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Abstract

The Clinical Data Interchange Standards Consortium (CDISC) is an open, multidisciplinary neutral
non-profit standards developing organization (SDO) that has been working through productive, consensus-
based collaborative teams, since its formation in 1997, to develop global standards and innovations to
streamline medical research and ensure a link with healthcare. The CDISC mission is to develop and
support global, platform-independent data standards that enable information system interoperability to
improve medical research and related areas of healthcare. The CDISC vision is informing patient care and
safety through higher quality medical research. The CDISC suite of standards supports medical research of
any type from protocol through analysis and reporting of results. They have been shown to decrease
resources needed by 60% overall and 70-90% in the start-up stages when they are implemented at the
beginning of the research process. They are harmonized through a model that is now not only a CDISC
standard but also an HL7 (Health Level 7) standard on the path to becoming an ISO (International
Organization for Standardization) /CEN (European Committee for Standardization) standard, thus giving
the CDISC standards (harmonized together through BRIDG (Biomedical Research Integrated Domain
Group)) an international status and accreditation. This publication provides a summary of each of the
primary CDISC standards in addition to two CDISC innovations that are designed to improve the value of
the standards in terms of enabling higher quality medical research done faster and with fewer resources.
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1. CDISC#Z#

ARG TlE, CDISCEHEIZ DWW TOME % &R
T 5H, mANST — 2 IIEIERETH 5 CDASH %
HUY B, fen CERREEHED ODM, R 7 —
2 HOLAB, &FEAXCRF 7 — 4 &5 LU 7 —
%y bHOSDTM, SEND, ADaM DJIE i 3
$5. ZFOWIZX3 Protocol Representation i,
FHEICFEE DO WA T — 2 OFHli B HE & 4 5 &
5, BREHE B K OHEEICET 52HE & XET %
BEUETH 5. & 512, & CDISCHEUED FMI % F2
B4 2 BRIDGE T &, —@HOEHER] TREIRIC
B3 % fH AL FH % % 3 2 % Controlled Terminol-
ogy (WEHIHEEIAR) & CDISC Glossary (JHEEH)
2OV TOEWNERT. AMOEK%ZT,
Healthcare Link &K OFSHARE &5 22D A
N=¥ g VIZDOWTHIIT 5. DL EOREHE EER
DGR 5 L THEOm EIZHFSG§5 L %
AL, & 5WAHHDOEANRICHIBL TWhd
ZEEHENIT B,

1.1 Clinical Data Acquisition Standards
Harmonization (CDASH)

CDASH X, 7 — 2 OMEEME L mE O L
#HME LT, KRB KCERENRT — 2 OIUE
#HR—-FT5EDTHB. ZOHMIE, FIi
Case Report Form (CRF : JEBIH 5 ) @ [content
standard (NEFEHE) | 2 SEBICHEDDOTIEKR T S
ZETEKEINS. CDASHIE, KD CRF k5 &
PA V12— A —FXRXL—T 4 VT AT LOM
T, EHLOTEMET - 2Lk E2 0T 5 &
WO MBI LTS, ZOZMENE 2
5 FHERD KR KT & A 20 akid, KER S
R (FDA) LIk > TR S h T 5.

2006 4, Association of Clinical Research Orga-
nizations (ACRO : [Z 3BT 5 Z 3R 2)
& FDAZ, [EIFEM 2 BRI E LR T H %
CDISCIZHf L, FEHE(L & 7= INE & R D e il
HEHOMERICHD M &S Kb »ir7. EERD

17 DA S B 2 B e i) 7 v — 7" 23 KK
SN, CDASHORBEZEE T2 &ilkh 7.
FEaHMNE, REBRFEMEDTO T — 2 IE % 5%
k4572002, BKHT - 20307 -4, B
K ORBIEAETH B 7 — & 2 YUET 5 Rithh 5 4%
BN X NS RNRO T — 2 INET 4 — L N &
FET 2 Z L7257 Sk Ria OBRFEIC
BT 5 ETBEEF— 27 4 =)L FEBINT 5
ZERRHOENTEHY, RERKIEH I CDASH
BT 4 =L FADBMT 4 =)L F&ZRICHET
5ZENTES.

