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Catalog] Standards DR—=T g IR ENTEHEN
Data Standards Catalog + Terminology Guidance for Industry - Providing Regulatory Submissions In THY ., CDISC FEIHEDFmE e
(FDA Data Standards Standards Electronic Format — Standardized Study Data (2152 F¥= A > BETHRL T MLERH D,
Catalog) - Change History kD> 15THD,

Instructions, Data Exchange Standards, Terminology Standards.
Change History ® 3 — R THEL Z TV %, FDA TH AR — F9 5 data
exchange standards, terminology, % ®/N— 3 U MBS TW 5D,
L SN TV VWb OEFIH LT —##HE1T 5 5513, FallcHE
T5HZ L,

* Ver.4.3

[Data Exchange Standards]
Electronic Common Technical Document(eCTD)® Data
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http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm368613.htm
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm368613.htm
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xlsx
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xlsx

Requirement Begins ##iZ A f} O3B0,
* Ver.4.4
[Data Exchange Standards]

Supported Version f#iZ SDTM Ver1.4, Implementation Guide

Version #fliZ IG Ver3.2 OV R — HMEHR DB,
[Terminology Standards]
LOINC ##IZ requirement date ®iE/,
* Ver.4.5
[Data Exchange Standards]
Postmarket Reporting — Submission to Global UDI Database
(GUDID) D3

CDISC Define.xml Ver.1.0 {2 Data Support Ends o H £} % 3800

“SDTM, SEND, and ADaM define.xml”?®7t#; %”Sharing
Structured Information” |22 5
“Clinical study data definition” ®7C#; %2 ”Study data
definition”|Z & &
[Terminology Standards]
FDA Center That Use This Terminology 7 7 A D% 4 & ATIC
CBER %3/
CDISC Terminology for Non Clinical Data Terminology %38
Jm
+ Ver.4.5.1
Ver.4.5 DERBREONE %, FEEOEEIZEOETERN
A" Terminology Standards” % Hilif:
CDISC O A~V E{EIE
“Data Exchange Standards” %5 5 4T & Sk
[Data Exchange Standards]
Define XML 1.0 ® Date Support Ends % FRN (Z& 4>+ T”03/17/2017
7> 5703/15/2018” A& 1E,

2.5 N/A http://www.fda.gov/Drugs/DevelopmentApproval Process/FormsSubmi  FDA Data Standards Catalog 2016/1/7
[1. FDA Data Standards ssionRequirements/ucm303265.htm IZHEESh TN AR—U g
Catalog] VR DA waiver

Guidelines for
requesting a waiver to
current supported
clinical study data
standard versions

BiRE R CIIEE T o+ —~ » Mo TR T — 2 22T 50 ;’Efiﬁf
HDHDOT, BT 4 —~ v MIEDLRORBRT — & ZHHT 25512
waiver [IRETH D, 2B, BT +—~< v M- TT — ?’kﬁfﬂjﬁ“
534 . Data Standards Catalog IZ4FE STV RN A= g &
DB, e A—/LIZ T FDA ~#gHHi9 %, FDA 1% 30 H EANIZSZ 55T 500,
fERfd 2 & REEE BT 5,

(fal®) % FDA ~HFET 5 ik
ﬁiiﬂéﬂiéhfz‘o‘b CDISC %
DB THERE L Tk <

VERD D,
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http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ucm303265.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ucm303265.htm

