CDMS in Japan

* General
— A Few research cooperative group, ex. JCOG
— Some CDMS are outsourced in CRO.

+ International ‘over specs

— Rave
— InForm + Is it necessary to
— REDcap conduct FIH or PoC
bt trial at a single
— Others . .
. institute
+ Domestic
_ HOPE eACReSS 4 Cost
- ﬁgﬂi;’;line « License fee is payable
— eClinical Base at I?unChlng any
_ Others projects

We would sincerely like to
learn your experience.

Adachi, Takeshi.
— Visiting Associate Professor
Center of Advancing Clinical Research, University of Yamanashi
limuro, Satoshi. MD, PhD
— Associate Professor
Institute of Advanced Biomedical Engineering and Science, Tokyo Women’s Medical University
Teramukai, Satoshi, PhD
— Professor and Chair
Department of Biostatistics, Kyoto Prefectural University of Medicine
Yamanaka Takeharu, PhD
— Professor and Chairman
Department of Biostatistics, Yokohama City University
Yokobhori, Makoto
— Senior Advisor of Data Management
Clinical Research Support Center, University of Tokyo

He had worked in Univ. of Tokyo

He had worked in Kyoto Univ.

He had worked in National Cancer Center.

I, Naoki Ishizuka, have working experience in Data Center of Japan
Clinical Oncology Group and National Center for Global Health and
Medicine. Four of us moved to the current position last year.

Then we got to know we share the same issue for CDMS.

So that this survey is not intended for any single institute.
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Example of Question

What sort of the system do you use for a local trial?

How many platform do you have?

Do you have any study which paper CRF is used?

How do you determine which to choose?

How many data manager and IT specialist do you have?

How do you use CDMS once a trial starts?

How do you detect ineligible patients and protocol deviation or violation?
What is the amount of total budget and an average expense per a trial?
How is the data format standardized? Ex. CDISC

How do you import data from original EMR(Electric Medical Record) into
database? Ex. CDASH?

Concerning validation, what is the regulatory requirement to comply with?
Concerning the above are there any difference between pre and post
marketing?

Do you often submit data to other study. Ex. Meta-analysis or other
study?

Do you used outer database as control, ex. Genome banking?

What is the minimum requirement of CDMS for investigator initiated
trials?
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SHRSSE - YU Fa -y VG KER

B 2014 F 12811 8

HiE | Dianne M. Finkelstein #ist 25 —0D7« LD, HBITHFXR 18
S NIRRT OFER. WRkHE BEFEF. EREXTF

HETEEPIIE. 30 AR50 APDRAB W IMNT, 2 Al IT £AiT&E (SE BIUBENDEHIR, R
W D=0 HBAN). 5 APM DD, DM DT, 1 AT5-14 FERBHLUTIND, BF
BTYDEENERLED.

HIPA Health information protection Act

PAUREDED, BRICDNTIEDESD, AABROIEDIBNCHERELSHO.,

FICEEMZ DT EILTERL, ICH-GCP ZRIC U TVBDIT TR,

T—=IN—2R

Ry RDO=DFBFAUIE. 5 D' 6 DO EDC YZATFAEFEALTND, ZOMWERIE,

TrialDB(T —JL),REDCap,STudyTrax,InForm, MGH Tld. ZMEBOT—HIVRIAY

FEIBET O TNDIEHARBEDRENTEER StudyTRAX(BZEA D EDC TLEEHZ)Y)

DYEEETEICHER LTINS,

REDCap

DABFEBRNIC T » VAL EDBEH UE FREE O Y0O—ROVYD DT P THD.

BRITOT =Y (ELEFEDESSADERNDDED)ES X, BIZIFERDAD T EHHEK

B, BENROSNTNNDR T, NEEOFERICRAVNTRYD., a5 VORENE<TE.