CDASH iZ Study Data Tabulation Model (SDTM)
IZHESWTn 32, SDTMIZCRE» 5856 h 72
FWRDF — 2 NE & FDA IS, - FEET %72
WOEHETH 5. Th o OFEUEITERIZBE L ¢
WRRHMIZRZ D, FFICHEZE (SDTM) &7 —
AL (CDASH) EW9#EWAH 5. CDASHY
UV b F—2Il&ko TRESAEREANL
F—=2WET 4 =)L FiE, SDTMIZ? v ¥V
EhTkbh, SDTMFEES A F (SDTM IG) (ZH#E
L Tnb.

AFKCDASHIZ16 D CRF LR AN T — 4 F A 4
YONFITHTT A EHEOER A HE LT3 72
¥, CDASH O XFSHIPHIZ FEHER) 22 CRF DFBED
FHA VEEERh TR, B2 52D00F A4
VBN, YT TRV N F—LTHS
CDASH-ODM i, #hg TaeAH D vl g & &8 1
CRFORFIZET LT3 (Fig. 1).

CDASHFFHERR, RBHIH»r 60T —2s 7 u—
CEOm EEERE LTS, ZOREKE LA
RO 121, FRBRFEEhEEE TRk (T R Al A3 g ],
TEHE(L XM= CRF 7 4 — )L F #7213 14
KCHERT 2 Z &N TE, DANESES 5727 —
AANTEEEHIRCTE S 2L TH 5. FEUEDF|H
2k, WIS 7 — 20 NEN BT 51Eh,
REA D S HOENT — 2 B 5 2 LTk
ERIZBYS I 2= —va VK ODEICKE
D, $hEEEEL HS. X512, AT -4
FHEERE R CEATIE XN, Ths O
TR AEEER T 077 L1288 TE
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Fig.1 Sample of CDASH demographics CRF
in ODM transport format

CDISC CDASH
Annotated CRFs

ODM Sample:
Demographics

Conformant to
CDASH rules

5. ZORRE, FDAOFE M Y FHIZEUER X
(SDTM) OBTFF — 4 02l & h, REOBHIE
PERTETCOTO X 2T IDAHEN L L DIZK
3.

1.2 Operational Data Model (ODM)

ODMZ, MEIRMIRD A 4 F — 2B L UVF — 4
DOl T — A4 THEEET S LRGN T
5. ODMIZ, 7 — 2 B EBOEHEIE , 5 ILE S
hBLGAICREMENTH S, ODMIZFDA D 21
CRF Part 11I1ZHEHL, D F D HERDMKIC & i dk
ABTAEHICEZINA D 0 B B A7
LT3,

ODMIZ XML (L3R AR~ — 2 7 v 7 5 i)
EHAHL T3, XML o R 3R R IR
Y7 b0z 7 85O L BOBEEE OB TIAL
FIHENTWET -4 MIV—LT -2 ThHD
72 %, CDISCIZODM#= ¥ 9 %12 » 72 D,
XML #®H LU TR T -4 e x4 57— 42 %
FHTBHZLIZL7 XMLTIE, &7 &Eh
BEETHEOTFT -2 ONEERETS. 729
DXMLOFHHTH 5 [J@M] 2P 2 &, B
BT 2B RERTZIENTES, 2Lk
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213, oy 27 L3 0EL T — 2 B35 i0RT
3121, ZhZhoBGREICHROGHEORMER
RO FEEHNOETELS BERD 5. XML A
DI BDIEZH L2k TH 5. ODM Z F —
7 T, %215 U7z XML 3 A ODM FZ #E |2 5
LTWB7E S EWNICIHERT 2 Z &8 “C%
5.

