RT3

cEZR Y VORI, R, BRL Z0%o 7 o —F TR TES
CIERECTEA L) =B EFRCE =X - b RIF R a2 —2avk b LHRTES
XX =D OLDOTRTOKEICKHIGTE e TE S

i)
O A

xR ) VT ERONIGICENT, HYFEDOZITFTAN~T7 0 =T v FICELZBERICE T, WTD
A2 —LavEWNETLIEOORGEAEECE S (T XA TF v sy — Y —, FL—=V

7J7)

EE PN

1) FDA : Guidance for Industry; Oversight of Clinical Investigations -A Risk Based Approach to Monitoring-




(2013)
2) EMA : Reflection paper on risk based quality management in clinical trials (2013)
3) VA7 IHDOK =2 v 7T 3 HANFE 27 1Cow T (RIERMFHEFER H25.7.1)
4) ®=2) v 7 oRFECT 2 RE (EERHRKIESNS - H25.4) —mBEFmRoETL, VE—t
SDV. Risk based monitoring




R AR S

$EE 5 RRBLUVHERDER : MERICHEWT, BRRABREERT 2-DICHELR

BFH - ANEXR. SBRBLUERIRL—Y 35280 (RE/GCP BENER

(EBR <)

51 BERMABRORF yY—th3 -BEET3-Hs0Id (EEHERE LT M7
&S DO %EITH HikziRAT S

52 BARHABROERICLELANER, HitL ERALOMRILZERSE, BEE
R

5.3 BRARABROEBERAZUETSI-HDD0) X7 EBRICAITEZERBEIFL—=V
JICOWTEHAT %

5.4 WEREOEE, RiF BEIELVWI L), aVv T4 7 REETELARD
BBzES-HDEZIEL, EETD

55 MRRHEROERICEADLZENET - 8 - HASEZEET S

5.6 BREREBRDEICEIET 5 aBREEER - RREKFEE - CRO - B HF/ITK D
LDNBFEDFHESE - icik - EFOEHZIFELHAT S

1. FERWTZCEMGIC i M~ 2 A ¥ F 2O ML R 2 ER(A - €/ - fH5Hk L)

ERHE O HiE DA - HIRER TR ZRATE %

2. O SE/ ) R 7 ERERAHSS TnY 2 s FEB~OERIRETE S

JTFaryavesrvy—

(B & 72 2 EFHIEE D)

BRIRITZEEIEIC BT 5 Y 2 7 (QMS)

7 BRI Ic B T2 70y 27 b~32 Y A Y Mgk L To CRC o E|
Fo7ore )X ER, QMS., THYz 2 beA YA b i | 19~
Fiik - B

i 5

AR BRABROEMICED 2 T e e A EMAL T 2 7 FOEMA~DHiEEHHTE 3
EE PR EES & BERITIC D G X % B c % %

EEPU
1) HASEET SRR & REMFHEE R % ¢ ICH E6(R2)WHEE K
2) HABET RS BEENFMEES KT S22 27 7+ —R2: SH»LIRD 5 | ERERC
179 BEARAER D 7' 1 2 2B
3) B PM/QMS #7 v + &R
4) Project Management Institute &, PMI HASH Bl : 7oy =27 b~ X v FHIERE R A F
(PMBOK®# 4 ) 7+ 7my =z b=t Y Xy MEHE PMI HASHE. 2021

%




fEE 5 RBRBLUMBROER : ERICHWVWT, BEARREZ2ERT B7-DICHER

BEN - AWER, BRBILUVERFARL— 3 %88 (B%/GCP BHENESR

(3B <)

5.1 BRABRORRE Y—t43 -BEETS-H50IE GElESRE LT M7
3HE3 DR EITS HikEHRATS

5.2 EREKHBROEREICHELANER, #itt - EALONRLLERSE, BE
ER-)

5.3 BERRABROEMRAEZHET -0 Y R/ BRICATE-EBLFL—ZY
JITOWTHBAT 3

5.4 WEREOHEE, RiF BEsEhVWId), AV T 547V RAEBELEARD
BBEES -HOEEEIRL, EHETS

5.5 ERERHBROEMICEDL ZENET - BRI - RARTERET S

5.6 EREREHBRDOEMICEET 2 aRE(LER - GEREKIEE - CRO - HFILUB/ITKD
LNBFEDFHRE - LF - EFOEKZRELHBATS

JTFaryavesrvy—

(B & 72 2 EFHIEE D)