1 BTEBICT—IN=REERTDCENTED, AP(P TV T =3V TSTS ATV

H—D T —2)DFELTNDB, ZEZIE. Form PO Field [CEBD T EERT D5

B, ZOT—=ADI T HFE. B8ROy TIDVTERR)EEIR, LRTREEA

NTBDCETHBICERTDCENEHRD, TV FON=Ya VR, EBP Yy T5—

FTIEBNDT, BATEIOMENDHD, T—IR=2N, EDRUVAEZEELCTY

A UESNTVRNDT, BEIICHZERT T DUBLD D, BEBRICDUNT, BEIICHKIR

HEERETE U TORNENTRUN,

StudyTRAX &ETHBEFE L TU\DHD=ScienceTRAX &N\ D%t

REDCap &N KRBERFHEDT —IN—ZTTFBATEDNAD D DD, TOIS59—H)

BNECE UL, YIBEITET 3 DhAHNNNDDB, RAVE EICHINEEE TN, BRAE

PB, BICHELUTNBDIT TR,

+ StudyTRACKS BlI®D SOP (F7%0)\,

« EFNIT(EMR)DSDFT =Rk, TV 7L —RAABRSINNE, 2N TOEEED.
2 —FF 2 +TDNTIEART,

+EDC#8H T, 1 ADIT Bffi& [IMNE, ZNEERNIC. EMR D5 EDC IC3IEE I DI,
BID IT FfirEDNUNE,

< NIREGEE TE EDC Z110188. /\UFT—Y3Vadd/EHIil 2 AMIHE,

VT AEBICDNT, 1 Ald. WEB Y —N\—EZSHIE/\— ROty b P v TITHRNE
2FATDNTE. IN=FI1ALARRY P URFTEIRE)., D 1 Ald. 2—Y—(P])
ANDODTURTDEZODY AT AOFEPIRMMNCTOAT S IV I HDHERDIANDMNE (FEE
P AMIR

«Rw D=2 DB THNIE NRESRETHNIE 1 AT/N\YRUYITFTBRTENHRD,
KELBENIE, AR v 2 RDIUE,

« CDASH Bh&E[FX57%0), CDISC [CRAUL T, BFidA > TNBDEISRNN

< IT FRIE. BEERSBEDS A Y ANHDUEBEZ, Uy F—EITHEEHS, TV
TP, WL, PIEBESEI T EERUN,

s SYUSFNMEETDEODEFEE LU CER / DIN\DDBHDBIDY AT A HBD.




SRSSE - D »—IN\—DARFET DF/HCC BRRIIERRBERITA T+ R

RS 120145 128118

EEHE © Nareg Grigorian 7 —/EZH I VT « YR—I %, Melinda Flood T —HVR—
IAV R« VR—Tv

A tIRAERE OB, iRNHGLE BEEF. BRENF

FT=HINR—=2R

Z< DBET InForm &> TU\D. 5 FDS1 2V HNE L TND, DHBERICDN
TIEEEEDTUEBDHDZHENERE. P1 & P2 ONRLZEHITHEERTREM
BHRIIBALE 21— UTN\D, ZOIEHIC, FBREICT—IERBO=NT\D, (REDCap &
FRLTNDOE. BIDEE, )

« REDCap (3. 70O FI—IVBICEDND DB ZER LESZNENTZND. InForm
[FENEDUHHEED. (B&L>EEZDRITTED)

BHEOT-IN-F, TOFI=LBICERBLTNBED, BEDJE—H—TE
ZOBEANDLTRY., =DV T PIELUTUNRL,

 EFELBOHEEETSV). EMREFDILT)ICELUT, PI DMREEL TNV B, ZNTB
RESNTLBED., BEFERNFRBEEZ TU\D, BED CRF BIC, PILAER LN
SEZERV)\, IND B35 7T FDA [CIFHRE LT B,

« —EBTIIHED CRF DFREN'H D, ZHId. Microsoft (D VISIO Z{F > TL\D, #D CRF
DERIE. FHHD 30%IET—FDIERK. 70%1D QC, ZNHAEDC ICRITLTHDL, T
— B DIER 70%. QC D 30%IC7E o1z, EDC DRIENH D, InForm KD, OnCore
DEDHRIENHDNE LNZUN,