ODM IZEEIREREED 7 1 & 2120 < D2 DF
#7269, ODMIE, HHIMEAHHRT % EIK
W7 — 2 LB AR T OISBE R T RTORMK
PWEEATOBME—DBRTH 5. WK
TS 2 RBEDH 2 MED T 7 4 LIERDOEK
ZHlES 5. X 5120DMICIE, BRIRT — & 25
D5 L B2 EX v 5 E O M £
GENTWS., ZRETHFAL V2L, 7—4a0
WE LD H 50 ERABEPRICELT S Z &
WTES.

INEOFEIZM A, ODM I A AF i 4% B
LRl E LR T A LA TE S, ODMIEHIHM
Db, TRCOERT — 2 LBHE$ 25 M7 — &
ERFEL, EoF -2 &HEL RV, iREBRaki
B A4 DT —2IEFDAIC K B FE R ARIT 5
AHED B 5 728, ZhEHHI~NoxG E, JERE
IZEELRMNTH S (Fig. 2).

BIEDMR T — 2 By 2 57 4 (CDM) & i
3 % BEEIZ I 2 ¢, CDISCIZH|H A B¢ % ODM

V=)Lt MMEOHEERMEAMRL T2 - —
D15 M % 1/ | X+ % ODM Certification Pro-
gram (ODMGRE 712 5 L) ZHGEL 7=,

XML 23 & h 5 H o ffl & L T Define.xml 43
FEFeohsh, ZO077ANVEFHTSE, T
Sy b CEOWE & AT U CEEH Y & 4
BITZE21F», BOBLHAWSRAER) V27,
I—FVZXNEAESTEZENTE, T—2&y
MMERO M X 5. Define.xml i, FDA
® Data Definition Document (7 — & %) 12
Mt X TV B R/NOFDA B #5724 kT
HEET — 42ty P EBRERT DDA LT =4
MWEEFRLL, HETS.
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Fig. 2 A portion of the ODM structure showing the audit trail support

1.3 Clinical Laboratory Data Model (LAB)
BEIRTIZET — 2 D5 B, mRKOMKERD1D
EMEETNE NS T —2TH5. CDISCiE
R YN=IZIFO»T, EiRARE T — 2 O B &
OO FEHEE 7 )L (LAB) %FA¥d 57200k
TYTATIN =T ERR L7z T NLAENC AT
LT\ 2GR BE 7 — 2 O3 L, iz <
JERNRINT, 74 —LFDEEIA TS TH S
b, ATIHHIZ IR 7 — 2 AL TE S
P, ARBEICHEMETH S &R AR Sh Tz
7280, HERTHED LKL TWEI 5T,
FhEHE 2T, CDISC LAB & FLIIMRESRS
R L OHHERIP A 23§25 Z &8 TE, pEER
O FRISIB TE D X HIER ST 5.
CDISC LABIZHERBARE D = — LB A 5 X<
BT — & LB F — 2 OMFIZHIET 5 Z & w8

TE, KDEMAEREDGAITHNT 572DI12F
FILERT DI LN WRETH S.

LABIX, LABTF — Z OXRIZT TS h
TSP OEREHEEA T LT, W<DEDRLS
JIETER RS NEIEMETH 5. ODMDIEH,
ASCII, HL7, SAS TransportZflifi4 % Z &
T&%. CDISC LABNAEFEHEIZ KD THLY
V3xyt—Y I N, 20114, fiHX
nTniEnZ & # B2 HL7 RCRIM (Regulated
Clinical Research Information Management) 12 >
THEIEAERE N7z

LABEF N ARRFEEEE a7V IYED2D
DG 65, a2V T Y BEEENTH D,
WLLTT74 - L FERET S, FRFIIHNS
N AT K > TENT 5 (Fig. 3).

Fig. 3 CDISC LAB model layers

Implementation Layer

L

Content Layer

{ Core Lab Data Model }

4‘?{ Microbiology Extension ]
%{ Genomics Extension ]
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1.4 Study Data Tabulation Model
(SDTM)

SDTMIid ke b E 72 3@E 4 xR & U 7=5B T
N D HMOMIBK & 7R3 AR ikl A 2 SR
4 5. flhod CDISCHEHE L SDTM I8 4 KIT T
728, SDTMA\D T — & Djii, 2% H CDASH
B XU LAB» 5 SDTMAD 7 — & Offih % ¥iat
THZENEHETH D, L -HEENTT -4 %
Hhlr 7z < WRISIEHEED — B A R OB EY D B
72%, CDISC Controlled Terminology (il F &5
AR) & SDTMIZAFRTH 5.