2.6 N/A https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubm CDER ¥ & O CBER (Z#eH T 2017/4/14
[1. FDA Data Standards issionRequirements/ElectronicSubmissions/ucm248635.htm LETT—XITET A RE
Catalog] AFTED,
Study Data Standards Data Standard Catalog oW A X' v A7e & AT —F OESFIEE# S
for Submission to CDER LIEmBI B E N TWD,
and CBER
2.7 - Definitions for Data  https:/www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/D  EREHEZ-C R E T2 B8 1) 2014/10/30
[1. FDA Data Standards and Terminology ataStandardsMedicalDevices/default.htm DETT— 2T HERE
Catalog] Standards AFTED,
Data Standards and - Data Standards Data Standards <X° Terminology 72 &, EEMERCHGREFZIZBIT S
Terminology Standards - Terminology BT — X OB T A R BE I TV,
for Information Standards
Submitted to CDRH - Technical Assistance
2.8 IIntroduction http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatory FDA ~D&ET7 — X #eH 247 2014/12
[2. FDA Guidances] II.Requirement to Information/Guidances/UCM292334.pdf IBRDOBEZEDT- A X
Providing Regulatory submit electronic ATHY, CDISC SEHF
Submissions in standardized study RKIAZ 2 A, SN T — Y 2 ETHETOBEOEMDS  ERECHRE L TR LERD
Electronic Format - data HHENTWE, EFHEO 7+ —~< v NOBESHRAR ZIZoONTIE 5,
Standardized Study III.Additional FD&C Act GEAEMEIKTLHEME) @ 745 FEICHEV, BRI
Data: Guidance for support (binding) %F£F>, NDA, ANDA } O%FE® BLA HEEIZER L, A A
Industry & 2%k 24 o A UBRIZBALAT 22 ToORBRIE, Data Standards
Catalog THLE 7=, FDA THAHR— M D8R, 74—~ b,
Controlled Terminology ZfEH L7z iF4Lid7e H720,
KRITA L AN B LT itk # & L C Data Standards Catalog,
Study Data Technical Conformance Guide, SEND Validation Rules,
SDTM Validation Rules 3 L ENBIEHE SN TR Y, EHMBIZT v
TT— NE, BKFIEERR Y =7 A ST 7 BEAFRETH D,
Introduction Ti% FD&C Act @ 745(a)FIZ SO\ CREEH SN TV 5,
AL TIX submission type, BT HFEA390FR S 4% submission type, 7&
FHFEICLER B HERIEE, REREEIC OV CRRE STV D,
BIZFDA L DI—FT 47, BAR—=RMIOVWTHREREFH SN TN D,
2.9 1.Introduction http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatory FDA ICEFHFHET A O 2014/12/1
[2. FDA Guidances] 2.Background Information/Guidances/UCM384686.pdf REHEENFLH N TN D,
Providing Regulatory 3.submissions under

Submissions in

section 745A(a) of the

KA X ANNE, BT A —~ v NERE LT & A 72 A% FDA
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https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm248635.htm
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm248635.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/DataStandardsMedicalDevices/default.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/DataStandardsMedicalDevices/default.htm
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM292334.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM292334.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM384686.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM384686.pdf

Electronic Format -
Submissions Under
Section 745A(a) of the
FD&C Act: Guidance for
Industry

FD&C ACT

MDIFEHTE 24 » ALUENSIZZFD T +—~ v ML AREZBIE LR

E e bl S TW A,

RIA F 2 ZNZE, BTGS2 E 72 submission type, #7-HIFE3 kR
I % submission type, ffk SN H GG OXHNEIE, HFEEMFOFEES
B, BYHFEOWECEY, EFE 74—~y NORGETEIFT v 77—k
Rl 7 EEii STV D,

210 1.Introduction https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulator — FEFF &5 DO BREFIH ) Gl dk S 2017/4
[2. FDA Guidances] 2.Background vInformation/Guidances/UCM333969.pdf TN 5,
Providing Regulatory 3.Requirement to
Submissions in Submit Electronically A& A &> A2, BB E, ETHEROERFENTEHINT
Electronic Format - Under This guidance %,
Certain Human ZDOHAF AR L OENZE EN D HEEEIL, FD&C Act 745 %=
Pharmaceutical Product IZES S BETORFEIZBWT, 2 E LD X 5 IR T 50220 T
Applications and FHALTND, ZOHA X ABXOEIMEEICIZ, S 5ICFEMZ
Related Submissions B4 4 Fi% eCTD Technical Conformance Guide (ZFC#H & T
Using the eCTD 5.
Specifications: guidance
for Industry
211 1.Introduction https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulator  Electronic Source Data (2[4 2013/9
[2. FDA Guidances] 2.Background vInformation/Guidances/UCM328691.pdf T HHESTRIEN T ST
Electronic Source Data 3.Electronic Source Do
in Clinical Data KITA Z v A1, FDA Bl OFEARRERIZI 1T % Electronic Source
Investigations: 4.Use and Data DUUE, L E = —, B OMEIRICET A HEREHENZH S TV 5,
Guidance for Industry Description of ZOHAF AL, BETT —FONUENGIRNE T, 77— DOEHEME -
Computerized AR IO N L= T B RAET DI EEENE LTS,
System in Clinical
Investigations
2_12 1.Introduction http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDat R T — 2 OB HFEICH 2017/3/23
[3. Technical Guides] 2.Planning and aStandards/UCM384744.pdf T AR AREERL L B D
Study Data Technical Providing T —RF RN E L DD