+ OnCore OBEEEG. DTUNVRIKAY FDORIGED InForm KD H B,

« DF/HCC O IIT &, SDV Z{12CW\D, DHERHEEHETIL—T(ECOG X SWOG,
CALGB)IZ. Y RIIVEZAIUVD, =92 ID—0OH6DDTICXT LT, RO
CRC DERIDCETRMULTUND, FEHNBEEN DD, (BEAIER, P2 ICEULTHE
[O)NLZDIEHICH. SDV HYEZEB>TUND. =TI -DINE

InForm QT ER FL—¥ 3 V(TEST)

R—ABBECE. 7OF3—)U. QACT DOERMERK. EDC ABH1 RS51 Y, CRF
BA, EDC O« vEaEH) VOSNTL\D, AE [CDUTIE. ECOG code TI—F«
VIOLTND, BEEIx—AE, PELRERCE<EAUT. BEEEHHAED, AN DT—
BEANLUT, BELENBRITHED., TECRELEBE CE. BE visit [d. ZOEE
DOV Mg 351 7T, BZEANTDE, T X a—(C Time point D% L<;BIIE
Nd. ROFED Visit3 OFEFDIC. Visitd ZEINLELDETDE. BETOTUNE
N3,

« FT=IPFIR DD, TOUSIVT, DM CfEETORDIEE,

« CDISC I35 > TBIFE. CDASH IZKRICUTLEL,

FEEED 2013 FREETO I —JLOE T, 100-120 3EE, 3 BEIC 1 DOFEEE L TULN
2.

=T —IR—-2

CDMS [CPFaAPRYRT A, BEEIEIE\DERNS 20 FH]D Paradox HF CE+9D.
ULH L. BELGEZERADT —IN—=HE0), BEENEL<E>TND, 1V —Rv &
DOIEEZE DT TFEd, ZDREHESICEMENUE, BAREP XN TESIEEE L,
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SARS4E - T A —E )L FKE Center for Quantitative sciences & Cancer Center

BHR9HE 2014 F 12 B 158
S ARAERE DIRER. WRFBLHE PEEF. EREXT

S © Yu Shyr, Ph.D.

*CQS (Center for Quantitative sciences)

2011.7- 25department, 50faculties #EIER. HFE. EMEEBEFE. Y XATLEYZF
BREDED

(1) VANGARD (Vanderbilt Technologies for Advanced Genomics Analysis and
Research Design), VANTAGE (Vanderbilt Technologies for Advanced Genomics)Z Y1
5 EITESNREPFIEME T DCETHRER/NA TS5 VORI ZBET,

(2) Genomics data; Duke Scandal Z#EHT D2, AT —H ZHRARBICHETSERN,
(3) Help Investigator; Data Science. Big data & D,

TCGA data (The Cancer Genome Atlas)

*JOM (Institute of Medicine) Biomarker medicine based clinical trial
NORATEBET—HEHBRODT = VoSE. BRITED LU TN,

*Bio Vu description MoOZREA(ILR, MiE. MBS E)EINE UMRICERT D, &3
At 2014 £ DNA bank [Z 200,000 f&, #IEZ2EICHRICEARUEIVENDEBICT T
VO URIBEZERSE. 2RSNERD, =HRECOLDIIERTEDNN?

@S | Lynne Berry, Ph.D.

FEZHVTEVRIAY

*OnCore [ Study calendar [C[E@NTWNBD, F—FINELEL?THD. FINWIVE
| —xyiial,

*REDCap [IBBVRERANEREUVEDH. Ruby on Rail EW\DA =TV —2AD Web 77
T =3y —AD—=DTRREUZHFLULNWI T AEFER LTINS,

*RUBY rails?

*New system; Database ZE|ICIFRNTE D, BHIER TER, BREANTDEOID
%5, BE) query NSRRI D, Validation report, SAE report /8¢ DSMB BHHAEE
DIEREE S, MWERBHRZIRDIBE D, Audit trail [ Excel /3, Database {EEIEK
B3 HA. &t 6 v ARIHD B,

“# CRF BEALTND, EDREHDINEAREE, VWAL L.

L BHIER >
« Y 2AF AIMIER =T TNBD ? (Bl Z 1 SQL-DS 73&)

E54E © Barbara J Broome

HEIESE

IT R, G/ 12 AT ED. A2 RIEEROFEER. R CEMET DiERld 15 HER
EEHD.