SDTM IF IR FABRIZ S L 728 & 12 D0 T
EXNBF THER—Y 3 v () 2Dl
THEFE XN T3 (CDASHIZH1) 5 CRF & [l
B, BXTHFR—v 3 Vid—HEOERIZX DA
WEh, =2ty FERET—TLADOTIZM
Wt b, BRERINT S 4 27— 21213, B4,
AL, JER, Fa—- FRHkAEEhSE. Zh
5DERIZADDF % E, § 7% b b identifier ik
W) 2R, topic (M ¥y 7) 2, timing (X 4
I V) AR, qualifier ([BAT) 282k h
5. SEHOZERDOEETH S [rule GBLEID | &
BIALE, Trial Design Model GREERT A ~ EF ML)
TOMEAIN TS,

W, SDTMIZEE 24 THR—2 3 Vid,
HERRE IR LE, WHT 27— 2%
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G—WMOF AL v ELTRKINE., FA ALY
IZIZCDISCHEHE N X 4 YV HF AR LR AL V &
W RO 7T — 2B BN, RhHEZEFT
FUAL TN TR WEIRICR L TERTE, Zh
12K > THIGHIC M E 2 T X T Ok & & O Ffkic
HIN—F BT ENTES, & bERRBRTIUE X
NZFEAEDF THX—2 3 VId, interven-
tions (JT A), events (J %), & 7zid findings (Fr
H) O320—f%2 5 2DWFh»IZAS. Th
5D—f% 2 7 2R F DOhd Special Purpose (F#5k
&) F XA v OEMERERIZONTIE, SDTM
FREA A4 F (SDTM IG) #2WDZ & (Fig. 4).

FDAOFEHXIZHIBEL TWB Z &2
SDTM FiRBETOF— 2 £H (F—4 7 2 7
Y ABEE) RN—= b F - EDREBT — & DS
A LFERE, A0FEN, RBROFAaLxE) %
Fhid 5 L TEIEFICHTH 5. BROME THY
TR ENOREEREC KN TT -2 %
SDTMIZY v BV 7432 L TEBN, Z5
L2z FBIBIENENTH D, 77— 2 DWME &%
AL S, B¥)H» 5 CDASHEA T Controlled
Terminology (FiHlFHEEARR) #HH L TTF—4 %
LT 2 IIIERITIEN T, FE» 58 TIC
BELETAL—RIT— 4 & L, SWEERD
TENTES.

Fig. 4 SDTM v 3.1.2 domain types and domains

S— e
Purpose

Adverse Events

Con Meds

ECG Demographics

EEXposurej E)ispositio@ Incl/Excl Exceptions

Substance Use Medical History Labs Subject Elements

E)eviation@ Physical Exam

Trial Design

Trial Elements

Clinical Events Questionnaire
————— Relationships
Subject Characteristics

T (CsurrouaL_J
Drug Accountability

RELREC

Microbiology Spec. PK Concentrations

Microbiology Suscept. PK Parameters

—————————
Findings About
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1.5 Standard for the Exchange of
Non-Clinical Data (SEND)

SEND X SDTMIZ KD £ F LT, FIZFDA
IHEH & 2 BB O JERRIR 7 — & & ik
LEEE LT, W5 -0icfliflah 3.
SEND 1 iRBRI<HE# 7> 5 FDANDIEREIR 7 — &2 D
Tk Z e 5. SDTM & [HBkIC, A THR— 5
¥ idinterventions (J7 A), findings (FT %), spe-
cial purpose (FFZEHE) D& N X4 ViZnfHEh
%. SEND TIENRCMBOMNE»RE 2720
12, BARMIZE XA VONEE RS, 72720,
identifier G&#I7), topic (MY v 7). timing (¥
4 3 V%), qualifier (B 1) D4DDH 7T ) —
THTHFN =V 3 VAR %E LT RITSDTM & A
CT®% (Table 1).