Conformance Guide

Standardized Study
Data

3.Exchange Format —
Electronic
Submissions

4.Study Data
Submission Format —

Guidance for Industry — Providing Regulatory Submissions In
Electronic Format — Standardized Study Data (Zf}fi3 2% F¥% = £ >
FD1OTHD, BARIC, 43 H L 10 HICEHINLD, ZOMDH
AIVITTEHSNDZE DD,

[BZZ o<1 —]
1. AKX AREOE R, B, WEBEOFIEZEIZ OV GERINT

ncTkv, BT —XEHICH
THEBOBICHIHT 5,
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https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM333969.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM328691.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM328691.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf

Clinical and
Nonclinical
5.Therapeutic Area
Standards
6.Terminology
7.Electronic
Submission Format
8.Data Validation and
Traceability
Appendix: Data
Standards and
Interoperable Data
Exchange

Glossary

W5,

BT — % OEREALFHE & SDRG (study data reviewer’s guide),
ADRG (analysis data reviewer’s guide) (ZOWTEEHEH STV 5,
BfE, FDA TYHR— h LTV 7 7 A AFER O & R FHEL O
FORFIHIZOW TR STV D,

BT — X ORHEIZEE L, CDISC, %572 SDTM, AdaM. SEND ®
EFE, B, kB LU BRI EHEIC OV TR E N TN D,
TA (therapeutic area) fEYEIZRET 2 2 2 v MO ENTEH I N T
W5,

et & (CDISC Controlled Terminology, MedDRA, WHO Drug
Dictionary %5) Z A3 2O —IEEFHE L ZRFHIZOWT
fishTwna,

eCTD ZfH L CTRERT — & 22T 272 DOtk & Rk FIHIZ S
WCERIRiS TV D,

NYF =2 a VDEFRK - V—IVBXONT—%D L —FEUT 1,
BV —T — 2 O INTeT —H ~DOEHEZD b L —F
EU T A ZOWTEEHA TR ST s,

- Ver.2.2 (ERUETHER)

SDTM K 21 »»#E T, EC (Exposure as Collected) 5 J O DD
(Death Details) K A1 > @80

Therapeutic Area Standards ®E T, SDTM IG FA A > &
Therapeutic Area User Guide % Bh#EfHT 72U 2 kDN
Terminology @ % C, Laboratory Tests MIH HiE N

- Ver.2.3 (ERUETHER)

1.3 (Document Revision and Control) : 3 J§ & 10 JIC#ET Sh
52 DR

4.1.1.3 (SDTM Domain Specifications) : EC 3 X TDD F # A
T BT v TTF— b

4.1.2 (Analysis Data Model) : 7% 7 ¥ a3 v & EHEDOH

1D

5.1 (General) : TA KX A 2OV CERFBIIZIWEHE AT
BEE 772 L DHHE

- Ver.3.0 (ERUETHER)

3.3.2 (Dataset Size) : T—# & v %1 XDOHIfR%E 5GB 2Lk
4.1.4.5 (Data Definition Files for SDTM SEND and AdaM) :
Define.xml (Ver.2.0) % Preferred Version &9 %

5.2 (Supported Therapeutic Area Standards) : F DT — & 1=
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#£% SDO (standards development organization) 7> 3 H &
=%, FDA BT AT A M %5 L, Data Standard
catalog | ?%%ﬂiﬁ“é if (%, FDA (3% DIEHEZ R — k L2\,
C RUEMAT & L IEE BEIEN FDA LS R—hEhTn5
6.1.2.1 (Use of the specific controlled term “OTHER”) : CT D
“OTHER”IZBH3 5 H DB
8.3.1 (Study Data Traceability Overview) : ¥—4% hLHt 1
TATa—DEAT T NIET BiEE OB

+ Ver.3.1 (ERERTNE)
4.1.1.3 (SDTM Domain Specifications) : Trial Design Model
TDL)D %3
4.1.3.3 (SEND Domain Specifications) : Trial Design (TD) &
m
5.2.3 (Diabetes), 5.2.4 (QT Studies), 5.2.5 (Tuberculosis) : HF
B
8.2.1.1 (Conformance validation), 8.2.2 (Support on Data
Validation Rules) : BN