*DM & Regulatory Coordinator(50-70 A)BW\ T, F—ATfT>TL\D, Bio-specimen
group [ PK. PD TV TJ)LIZEXT,

*PLISEDSMREESIZ D, BEE letter of intent ZER LEEEBTL\DIEDH., EC
NSEREBELEEDENDNTND,

Letter of intent ! EECACESYIDERICE UENEEFRT D, MERIBEII Vanderbilt
EBDREERNEZNT D,

*CRC [d Investigator DXZIBEZETD, JOLIILOIEREE). EEF. T—HVRI X
Y h3E, IRB BRER. EHOERETD.



*CRC *= Project manager; JOY T & — R DEE,

*Oncology team [Q0OnCore@REDCap@new system DIE TEAEIEFTT D, PI HNRTE
FB. ECOYRAT AT, ICH-GCP [ZIFTII72< 21CFRpartll I8 EEFEGER CARDE
FEZOESIIZE > TL\D,

*Industry Data Management

5754 ~Cld research NS 1 . site data manager (LDM)1 &9 D,

*JE— | SDV, & 1 OB, CORBIERREEHNHETCED. RERIFEBEDR
BED,

*ICH-GCP /217 T/8< 21CFRpartl1 EZ$THIC 1 @ FDA [CHREL TN D, BEESER
&, MEBROEHIKNTRERE,

HENE | Shaunita A Michael, CRC

*RLIY Phasel(FIH), GI BHF—LA, F—AXV/Y—[L 3RN, 2LPN(license practical
nurse;FMZ&E{EY), 2DRC(Delegated record), 3DM,

*CRC [JHEERBEED ST, SR, EEESUSEBELOREZTD, HREEET D,
6-12 BT 1 SHBREIS EITTN\D, FDA BFEEFETD. BN EMRTODZNDY
KFEEICKD.

*272 AN?survey investigator D\ 3,

RIS, TUBEPIBEN. ZDHE CTSRICAN., BHF(Q2010)ICIFVR—IvICEDE,
ERICBE T DIMBIRAIITIRFE TR UL D,

<BIERS >
. F— AX Y\ —EBRER,

WA | Holly Rogers, DM
*EE% SABDETERIEODB Oy DICEETDHC L. @aundit ICXTT DX
*[IT-REDCap. SIT-Z/R>YHT—@D EDC
*F—HANZEEY, 18 AT 350 &,
*ABDHREFDDNAZE, REOFERISBRIICTE S Y IDHHD. 10 BREMARDA DD
SOP TB#&, Sponsor [CL>TlE 5 BOBEEEHD.
*ANT =S OEREMIL 3 AD physician TEDHRICS VS AFT VDO L TUNND,
*)— 13— REY— JUEBRIZ L TUVVEL, DILTITIEENZST Y TU— D% 0. ZCIC
EEED. SEMNDECE T DD, DM [FERECDH, SAE FEERDXTM TEA TULND,
HELZIGIWNEFFN TCEENSFRIIE OSSR T DM Zi8)c. AZB CDREEH D,

HEsHE | Amy Griffith
£ S
*preSCR, U1 0I)LE. BEES. HREBEVDEETHID)CERERTE L TNDITEH.
biomarker [Z&D preSCR DFRERNMEZ TERIFEZL), PK DBV ENNETDEERTEL
'Cb\é

BRIEEHSBNENDETADIVBOERETE.IST CTIEEBEN TED L EEH D, SCR
faﬂure DMEMOBELDZ\E, BRICKST D ENDHD,
HEARDAD OV T FOEDEZICENTEITBNTNDMEEL TUVEL, ZDID.
EDOTETHMRODREND, BVINFIBEBETETHLRL,
75> RCELCTINDOBENEDIZH. NCIHOSEKTNBDEDERICIR>TND, XS
VY vAY « PO EDBDDCHERUEDINE,
*IY RSO RDENICREAUT 209%DEERE (AT LABRIBE)ZE >TD, OnCore
EPOLOAHTEHET D ENBHDINE,
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*EEODY RSO MIRED quality ZHITD IR CRILTIZINNWERD ENDHD
L PM 725 OK,

*Sunshine act

INBDODE THDH EEEEEOSZFET 1558 T 1, 2 HIOHERERIEE TR, BFEN
BRDS(E 3 HEICINRNEESD,

Tatsuki Koyama, Ph.D.