1.6 Analysis Data Model (ADaM)

ADaM X FEHRIZE 7 — % OFaH#Mr &, Zhic
e TFEME S h 3 METHMRETHTHB L Th 5. R
i —2+X v b KOHEE X 457 — 2%, FDA
IS TEX 4O TFT -2 D12 TH D, iz
RBEOREAT—21y I, $BRETT 7 4 —
N, VAN HB. SDTMT — & & v MR
AT -4 ORBAEMELZETLTH D, il
fEEdr =, FRARARERD H T b 2 FH#IRELO MREE
I3 IS/IE L Tuns,

ADaM I fENT 7 — & & v b O F — & [ & B
AATFT=HIZDWTHET S, ADaM T, £K
R THR=V gV, EHIEBTELET 41y

M AL, BRRERERD H 1 & FHF G 3
BIENTES. %77, ADaMIZk 5T, 7 —
&y b OBHTEER, BT — 42Xy b AR
UCTHEM 7 — 2 INOFREH IS R % 1572 5 i % 4
Y FICHRT 22 ENTE S,

Rt 7 — & 2w RSO K D, T
F—=Zty bANDT 7Y ARWE, FRETO Y
T 2T = I LOFERATREIC RS, 25 L
YV = LRENT T — & & o b OFER &l ORI %
Y, ThOETHITNTORBREEZIETS.
WUNCRBSE I N =T — 2 Xy b OTAEMEIRD
4DOTH5. 1) Hk»rOMfERII 2= -V 3
VEMRL, —~EAREOEPATRENE A FEBIL T3
ZE, ) TSI TESAZE, 3) VT by x
7 BHF A EHE T 2 72 0 1B T AL D TR A
a7 — 2B R T WA Z L, 4) BUER
AR Y — L icHfE L Tn5b 2 L (Fig. 5).

1.7 Protocol Representation Model (PRM)
AR T AT SRR TR O R E AR T, Wb
BHEBEHEHTH D, ZOXETIE, AEPH%EoH
W, T4, i, METR eI, Rk
o X B, WFZEikER O R AR INZIE, Bk
Fhmat 2 M UNCEET T 5 2 E RN,
CDISCIX, ANJLETZ A< HAHTE 3
TEUER) 25— DBR AR b, B THIARLD WHE
AR EMmEEFOEKIZIHIET 5728
Protocol Representation FE#E D FAFEIZE F L 7=,
PRM i3G5 ¥ §# & CREAERIC IR L Tv 5 1F

Table 1 SEND v 2.3 findings domains

¢ Water Consumption
e Clinical Signs

¢ Clinical Pathology
* Organ Weights

¢ Fetal Data

* Group Observations

¢ Tumor Analysis
¢ Vital Signs

* Food Consumption

* Body Weights

* Animal Disposition

* Macroscopic Findings
* Microscopic Findings

e Fertility

* Group Characteristics
e Study Summary

* Rodent Micronucleus

¢ Animal Characteristics

¢ Drug/Metabolite Levels
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Fig. 5 Sample of the CDISC Analysis Data Model (ADaM)

An ADaM dataset

should be named

Clin Eval 40 Suppl XXXI 2012

“ADXxxxxx"
SAMPLE DATASET FOR ADSL
Obs STUDYID USUBJID SAFFL | ITTFL PPROTFL | COMPLTFL | DSREAS AGE AGEGR1
i
1 XX0001 0001-1 \ Y Y Y Y 30 21-35
2 XX0001 0001-2 Y Y N N ADVERSE EVENT 38 36-50
SAMPLE DATASET FOR ADSL (cé(xtinued)
Obs AGEGRIN SEX RACE\ RACEN TRTOQ TRTO1PN | HEIGHTBL WEIGHTBL BMIBL
1 2 F WHITE\ 1 DRUG A 1 170 63.5 21.97
2 3 M ASIAN \ 4 PLACEBO 0 183 86.2 25.74

SDTM variable

with no

changes

ADaM

Treatment
Variable

2, T = 2L GRBGERE, KSR O KIS &
F2hii 4 3 BER RS Y 2 5 &4 (CTMS) D%
ICRIB LT 5. BRI & 2 HH L T7 —
AWEY — L E5EFK L, CDASH” 5 SDTM b &
V' ADaMIZH % & TRER A B LRI LT
I, R 7Ta2s 5 L0%8 kT4 TH A 2L
DFEDHBP ERTETHAIN—F2Z LATH
Tdh5.