+ Ver.3.2 (ERLRTNE)
2.2.1 (SDRG for Clinical Data), 2.2.2 (SDRG for Nonclinical
Data) : Naming convention ® B/
2.3 (Analysis Data Reviewer’s Guide), 3.3.3 (Dataset Column
Length), 4.1.1.2 (SDTM General Consideration), 4.1.3.3
(SEND Domain Specification), 5.1 (General), 5.2 (Supported
Therapeutics Areas), 8.2.1 (Types of Data Validation Rules),
8.2.1.1 (Conformance validation), (Support on Data
Validation Rules), 8.3.1 (Overview (Study Data
Traceability)) : 15 8B
4.1.2.10 (Software Programs) : ¥ 7 b7 =7 71 7 AT
ey ke l=yll
8.2.1.2 (FDA Business Rules) : #iE/N
8.2.2 (Support on Data Validation Rules) : & /L— /LD e

- Ver.3.2.1 (FERSETHNE)

PR fE R X ORRAMELE

- Ver.3.3 (EZRBGTHE)
1.4 (Organization and Summary of the Guide), 2.3 (Analysis
Data Reviewer’s Guide), 4.1.1.3 (SDTM Domain
Specifications), 4.1.3.2 (General Considerations), 4.1.3.3
(SEND Domain Specification), 4.1.4.1 (Variables in SDTM
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and SEND: Required, Expected and Permissible), 8.3.2
(Legacy Study Data Conversion to Standardized Study
Data) : 1F#H O HIHE(L

4.1.2.2 (General Considerations), 4.1.3.3 (SEND Domain
Specification), 5.1 (General), 5.2 (Supported Therapeutic
Areas), 8 (Study Validation and Traceability), 8.3.1
(Overview), Glossary : FH BN

213 1.General Sponsor https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDa CDER/CBER (227 5 2015/5
[4. Standardization D Information taStandards/UCM447119.pdf Study Data Standardization
Plan Recommendations] 2.Production Plan % {ERKT 2D BROHELE Y
CDER/CBER Study Information Study Data Standardization Plan OH#ELEH2 71 TNEANFTE D,
Data Standardization 3.List of Completed
Plan Recommendations Studies and
Standards
4.List of Planned
Studies and
Standards
5.References
2 14 N/A http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/F  FDA |Z X 2 &EFT — X DEEH 2016/11/14
[5. Business Rules] D ormsSubmissionRequirements/ElectronicSubmissions/UCM523539.p  #EHEI/REIN T3,
Technical Rejection df
Criteria for Study Data
FDA Data Standard Catalog |26t > 7= &7 — ¥ #EH 2 FH AT S Hi
2. BEFF® eCTD Validation Criteria |Z Technical Rejection Criteria 73
Mz 57-, FDA I3 Technical Rejection Criteria 238 %272 A HIIZ,
eCTD ™ Website Zif U CZEFIT 30 HRETC@MZ 4 TiE,
2_15 N/A https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDa FDA |22 T 257 —2 DY 2017/3
[5. Business Rules] D taStandards/UCM546467.xlsx RABMIRIN TN D,

Business Rules

ZO3ET, TANERL, AHTHY, AERRLE2—L0E
PR— 57200, EVRREEZRL TN D,
WeRT —4 | FEEIRT — 4%, 32 0OmMFOZYE 3 5 L OIEA %,
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https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM447119.pdf
https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM447119.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM523539.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM523539.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM523539.pdf
https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM546467.xlsx
https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM546467.xlsx