*SRB fMEIRESDT 4°)REOEENDD. PHEABICHIEE THDINF v IEED
HY. SEEHAEHET D ETERRDDIIZOGHERICBXIM,

*FTIE 19 BERE LU TCLVE, B=ild 17 BIOER URIEEDOFEZREDICLUTNDO, T
BCHEG>BWNCEMDDDE,

JBIEES5E (Tomoya Hirota, M.D.)

*BF NIV Vanderbilt JBEDY T A, BHICHTIDR=ICPS5— |  BFRaES
NEELD. BREDBBLERRARIBYE) TREH D, SBEEC—KRECBUIYRTA
DEIFIHERDN, EREPL S)DH. BEOFREFEEFEIYRTAEGEA, RKHEREERA
DI AT NEFERLTNDEKD,

RS INEBTADOBENHDNIT TR, BHERYvINE>TLD,

RE(CT, MRI) —RBEDOINEEy B, BERHABF—LZBDEHOEETERAL
TNB, 25w OB EBRICHEZ D,

SERBEMNYBEREN S EHDIC EERN, EELEP YR , BREOMDNITEETD
TRO. FBOHVZD, (BEDSOFHE UP B89!?)

FHURIRIEIEEBE. RENMBENDLOEEICAN Y FOBERSNTIND,
SEMOMHSBEEN D, T DNTIVITHBEDZHSBEITDAEDH\,
HFFEADOLDICAY DT —DRHEWEND D,



5AR35% - MRC Clinical Trials Unit at University College London

kA8 120155 1 4 14 H

HE&s4E  Mahesh Parmar (Director), Mary Rauchenberger, Laura Farrelly, Lindsay
Shure, MstR 1 B

TG ARAKRE CEREH. DIEWRE HiER. [ER. UPTE. FROK.
RHHE BEE

N

03

XA wI(E 230 % (BRIK 20 &, DM Y RF /A 20 &, EREREAEE/DM/PM100 &, ##
51 50 &. DM O IT20 &, IS10 &, Z0Dih 10 B), FERICITERR L TL\DHE
SR 5 BRRE,

«  UKIZIF# 50 O CTU, UCLRIC 4 ® CTU, I3 UKCRC OREEZITTUND,

. Data Management Systems (Mary Rauchenberger) * * « XS5 F§
MACRO (InferMed) &5 2 )L bCTER, ABREFE CACTUS [E@EDHEE THER,
FRHIEME(E, Audit trail, Security, Resiliency ({85t /). Training CTHD.
MiRFIEHIRBERAIEE UEH, BADU XDFHHIEERRE D,
EF LT (EMR) D'5DF—FEnXEFEAET > TR,
UK 3R8%ID R Tl risk-based monitoring TH . FEHRORER., EEDOUHEREEED
EUTURDZFHT T B,
EDC ORIAEIEN L TU\D, CDISC XIFEEDTETHD.
«  BRMEEICXKDENTIE popular THD.
2. SOPs (Laura Farrelly) « + « 257 K, SOP U +HE
SOP J X FAMPOL I3 Policy, TT (3 Tools of template, WI[d Working Instruction,
SOP £8R(A 1 Ok,
SOP D U —ZVDICEETAREZRNTIND, BREICK> TREBZEMN< DA,
3. Statistics (?)
FEIMEBESTILTATSIVIE LTINS,
VD b1 PId STATA HHER%E,
4, Information systems (Lindsay Shure)
NIVTF 2D 5.5FTE, HiilitHR— b 1.5FTE.
« 2007 M HMRC data loss (CD #25) DER. ZFa1UT 1 ORFHSELLE ST,

L] ® [ ] [ ] [ ] _
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EFRS%C | Cambridge University Oncology Center