Trial Design Model (TDM : BTV 1 > EF
JV) % /=12 Study Design Model (SDM : Fi%ET
4 >FETIV) &, Protocol Representation fE#ED
hR &KL, SDTMIZé & Eh b, FHEEUE
BREL 2T — 2 2RI 2EOF03 10145
&9, FDAZRERT ¥ A Vi oW T O X
NEBRABKRBET — 42y b & I T
52X RHDTWS. TDMREYT 2 &, kT
WA VAHET — 4 L iR S g & B O
ICHBERIETZENTSWIS M2k D, 2004
2N Y =2 XN SDTMOIRYIDIN—=V 3 ¥
IZTDM (% 7213 SDM) 2UEk X 7=,

Trial Design GRERT 94 ) iF, ikERIFhET
P > GREED RN ICHL D fildr 1T, ] % #5k
FIHLTHEBL, E0X>ETF— 252 HET3
MIZOWTOEIETH 5. BT 4 v OFAE

FRIZiE, epoch (AR v ), arm (Bf), study cell
(FRE: v L), element (T L X » ), branch (47
%), treatment (JA¥¥), visit (€Y v I), inclu-
sion/exclusion GEIN FRIHYE) 235 5. lERT
PA VIZXML & U CTERMEFRET, Ml To
B 1Z Trial Design Matrix GRER T A <
Vo Z) TRETZZEATES. TDMIZDW
TORHMIE, SDTMFEE S 4 F (SDTM 1G) &
Protocol Representation FEUEIZFEH X T 5.

TDMIEN— 2 7 4 VEHiEIZ i LTkl 7
gy MEBISHIBL, BT — 2 EE
EEFRTDHIENTE DHIEN, WEHMHETEIZE
HETH S, &7, FHEMYHIITDMIZLD 1)
BRIRGABR D 7 4 v & R < HEIZHE T & 5,
2) B rBOT A v ELKRTE S, 3) IR
FRERICE U 22 REE DB A Ff DT — 4 o 2 TNy
ZEHETIENTE S, 4) BRI CHEEREIC
KU CEHE S h7ziafRvisit (K v b) &, 5
BRICATbh 2 iG# R visit (EV v b)) &g T
5.

Protocol Representation 7" )L — 7 D F 7 HIJD
1213, ZhZh oIt EH 2RO 72 &
i &R b IS, —Mery 2 A BRI hEa T O N
BELE, RBTELEIIIT5Z L7257 &
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72, ZOREUET D S W B TR RITFZE O GRS
Ja e T & B EE I LI Th

D, BEFORHEIZ LD IEWMARMML T, §T
DY AT LIZEH W TRRIZEE T 2 M AER %5
BILCW3, BUE, #H UOVEBRF s b
XREICHAMATZ 3 RN AERE LN 3605H &
T4 7 7)) BALETE L TV B, Protocol
Representation Model ® /5 — ¥ 3 v 1.01F, FH
s PRERMB OBItR % £ F 729 IZBRIDG E 7 L
TEHEEN T3 (Fig. 6).

BIAE, FF vl &8 7 Study Design model ® XML
FHIZX1O(FEL T % (ODM). kOB TIZ
FRBR TG O/ERE (AT UML (f—E7
VYO ER) ETVICKEL ThRWN) ASREEHE
Ol % EKTE 3V — LOARNTHOI S TE
Th5.