2_16 N/A https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDa  FDA |29 25T — X DY 2017/3
[5. Business Rules] taStandards/UCM546468.xlsx T A —BHERIREN TN D,
Validator Rules
ZOEE, T PMEIHERL L CTNDH L AR L, FERR LY
2— L5 Z2 YR — b4 572912 FDA Study Validator 23 42 B4
DEENTND,
217 N/A http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards 2013 4E 10 A K8 T, CDER 2013/10/25
[6. Position Statements] /uem372553.htm L CBER 28T % SI BALOF]
Position on Use of SI FICET 2 RN RSN TE
Units for Lab Tests CDER & CBER i US THERAWV BT 72HAL (Conventional unit) ¥, CDISC D FHE BT
2RV ST HEALCHIE K ORE SN TERRR AT — & O Afv~D TR L TBLMERH D,
BATHIEZTHMIHF Ch 5, TRBRIKEF IXTREZR IR Y Bl L B = — Y
MBT RANARAERDD T EBHESEIND,
218 N/A http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards f#trY 7 + 7 = 7IZEHT 21% 2015/5/6
[6. Position Statements] /uem445917.htm WREH TN D,
Statistical Software
Clarifying Statement FDA AT Y 7 b = TIZOWTHREED S DEFEE L TV W3, A
LY 7 Ry =70 —V g VR EDOERITCE A LT iU bl
AN
219 + Important Notices http://www.fda.gov/Drugs/DevelopmentApproval Process/FormsSubmi  eCTD (2R3 2 [EH A3 Ha# < 2016/11/14
[6. Position Statements] - eCTD ssionRequirements/ElectronicSubmissions/ucm153574.htm T3
Electronic Common Documentation and
Technical Document Resources 2017/5/5 (NDA, ANDA, BLA) = 7-1% 2018/5/5 (Commercial IND) 7> 5
(eCTD) - Getting Started eCTD TORHNBMLEATHY . eCTD HA & v ADBE &~ K7
- Guidances BIIZEEI N2, PIEFRHRTOFIES, A X2 ZOfMEE L
« Presentations B ST 5,
- Additional
Resources
* Technical Assistance
220 « Program Overview  https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubm CDER (2 X %7 — # 1= #E B 2017/3/17
[6. Position Statements] - Accomplishments issionRequirements/ElectronicSubmissions/ucm249979.htm TR A RENTND,
CDER Data Standards + Collaborative
Program Efforts — Therapeutic 7 —# O#E#E{k & PDUFA IC LB /87 3 —~ o ARQEZERT 5720

Areas and Grant
Program

- What are data
standards?

CDER 5 —# ¥~ 11 7T NMIFEL S NTZy ZDOT 07T MILL T &AT
50

F— R IEYE D = — XA E

S D=— X DESNENL % R 5
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http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm372553.htm
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm372553.htm
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm445917.htm
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm445917.htm
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http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm153574.htm
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https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm249979.htm

- Why are data - RRREWI L, MBI EEER RO, BART S
standards important?

+ Types of Data
Standards

+ Stay Connected and
Involved with CDER
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http://www.cdisc.org/

CDISC(Clinical Data Interchange Standard Consortium) : 1997 4EIZR 7 > T « THAk (DIA Special Interest Group) & L TR &4, 2000 412 NPO & LT
EME SN TR 7o ERR R ) (SDO), fih o= HERASFERS (ISO, HL7, IMI. C-Path. TransCelerate BioPharma, NIH, #2545 LHEEEL., EIHN
DEFRT —H B LA X F—Z OBFRIREUSG. S, BiE. 7— 0 A TMba BT 5 EERASEFHEYE O ATV D,

3_LCDISC 0o ODISC st b Ao T, AR ST 72 A ST TN,
A Xk : CDISC Interchange, A kL —=1 7%
CDISC A A —2— D About, Standards, Partnerships. Resources, News, Education, Events, Membership 0% % 7672 EN o ~X—T E72i3& R
L, ATFICR L,
. BRHERA -
YA Brt4 ERE Table of Contents ) ¥ 7% FIFABR eSS
Download Summary T H
Protocol 3 1-(1) D 1. List of Acronyms and https://www.cdisc.org/standards/found PR E5 /LD HARM 72K ERK - 2010/1/27

Protocol Representation Abbreviations ational/protocol PR - SR 2 BRI 5 3 HY
Model v1 2. Organization of This x5,

Document AEF 11T protocol DFHE K ONT WA

3. Introduction to the CVETDHANAERGLE L TEY, "arms"

Protocol Representation and "epochs"% & ¢ protocol DIEED

Model (PRM) v1.0 TEFe & B D RFEICE R Z G T TV

4. Introduction to Basic UML %, F7ilBi7 V1 o, B G5,

Concepts and Terms KO GxE 7 > a o iZik

5. The Complete Protocol ClinicalTrials.gov °° WHO ZDOFREREE

Representation Model in SCRIHFTRE R BR 2B AT NENE

UML FNTW5S,

6. Protocol Representation

Model V1.0

7. Representations and

Warranties, Limitations of

Liability, and Disclaimers

8. Appendix
3_1-(2) D 1. Study Outline Document https://www.cdisc.org/standards/found CDISC PRM standard % & 2012/4
PRM Toolset v1 Template ational/protocol I A BIRT 5,