FRE 2015818158

S | Tim Eisen 7« LY —#i%, X—/UT Qian, Wendi ffi51&

FREE tARARE OEFER. DIEWRE MER. ER. UdhME. FROIB. of
RphE HEE

30 FEERIE EDBHRHEE T 600 ADBEDREEIHN L TLND,
APDAS v D

2~2.5 NDBEIZO W INI—FT 1 R—FET—IVRIAYV |,
BIRD 0% Dt ET—HIR-y F Py TOTOTSI VY,
5%HGEEREBHE DEFICM DTS

10%~30% N EZAH —DEEDEBIENES UV IFHBEICIKET

FEIIFER £ 120,000

ek, YT I RBEEBHARDPIVNTERRARICEDENVERL CIEN >Z, ICR
EFEBD, PHTFIPOBEMNEICEDUCERE, ZNTE, T YTUyIRETERS
NEFEFTEEL, FETERSNZILEMERICEMTFEBHEEERL CL\D. =IIC
B0 T, PRESERAEBENBREZEBATNDD, A0 Y—-D T L TNDD
Z 20V —-MATIEIRABISENWIEZEULUH SRV, T=VEA Y30V —, BERSS. B
B, RUE.

BEANICENTFEEEILZ<RETIDNE, Fo. EEBEOIEON SDV £ 100% T
HOT. EBETED., PHTFIPE—RITAEMOMBEZBARTHH L TIND, FE. E
EiaERDIIERBEN,

E=

EF I NEHRHIRHE

EU Clinical Trials Directive (Directive 2001 /20/EC)
MHRA GCP

ICH GCP

Cambridge Unit Standard Operational Procedures (SOPs)

L ] ° [ ] L

GHERE A
* TMG (trial management group)
« IDMC (Independent Data Monitor Committee)
*»  TSC (Trial Steering Committee)

BFICREBICE > TNDCE

« CRF
#t CRF ZFICHRIA, S5 MEDH web N—2, eCRF Dt2w FPw FICHEBERIR S
BRI R U TREETIER0N,

o EREECTONI—ILRR
INTOBBEE(CRIT DIFFRIE CRF TEHHSN. EENIH 1 VT DBEBUEDF T v DI
Y1 YFTRINEND D, MHTEEDFMEZEHDY VY IDEF T Vv IITINCNIEER
THd, EZA—IEISVIATCRFEZREZATTF T VI L. BERZHERT D,

Tty
WET —2 & UL UIEIREIERD@RITRIC Y —Y LT D,

- CDMS
#t CRF TEDRET—PDANDEDT T UHEIT, CRF OEREIC MACRO &> TH\B,
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@& | ICR:Claire Snowdon, C.MacNamara, University of Leeds:Will Crocombe
A ARARDE GFEER. pERE ZER. UPME. FROR. B LE
‘|iEE

ICR &[& -

ICR (The Institute of Cancer Research) (d. O F Y ARZICHET DERKRFAFTOXREDL
Zw bTHD, #HETFED Judith Bliss BISEER(C, ERRIATNDERET. =M. BEMICDL
T, BRERBKIVARY v A FTERSNTU\D, ICR T3, I A, WMEREN A &
FBEME. XS/ —VRIUWRESY 1 TahihE UHERM. BEEFEETE/N 7
V—hNH—%Z0TDE I BRIUE I BS5 VY Mo EESEERIMIERRE LU TUND, JIlZ
B ADPESFTOVIE ICR TERSN. £ 1 ERISEMESBESUCRIOITY
TESNE,

ICR CTSU [JIUTD 4 BIFID SEARSN TS,

+ Statistics and Analysis: 11 &

+ Research administration: 4 &

* Trial / Data management & Quality assurance: 49 &
* Information technology: 7 &

ICR CTSU Dftig s
Stat. DM, Operation &, HEEZDIILUIR— T D, ZOAIC. TP VD0V 3 VOR
BEERANRY v R FEEREE LTS,

s FT=RAIREY—JVICDNT

— EDC, Paper "% BEAMICIE EDC ZBLT D, EDC YRFAIF, REIELT
MACRO ZHATBCEICH—UTUD, MACRO TIEIXIMHTEIZULDE, HHEER
EENDDIGEICEAUIFTIVI AT LADEREOETHDN. RESBEEN, FE.
Paper CRF ZfEATDHARICHNTE. @IRSNIE CRF DANY—)LE LT MACRO &
MALTHSB,