LEGRTFEEICH TR~ A Y AV F 2o BB 2 EH(N - £/ - [HHRA L)
BHEEH o HiE D - BIREM k7 TE %
QMR D SE /) R EERES S T ey 2 7 FE D ERIRRTE S

FRIRITSE EARI O ) 2 7 <=2 A v b XL TE, a7 b4 AV b~

T —<

D E ik
oo DR VHHEL, QMS, FHY s bt YAy b wE | 23
. B ZE. N v AN {5 ~
J7ik - REfE

1 =

(3 1]

O E A

- BitiR O FEfEAEF2 5 U 2 2 FHPL 7o v 20HEEHHTE 3
- PR DR % B L 2 OISk RIRETE B

(i 2]
HEEAE
- BRI FEREMREN OB % & o0 BEIRE X~ EWED VY s T°E 2
- recruiting i U* compliance DB HFLEPEI T 27200V — L ORME - R ZEE - RETE 2

ZE SR -
1) HARESET RS FEMLFHEZ B2 - ICH E6(R2)IHE &K
2) HABEET ¥e EERMHEREE S BRTHHTR22 227 7+ -2 2 SH» 000 5 | EREEC
179 ERRER D 7 v & 2 EH
3) B PM/QMS &7 v b BERE
4) Project Management Institute ¥, PMI HANH BiR: 7oy 27 b~V XA v VAEREAR T4 ¥
(PMBOK®#' 4 F) 7+ 70z bt Xy FEHE PMI HAKHE. 2021

%




£ - FRIE6

BEHG6: T—22F VAV MEA VT2 T 17X (BREE)  BRARMBREEFO
T—2DOWE - EBAE RT—%, T—42AHh, /T, REEE, T—4R-—

JTFa7avvervy—

(B & 72 2 HIRE D) ZEUE@*E% 55 5 DIEE
6.1 HRICBITIIHMEH LAV 72T 1 7 RADFHN L EERZHAT S
6.2 BRARABREZBELTCT—20RE - fih - EEZHATS
6.3 T—2DE, R7E, BE, 2, BREOEELICRVRELYY—-RERR
DFiEEHBAT D
6.4 T—RDREERETE-06D7 O R %5, £, EET S
ISR o F— X 58 %‘IE:Data Integrity fi)o)iﬁﬁ'?%@ﬁ@ L. HOoEWwTF—X~3Y X %
IRWTFEE gk CHB T 2 Sjikz I TE 5
_ 7 — £ O 52 Data Integrity D&
T KRBT 2T -2~ AV AV F O RT LR
F—T7—F - T—X<AY AV b, Datalntegrity. 4 v 7 +~74 272 (1| _
; X G 1aw
J7ik - I WwEk) E A RIE
1 =
(F<]

R EE 7 — 2 052 DataIntegrity OMERZ R L, BO/mWT — X~ 4 ¥ X v b R ENE
Mgk CRILS 2 /72 BT E %
1. 7—=2=2xY AV}
1) 7— 2542 Data Integrity OB %R L, BoEWT — X ~F Y A v b2 FEf - FIHT 2
TiEZRBHTE 3
2) FRKIZET — 2 il 2 5 R E Rk
3) AR T — XBHFEAERICE 2 5 E
4) EREfEHROB T 2T — 22 AP AV b v AT LR
2. HERERE L AR
1) WD IEYE 5 & BRI O I R B RUE 1 Bl L 72 15 SRAE BT i WA 3 X OERR ©
HIEZ WA - EFARIEROEH 2 HATE 5
2) ERRDTFEIC 35 T OGRS Z OXIGIC oW CERT & 2

S5 CHk -
D) sHHEs #E, KIBEHE 515 RSB T — 2 =AY A v b - T X EMoRE L EEME EyER.
2004

2) HAE b EiE 0 NIH BRI o RA & B JFFS 3 . Bk at. 2016
3) ICH-E6 GCP (=2 D RER D K i )
4) ICH-E17 THEFRILFEIESR DGR 7 ¥ 4 v IcBE 3 2 —RERNICBET 274 ¥ 74 v~
5) AMED 3¢ THEBSGE 7 ey =227+ ] 7— 2 0B
https://www.amed.go.jp/content/000048621.pdf
= Data Integrity ™’ 7 — X BIEL K, RiF 2 2 e NEI N, REINL TS T L,