1.8 Biomedical Research Integrated
Domain Group (BRIDG) Model
BRIDG € 7 )L 1%, FE 124D D 3 5B ik
(CDISC, HL7 RCRIM, NCI (National Cancer

Institute), FDA) 2 #[E TIEK L TW3 ETIL
Td 5. BRIDG i3 #4780 CDISC fZHE % BRI L T
HLE X, HIRO CDISCEHEIZXfIB L7227 7Y
=g VEREWVRIZTAZ LT, BV ZT
2 ORI A 2 SRR REOR 5 5.
BRIDG EF LG IEFICIAVH A R L& LT
B0, Fk, SEUEICHIBLZY -LERKET S
ICHEHETHS. ZOETFNMZIEAZLUMLE
FLTHY, VI o277 7))V r—vavik
VA & — VBRI U CREIRIC R 5 ik 4 2
4 %. %7, BRIDGEF LI, ¥ AFL[MT
DA L= R BARER T — A R A MEFCHELT %
LEZEND. TOTT IO A
EEFRT S I LT, EEWIIEOEHE 4 m K ICfEAE
55 #%MAEPEBT 5 Z & AT E, CDISC,
HL7, NCI, FDAO T RTOREHR Y 7 b ¢
T E22IF Y - AR IS A A IC R 5. wA
ARERAYR A M 2 B9 51203, RS,
TZErRE, JRHIM R A BRICE L TR Rf %
HOZLERMETHS. ZOEKRIZOWNTOILE
RIENBRIDGTH 5.

Fig. 6 Diagram of the sections of the PR Model V1.0 and development steps

Protocol Representation BRIDG Mapping; PRV 1.0 Standard XML Schema
Excel Spreadsheet Harmonization Documentation Development

Clinical Trial Tracking,

Study Summary (SDTM)

Clinical Trial Registry

Eligibility Criteria

(most common)

CDISC Trial Design Part |
(arms, elements, visits)

CDISC Trial Design Part Il

Planned assessments
& interventions

(NCI Study Calendar)

CDISC Statistical
Analysis Plan

Other Protocol
Template Sections
and Attachments
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1.9 Standard Controlled Terminology
(BEFZFIAZEESR)

Rk A H 9 2 ERANE, 2 hk7ZA FIERR
R EEROMANRD 5 &S R E L
T3, EEL XOEPEMRTERO 2 — M LA
NS &, AR BE DN, T ORBE,
FR 7 1 & ZVTRELHE U TE < OB B EIC
7% %. CDISC Standard Controlled Terminology
(BESKFAZBER) MR, BRIFRO —Ho
i 1L (Protocol & CDASH A &, LAB, SDTM,
ADaMIZE % £ 7T) 12%1F 52 CDISCEF LD
BARROBEMHIZIDA B Z L EYYIOTFRHBE
LTz, ZoOHE@EEREER, FDA, EE
RERIFZEMOREE, TS EFS 2 abhEB, = ohheRe 2
EOBBRHAE»EBML RS VT 4 T2k ik
FTHD SN TWD., ZOHERRF—L1F, &
512 NCI®D Enterprise Vocabulary Services (NCI
EVS) & HBERIZH 512, ICH, EMEA
(European Medicines Agency), 1SO, HL7 RCRIM
& M) A 217> T3 (Fig. 7).

2 < DRZEFIREITD 7 > TEHBICHMERAED
B A U, MR M o FHEER R %2 Y3
52&T, EFEEFHT-FRHBOL Y b EAE
U T & 7z, FEUER T 58 A 2 SRR AU AR L 1 %
FBLT 5120F, FHEEARRISE U CIEIBOKHE TRItR
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HOERMVBRONIMENH B, ZOHELEFEK
4% 72%12, Standard Controlled Terminology (f%
UERR I EERCR) F— o, FREERR D ERENIC
FHTE28DIZE5 L5FOA—T VY =2
FHEEARREZTGHL, EELENEGRELHEL,
i oD EEHEA LA =P BRI e Mk & LR TR 4o
DENDL, TRTOCDISCT — & E T MG
L7-HEERRZRI L 2. BUE, T OHERRI
NCI EVSIZ&k > T &, CDISCIZ&BHiL
WiEHE T 2, FIEORFE IS U Tk 12
HHEh T3,