MACRO &EE ULEHIE. W<DHD EDC #RBELEEST USSR, MEES MBS
VZDEREBENOERD, FIZU. fRHINSNERBICELDIENDIEBETEEL. BDED
EDC [CRHDHEEZE+DITHBIZ UTWNT, DDIEHU —XFIILTH>IEENDEKT
HB.

s IFRE DD, MS Excel, Access EEN—REUREAUIFTILIYZAFATERUZIEN
SBEEHZND?

— ZMFFET (GCPH) DERFBEEWBCICCLEELNEEZD, F2. -0
Falsq, A-PEUFT v —, EBURE. ENEBZATEAUIFIVYRT LAEEA
FIRIGENEXAY v FHIENERDS, DE<ES, IRE ICR MR- ~T370Y 0~
[CRNT. ZOLDBT —FEHE),

« ICR TR EZE D I/UYIR— | (Stat, DM, Writing, Operation &) J3B8. 77V
033vaEBERUICTRIRDBRIDZI AT —Ya YHMEICRERDN,. ZORBISHNMED
DO ?

— WENCEBLREBITHY. ZNIL Senior Trial Manager DI w3 Y TH D, Senior
Trial Manager [ Data Management EFSICPIE L TU\ D, HARDEKZEZERE TETDC
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EN'S Data Management 2PN REEE X2,

« FRCEYOERREIEZB0E URERRIFZE (L\DDD8ER) &, BIFDERREERE
A URERRRIAZS (WDHBDEMFEHZT) & Tl YiM— MAKIRE, ZBULNEDDD?
— ERTDRFaAXY FDOEE. DLDDENDD D, LD U, Principle @ U TH D,

- EU CTI3ERERTAFEIEI R TE U< ICH-GCP BEXMAERD SNDERNTNBN?
— FNIEERTHD. EHDA ICH-GCP HRHTUD Principle (3. 85D DERERETZ
PHETFLTND, LN UICH-GCP [d, < ZFETE Principle TH. HBRER DFIED
TIEEICDVWTREISNDEDTIERNN,

ERERIF R E 2 d D4l LT, Stat, DM, Opelation ZhiMWC 7O v ¥ 3 FILDHI
ZBENTHRD., HREELZNUTHEE TEDEFIN DDLU,

BCENEEN >ECEN 3 mdb o,

1 DA EDC YT A% TMACROJ [CIR>TWNDEND T E, CSVOIX YT T Y%
EZZNIE. BDEOCBNICEH UL, HRIESN/Z EDC BRI DICENBENTHDE
WOBRBITIERBICEICHB>REDTHDERUE, Fe. BOENRDIYRTA (VY
—)L) ZEf—TDCET. ZOYVRAFTAICENRUMS. EREDREN QD LT DT ENE
FCEDEDCETHOIZ,

2 DI D POV 3N ENZNOBEEEN L. BRIKAROEHEERIECHOECE
DNoTNBD, KDPRKGEDDEHDI—F 1+ R—FDEBTHDCE, ZUTZED
BE|E Data Manager BB TCNBDENDTED, 2<DOTOY D FEEUBRZE
UCERE. BRENEEOSNEULIBH TH oI,

3 DBIJ. ICH-GCP (EU Directive) [J Principle THh3d. J75105 scientific guidelines
THo>C. FHRFRETESERFUCEDOTEHBRNECNDR#B TH oI, TEH5.
T DMBEONENREREEERDOLEDICHETINENEZDCENEETHD., B
—(EENTEFIBICK > TOMMEEEMREESNDENDBEZTTCTH DI,

MEDEBZSIG. BATEHRRKRWRZHEL, DOEEEZRESETNCLET, NWINE
SECRDEBONIE.
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HEENE | Michel Velten BRE At

HEE  IRARE CEBEH. DBWRE LDER

SUENVICHDTRI TN =Y —DAEIE—, F1—-FRREIETITETH
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