HEREEsH B Z L,




B sRET

IIVENERMP IS Al 7 V-4 -2y TLEPM  BERARICEITZ Y —F -2y TELUEMK
(e 7 2 EMEES) NGRS

7.1 BRARRRICEITS, V-—%—>v 7, B, BEORAEREICOVWTE
BALEAY %
1.2 ERAREEROERICEDL S REEH L HFAEORIZHEL, TOREZTFH

FREETILODFIEZERERT S

7.3 BRAREBROERICERA S NI EMNLGHA F 714 LREREZIHEL
BAY S

7.4 BRERABROTH M B L UERIC, HBOSHENSZZHEEHBAL,
BL3XteH > ARLOREFRE%ERET 28N ETRT

; HRBIZ O KI5 MM~ A A Y F DR ICBER ) — K — v 7 & FE
FERHE o . N .
L. B (A= - B - 5 2RfHEcE3
F—= I 5 EH (N . U0, ) 2EIT s~ AT A v b
F—7—F - M~ AT AV b, V=X 7 R (A= - | | 13w
Jiik: - Wi W) B, FoLEAT 4 v WE | 22

L £

(Gl 7 —~ ]

XA R ERICE T 2~ A AV FICBERRAFARPERE LA CE, )X -2y 7%
RELF—L T4 v IRITZD

1. i~ A v b

2. V== v

3. F—LE AT 4 VT

4. BRI D FEhic L&/ (N - £/ - B - F#R) BHH

5. 2%y 7DAFNVIHI, EF~AY AV EHERONE L HEE)

[i#5])

HEBEE: A o&ER (N €/ - 8BH - HEH 2BET 2200 FIEIHEECE, HER) —X—
v

IOV THEMTE S

ZE SR ¢
1) =4 I—-C-xzFEVY VY, FEEERIE i 2o ik DL et 2398 - 4 7=
a v - ] EED ST, AR A.2021
2) AHEN DENLEED D Y 27z HARBERGS~A Y A v b v & —.2020
3) HAMRMEHYASMR FHAZE, A THT, AFLE T CRCTF R 7y 75 4 ik EEER. 2021
{5




JINIENAEMS IS HiT 7 ) — 4 —2 vy TEEMN  BRRARICEITZ Y —F -2y TEIUEME
(e 7 2 EMEES) NGRS

7.1 BRARRRICEITS, V-—%—>v 7, B, BEORAEREICOVWTE
BALEAY %
1.2 ERAREEROERICEDL S REEH L HFAEORIZHEL, TOREZTFH

FREETILODFIEZERERT S

7.3 BRAREBROERICERA S NI EMNLGHA P74 LREREZIHEL
BAY S

7.4 RO TV A v B LUEREIC, HBOZKELG SR IHELZHBAL,
BL3XteH > ARLOREFREZERET 28N ERT

_ BRI ICB b 2 AV EBEZ ML, HREAE 020 It El R T LE vy T —
EEMEoRE | e 7
YavE{TH) I EnTES
T ¥ ECcRETIRG - FHifF (ATvZ—vav - XAFL)
F—7—F - A . e 1=
i FL¥yYTF—vayv, ATV IT—v a3V ]
J7ik - I i 2 0=
1 i
(GE#]

B BRI D AT — 7R F =X LT, L v TF—savyRFELrfnT, EFicH
B HEITIENTE D

[i#5])
HE B BRI ICE D 2 AT — 2 R A X — L OZRESHEZITS 2O DRI D X 5 In
CHELATNEARO AV r 2T 228 TES (v 7 )7+ 5%)

EEPU
1) M E#fi—EF : PowerPoint BRHMER v 7 = v ¥ 3 FADKJEA HiEEa#ith. 2019
2) B HEp Mt offik F—soi e Fees EHITEMN. 74 AT 77— by VT4 TV
2021
3) HAERRHEH 20 THAE, A THT, AfF%FTF CRCTF R 7y 7% 4 IR E¥ER. 2021

f%




£k sEE8

Al 8: a3 a2 —vaveF—L7—7 . EFRAREERERAEL L UEREA
EZ{k38% - CRO (Contract Research Organization) : #R#|IL RO THIAI 2=