1.10 CDISC Glossary (FzE%E)

CDISC Glossary (FEEE) (FF2EMIC, &Y
#10 CDISCIZ & - THI® TOMH G 2 i F % 1
IR e 5 72, T OIEFITA H 4 CDISC FE#E
FEE I BUE S AF 1M EH & h, CDISC D Web #
4 b ¥ & U Applied Clinical Trials TAR & T
W3, BRRAFZE CHREICHI I X h B HEED T %
R, ZOHBHTHG G N IEEE % HEE R TRl
LTW53.

BRIDG € 7v, HHEEH, WHblHBEERRIZNY
g, —HDOCDISCEHEDREIZHIEL, Zh
5D E T I OFA & BRIZBE 4 2 M A ER %
4 % (Fig. 8).

Fig. 7 Controlled Terminology broadly supporting semantic interoperability in clinical research
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Fig. 8 The CDISC suite of standards: Protocol through reporting
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1) Electronic Source Data Interchange (eSDI :

BIMET — 2 755#) 0 — ER A D
KWK 7ae v 20FEHEHMNE LT
eSource (BTFMHT—4%) ETiIrbhs¥
ES 5

Biomedical Research Integrated Domain
Group (BRIDG) EF )N — #—EFV V&
St (UML) #fiH LT, ERRMZCEETE L
RHEE RATUE 2 FH§ 2 2~ v T & K
ERCE A CIATIES /A

Integrating the Healthcare Enterprise (IHE)-
CDISC, Retrieve Form for Data Capture
(RFD) Integration Profile — [button-ready
(K VOLOTHRNEONS)] 70 /0
V=, VA M VEALDT - TH—,
84 AL O BRGNS X B E S D
7% CRFOHEFIAT (e Ak80%) 7% &%
L, EHR &R AR O E L S ¢ %
At T,

Interoperability Specification (IS) #158 —
EHR 2> 5 ¥ Wi 7 — 4 v b %155
2= A0 — 25T % 3D OIEHED M ATIZ D
W Rk, 2 IS i, KE D ANSI (American
National Standards Institute) 1Zd& - TH& B



X N T W72 HITSP (Healthcare Information
Technology Standards Panel) 72t 275
B X N7z TH D, Continuity of Care
Document (CCD : #2 ¥ & ¥ XX &), RFD,
CDASHD F#EFIZ5 kLT3 (CCD%
CDASH!Z~ v ¥ 2§ % Clinical Research
Document (CRD : E#IRWIZE ) %4 L T,
CCD %5 CDASH % 4:5) .

ZOTFk DEDRFDZfHL Ty -2 70—
Z1EH L CDASH (b KO LM EHRE & Dfho
BEEMEICH D 7 —4) #HEKT 5 kI, BUE,
HROMOE L TN T2 (Fig. 9).

2.2 Shared Health And Clinical Research
Electronic Library (SHARE)

SHARE (3% 5 (2 F| F W RE 725 Ry B O & -+
T4 77T, JedE & R LTk CIEE(L
INTT — 2 BEREREFEBTS. Tho07—
ABPREFRAET TV r— 3 YRWFRICHIH T %
Zlid, EFMEORES, WKL EREOMEED
WALl D& A%, BRIDGIZHW\C, SHAREIZ[E
WE— R R A RFES R DT — 4L LTRE
Sh, FEMAREKRNE, 1SOT7 — 481 HEERR
2k bHiEEns.

SHARE (3 315 AJ RE Z¢ R (2 BH 3~ % A AL FH
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#8761, 77— 2OFFHEWRIZT 51E,
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3. o HEKRR D x v b (CDISC,
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4. BREZBISHID L 727 a4 2

MayoZ U = v 7 2%\ T, SHARE @ }§&E %
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TREBRFH 23920 < 7z (Fig. 10).
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Fig. 9 The approach through which EHRs that are ‘RFD-ready’ provide CDASH
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Fig. 10 Diagram of SHARE pilot
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