2. Study Outline Concepts
List

Protocol Representation Model (PRM)
O HIBUL ZRET D 729D Tool ZHE
2HDThHD,
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http://www.cdisc.org/
https://www.cdisc.org/standards/foundational/protocol
https://www.cdisc.org/standards/foundational/protocol
https://www.cdisc.org/standards/foundational/protocol
https://www.cdisc.org/standards/foundational/protocol

3_1-(3)
Protocol Wizard Web
Demonstration Tool

N/A

https://www.cdisc.org/standards/found
ational/protocol

CDISC PRM Toolset Version 1.0. (Z X
Y #4£ X 717- CDISC PRM Study
Outline TEFK I 72 X 512 Study
Outline document 33 & O'BE:# SDTM
domains OBINEEE I TV B,

CDISC PRM (Z#E U7z 7'

h 2= DR Z SRS %
=D RS TN
50

CDASH

3 1-(4) 1. Orientation https://www.cdisc.org/standards/found CDISC (ZH#EHL L 7= JERI R 2011/1/18
CDASH v1.1 ( Clinical 2. CDASH Alignment with ational/cdash ENER AT AT S
Data Acquisition Other Standards
Standards 3. Best Practice SEGIREHECTESTHT—F 7 1 —b
Harmonization) Recommendations RCH/hEY hD TV EREL
4. Overview of CDASH KT HHDT, CDISCHN U — RFT 254k
Domain Tables A =7 F7, ZOER#TSDTM 73
5. CDASH Domain Tables HARL7poTWD,
6. Change Control and the F72 18 RAA T D HADHELE
Process for Creating New T—=XIET 1 —L Rt s T
CDASH Domains % (demographics, adverse events,
7. Appendices and other common domains, most
therapeutic areas and phases of
clinical research % &¢),
3_1-(5) 1 OVERVIEW OF https://www.cdisc.org/standards/found fEBIERIZE 285 D7D 2013/11/22
CDASH Serious Adverse DOCUMENT ational/cdash OFT —F ENET HERCS
Event (SAE) 2 SERIOUS ADVERSE M35,
Supplement v1 EVENT TABLES — SAE SAE 7+ —AIZEIT 5 —#H O AE [HH

3 REGULATORY
REFERENCES
APPENDICES

OUEIZRAT B HMey7 —
ELEMENT % &te/= DIZBIIED
CDASHZEHE(ZH51F D AE N A A v &k
BTLZHo,
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3 1-(6) CDASH _User Guide_v1-1.1_  https://www.cdisc.org/standards/found CDISC (Z #EHL L 7= JEF RS 2012/4/12
CDASH User Guide v1 Library_Of Example_CRFs. ational/cdash EER T DRI BT 5,
pdf
CDASH_UG_1-1_1_2012_04 CDASH SE¥:pgIn s s, LLF
_12_FINAL.pdf DHDEET,
CDASH_ODM_CRFs_And_D CDASH ODM files
ataDefinitions.pdf library of example CRF's
3_1-(7) CDASH.ODM.xml N/A [l - 2012/4/12
CDASH User Guide and CDASH_ODM_CRFs_And_D
Tools Zip File ataDefinitions.pdf
CDASH_UG_1-1_1_2012_04
_12_FINAL.pdf
CDASH_User_Guide_v1-1.1_
Library_Of_Example_CRFs.
pdf
3 1-(8) N/A https://www.cdisc.org/standards/found research data @ A&k (X —
CDASH ODM.XML ational/cdash REDOBRIZZRT 5,
CDISC Operational Data Model
(ODM) iZ. vendor neutral,
platform-independent XML format T
H5,
3 1-(9) N/A https://www.cdisc.org/standards/found CDISC (ZH#EHL L 7= JERI R 2011/10/24
CDASH Data ational/cdash HEAERT ARSI 5,

Definitions and CRF
Examples (pdf)

Z 6@ PDF files 1. ODM-XML
CDASH files " HAER STV 5 data
F3% /% O CRF il 25T,
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Lab

3_1-(10)
Lab Model v.1.0.1 (zip
file)

D

+ the Base model Version
V1.0.1 and available for
implementation

+ the XML schema
implementation of the Base
model available for
implementation

* template for reporting a
Case Study to the Lab team

+ CDISC Common LOINC
Tests

https://www.cdisc.org/standards/found FEFRBEStEE AR P —
ational/lab < CRO LD TOT—#iL
EEITHBRICBIT 5,