JTFa7avvervy—

(e 7 & BT r—varvef BERABROERICHDELF—LT7—7 XX ILOER
8.1 &EF¥MF—L (F—LYAMIVR) DEEMS LUNBOHBHEE2SLERD
BN LR IEENF— LHBPMBHZ LEXSHENICEHLS H0
FiEzHAT 3
8.2 ABXIKIEE, CRO, MEXMOMFRELEYHZII 2 =Fr—vavIiio2nT
BRY 5
8.3 ERABROBRLEWREZHETZA4, BHRREETZIBICHEIAL, — D
AL ~HRBICIER B
ISR o [ 8 YRR N % ETEBOEMIED O 72 2 £ T — LM 2 LAas S
IR E K 720 DY) LR oML a2l a = —v a vicoOWTHHTE 3
s HIRDTZE (B F—Licks I Y aa=r—vav
BRI OBfRE &L 0 AR 7 v+ 2 & Fik
¥—7—F- BRWTZE (R F— 2, BIRMEREE, 2 lar—va v, | @& 1=
J7ik - REfE a—7 4 %—F i 2a=
1% i
(G

W EE BRI T — 2 BRI oD I 2=y =2 a VIOV THAATE, 2 —F 4 & — b
DEBRICOWTIRETE S

1. a—7 4 %— F OEE

2. /R D R &y 7 % s 1= S R

3.a23a=F—vav-AF)L

(i ]
HHE EHAE BRI OBARE OB a 2 - AR L T < 20 077k (REO WL, FHE D TTmTE,
AR DTk, BIGRE I % 221 B BARN 0Tk, RO L) ZEPTE S

PO
D Y47v74 BT BRI T4 7a—F0BEx5 A MHBBENICEDS KV T 4
77 4=y 7. B IR 2022
2) HEKRZ v 74 T7a—7 442tk S, GHOVF A7 vF4T7a—-T44—-va
v MROMEBSMAEXLZ2F NI/ K7V T4Ta—T 44—y a v IREARTFAME 2/
PEHHIR. 2017
3) HRBEEMET 23T 4 32— X —DHEFKRCEE RN LICBHT 2 FEMTRSES H3E K
BT 23 —T 43— X —BRO-OOWET v 77 L4l - TEOH S CEERMAE EZ#HEIK
RWFEITHE 2B E REITE £ v X —)
https://www.nier.go.jp/jissen/chosa/rejime/2008/06_coordinate/05_chapter3.pdf







B 8: A azs—vaveF—L7—7 ERBBREEERAS L UHHESR LA

EZ{k#E% - CRO (Contract Research Organization) * #R#|IL /OB THIAI 2=

r—vavefk BERRAROEBICHELF—LT7—7 XX ILOEMRE

8.1 EFMF—L (F—LYHAIVR) OEEMS LUNBOHBHEZESLERD
EMEA, O L ZEFNTF—LDEMBEBE N ZE LEDSHRAICEHL =oH0

JTFa7avvervi—

(B & 72 2 EFIIEES)

HEEHBAT S

RERIKIEE, CRO, MXFEOBERELEYAIIa=r—2aviionT
BET 5

GRBROBER L B®RZIHET 2 AL, BREEFETIIIBICHIAL, — KD
AL ~HRIAIER B

RERH O HEE EERER O R RED 7z w10, — M R BH o L TURFIEE % JEF T % 5%
- FEIRRER D E R - A3 7 1+ R 122\ C DT REFIEH)
F
PPI (Patient and Public Involvement) @ Ui
F—7—F - — R/ EBE. BB S, PPl (Patient and Public |
G 1la=
77k - e Involvement) DEUH
i gl
Gi=)|

g HAE - BRSO Pt D 7= o 1o, —ix i REEIEFRGE) 2 BT & 2

ZE SR -
1) HAERARER A2 THME, ATy, AfF%F 7 CRCTF X+ 7y 75 4 it R 2021
2) ESZWTFERREN HRERITERERBE S — L= i~ EH - RS H (PPI)
https://www.amed.go.jp/ppi/

f%




fEIg 8: A2/ —>aveF—L7—7 IRRABREEERNS L UK E A

EZ{k38% - CRO (Contract Research Organization) : #R#|ILF/OBTHIAI 2=

r—avelk BRAROREICHELF—LT7—7 XX ILOIER

8.1 EFMF—L (F—LYHAIVR) OEEME LUNBOHBHEEZSLERD
EMEA, OB ZEFNTF—LDEMBEGEHZE LB SHRAICEHL =oH0

JTFa7avvervy—

(B & 72 2 EHIEE )

FHiE%EHBET 3

RBRIKIEH, CRO, MERMOBFRELEYAIIa=-F—>aviionT
BRY 5

SRABRDOBEREBREZHRETIAL, BRRETIIULFZICHDIAL, —ED
AL ~HRIIIER S

TUFYADITLL BN ARET 5 C L ATE, BEAENEAFT 5L
BEMAORE | 2T% 5, &bic, HHMSRS S C 42, BKRARCORM AT 57000
T B

BT v Y v i
EER L DA ST

T BIRRIO T ¥ | L
PR WO 7 1
i%;;;ﬁ Bk Uy, BRI, FRNEE, WX Eg -
[ E
)

R RPN AR RS 2o, BREREREATTLREMS

(i ]
HEHRE  RR v v BEL, WELERZATCE, [HlEZWIRLEGEER T 2

EE DU
D LR G, b &R G, FH gy G, W) - =57 FRy — v x#EE GIRXFHEERY
v ) —X). BE. 2021
2) WA - BEWEHE - ERTTE O 72 O RSO R . JEaibXE =g s, 2013
AT v K Zave—:ERGEMIEO 720 O DA /i — SR 23 b2 5 K7 v A4 F.
IR, 2007

f%




Eik 2t

praonn | TR CREGETOR D S L, LB S 22—y
EEBILATED
P IR I RSN I AT S8 2 %
A e ey Wk | 1o~
Frik -
" %

37—~ ]
R WA HHGT 510 B ) B S B ORI ML, T Iar Y
DS B

225 S
1) HET, SAKAE, Flaminia Miyamasu : [BEEAE ¥ — 7 — FEH:Z 0 £ 2 2 16000 #13C. &
#2019
2) BEFEE, E&KT, Randolph Mann @ TN I3HI > TH E 72\ EFRGEOILATGE L R £ 4
fiR. A An e o —%k 2021

e




(P& CRC EKA Y ¥ 27 4 - EfE CRC BERA Y ¥ 27 L3 7 5Z ] 1%, 58 1R EET B
e BB & BT E LR A TTT R (BRI - I6BRHEERT S35 3%) TERRIIZE 2 — 7 4 4 — X — 2K
7Y ¥ 27 L OREHEICBI T 298 ) (FFZEERE « MRS i X O ER X L, P27 £ 3 Hichk
niz,

52 Md . MOZATBEE NENLIR GRS 23 BN e R A iR H AR BRI C B SRS X 0 35 & o 72 PR
28 M ERE BRI 2 — 7 4 & — X —EBRIHE O h CSRET T L, PR 29 3 AicaRE iz,

F3RRIE. EATEE ERTIERATEESEE BRI - IRREHEEF T 2HE T v 77 Ltk 3
A4 B EREIRR 2 — 7 4 2 — X —EBRIFEO R T, WIkEN Y ¥ 2 7 LICHEIFEEZIT> T
% HARBeEAlAf . ENZRPREREATE. SR REEAIHERbE CORR A aRE) L1 L CRGET 23T
biv, IS5 E3 HichRI Nz,

DUM I BifR#E 2525

o5 LR : MR SeE, B PRT Rl NEUR, AR R L

2R RERT DEIR, AR T RTET. EERRK

55 3 MK MBSk, BREORC, BT BV EARET A R, ANERRR T, (R SR,
MEETREL RBEE R, INHEARRT EEEER, SFEZ Y 2 JIE & 2 LR, w1
RN, K SFig, HAEMG, RAWRT, PEEEE, SRR, BARREHE, (LT
ARG, BEE, RS T