MERRESE L AR P —= CRO & D
MTOTF—HRKIClT a7y
L7 —~y FOEERY U —23h
TW5, 5612, E7 /LD XML schema
representation }2 (* sample datasets 7%
EftIn TV s,

Base model Version V1.0.1 2350k & 11
TS 7 7 A, FEIZHIM RER 7 7
AV

Lab1-0-1-Specification (pdf)
Lab1-0-2-BaseDataFields.xls
Lab1-0-1-ReferenceRanges.xls
LabReviewBaseSampleData.dat

Base model ® XML schema 37350k
INTRY, FEICHHTRER T 74
VA

Lab1-0-1-BaseSchema.xsd
Lab1-0-1-Base.doc
Lab1-0-1-BaseSampleData.xml

Lab team ~7— 2 A X T — 5T
57120 T T L— R EELT 7 A
LabModelCaseStudyTemplate.doc

CDISC Common LOINC Tests :
CDISCCommonLOINCTests.doc

2003/8~
2003/9
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SDTM 3_1-(11) * 1. INTRODUCTION https://www.cdisc.org/standards/found  7&AFRH FHEFIZHLHIY B2 2016/7/5
Study Data Tabulation D 2. MODEL ational/sdtm H3 2 & ERRBR T —
Model FUNDAMENTALS Ty MR DERICE I

3. THE TRIAL DESIGN CDISC ® Submissions Data T 5,
MODEL Standards (SDS) F— A2 KV Rk S
4. REPRESENTING NDERF=2 A NTHY, FDA 2 EH
RELATIONSHIPS AMONG il 248 ~DAGBHFERHI R T2 ~ &
DATASETS AND RECORDS  #BA7T — & O IEL E5 L T\ 5,
5. APPLYING ODEL
FUNDAMENTALS TO + Version 1.5
ASSOCIATED PERSONS SENDIG v3.1 & OFi#E A = & U7-tkET
6. USING THE MODEL FOR  23{7hiv, #iizZadsil LT
REGULATORY --USCHFL, --DTHREL, --EXCLFL,
SUBMISSIONS --REASEX, FETUSID, --NOMDY,
7. SDTM VERSION --NOMLBL, EXMETHOD, ICIMPLBL
HISTORY EME NI, EOMIZH— A7 —
R—a 7 T AW CHT R
EMEnTz (GEHEE section 75 M),
+ Version 1.4
— AT —R—= g T T RTBW
T, ERARFRBRE L O'SEND (2R3 5 %7
T 7o B BN,
+ Version 1.3
WA TR 7 T T RTBW
T, ERARFRBRE L OVSEND (2R3 % %7
T 7o B A BN,
PLFTIZ A &3 72 SDTM Amendment
1 DNEZEHTE,
Trial Design OHEE O,
RF¥2 AL 73—~ hOFH,
Therapeutic Area Oncology Disease f¥F
L7 KA A & LT TU/TR/RS K 2
A U EIBM,

SDTMIG 3.1-(12) * 1. INTRODUCTION https://www.cdisc.org/standards/found  7&AFRH FHEFIZHLHIY B2 2013/11/26

SDTM Implementation D 2. FUNDAMENTALS OF ational/sdtmig H9 2 XX KRBT — X
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Guide THE SDTM Ty MNEERT AERICS R
3. SUBMITTING DATA IN CDISC ® Submissions Data T 5,
STANDARD FORMAT Standards (SDS) F— A2 KV RS
4. ASSUMPTIONS FOR NDERFXF=2 A NTHY, FDAZ B
DOMAIN MODELS il R~ D AR H R IR T D R &
5. MODELS FOR RERT — 7 Rk, g, 74—~ v b
SPECIAL-PURPOSE BIOERRRT — % & v b OISR
DOMAINS £ LT\ 5, SDTMIG 1% SDTM (2 2%
6. DOMAIN MODELS SWeT =2ty MERIZHER B2
BASED ON THE GENERAL A VETARHIR, — 1V EHRTDH
OBSERVATION CLASSES DTHD,
7. TRIAL DESIGN
DATASETS + Version 3.2
8. REPRESENTING itk D single PDF file |ZZ 4> W PDF
RELATIONSHIPS AND Portfolio & LTT A v &XEH,
DATA F72 11 OFF KA A %&BMN (EC, PR,
HO, DD, IS, MI, MO, RP, SR, SS, and
TD),
+ Version 3.1.3
WA TR 7 T T RITBW
T, BEAERABR L OVSEND (283 287
T TR B % BN,
PLRTZ A &3 72 SDTM Amendment
1 ODNEEFE.
Trial Design OIHE O,
R¥a X h7x—~v FORER,
Therapeutic Area Oncology Disease #¥F
B2 KA AL LT TUITR/RS K 2
A U &BM,
3_1-(50) 1. INTRODUCTION https://www.cdisc.org/standards/found AFEH FERFIHHI Y /I Hz 2017/1/27
Study Data Tabulation 2. PURPOSE ational/sdtmig H3 2 & ERRBR T — ¥
Model: Conformance 3. SPECIFICATION FOR v NEERT DERICS R
Rules User Guide THE RULES METADATA SDTM 7 —% -t v FOERIZHTZ Y | T 5,
Version 1.0 MODEL SDTM 5 L O'SDTMIG D /L— L Z HEHL
4. ASSUMPTIONS FOR T 572 OITHELE X 2 — AT
THE RULES METADATA ST,
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MODEL
5. EXAMPLE RULES
APPENDICES

L—L DK (Rules Metadata Model)
WZOWTHEIZHBl s TR, —r
~OEFERD D &L BT, BB T
THET= 72— VBB 256 OIS
L%,

3_1-(13) D 1. INTRODUCTION https://www.cdisc.org/standards/found Associated Persons (AP)?® 2013/12/12
Study Data Tabulation 2.ASSOCIATED PERSONS ational/sdtmig T —XEFAT ISR
Model DOMAINS T 5,
Implementation Guide: 3.EXAMPLES OF WBRE OFE, D WIINH#EES K —
Associated Persons ASSOCIATED PERSONS LW o T2 BRERE L S OBREE S
Version 1.0 DOMAINS T 5fE A (Associated Persons (AP)) 7>
4. REPRESENTING DR DNTET — X OMERL, &R LU0
RELATTIONSHIPS F+—~ v FOFEEZERL TV D,
SDTMIG (£ SDTM (2 SV =F —H &
v MEBIZHEEZR R A A BT 0f)
TR, NV VEREITRT OB D TH D,
3 1-(14) D 1. INTRODUCTION https://www.cdisc.org/standards/found [EEHERS % V7= G RRAER 2012/12/4
Study Data Tabulation 2. NEW SDTM-BASED ational/sdtmig T — & BN B iE T
Model Implementation DEVICE DOMAINS LB B,
Guide for Medical 3. ADDITIONS TO THE EEEAE WK O T — 2 %
Devices (SDTMIG-MD) STUDY DATA I 280 SDTMIG, # Y VF 1D
TABULATION MODEL SDTMIG (IZEESW=NE L 72> TV D
4. DEVICE DOMAINS N, BTDORAALNZHONTTIEHARL,
5. CROSS-DOMAIN HHWDHZ AT DEFREIR OV TH
RELATIONSHIP — LR DB IR T — X OFERER R L
EXAMPLES TW5,
6. APPENDICES
3_1-(15) * 1. INTRODUCTION https://www.cdisc.org/standards/found eCTD € =—/L 5D 2011/12/31
Metadata Submission D 2. GENERAL ational/sdtmig "SDTM" 7 # /A VERL D
Guideline (MSG) SPECIFICATIONS FOR IZZ2RT 5,

Package Preface

SUBMITTING SDTM
3. DEFINE. XML

4. GUIDELINES FOR
ANNOTATING AND
BOOKMARKING CRFS
5. SUBMISSION DATA
SETS

6. APPENDICES

eCTD £ =—/L 5 D"SDTM"~ % /L
ORI E R LT A X A, SDTM 7
— & O BRI R ZHESE X4 D ARk
WHREHIRT S, FIZRIZIE annotated
CRF., SDTM 7 —# & v b, define.xml
TrAN AL — PRIV E 2
— T —XHA NEET,
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SEND

3 1-(16) 1. Introduction https://www.cdisc.org/standards/found CDISC #E#ED JERGRRERT 2016/7/7
SEND Implementation 2. Fundamentals of the ational/send — &t v MNEERT AERIC
Guide (IG) SDTM 2T %,
3. Using SEND in the IR T — 2 & v b O, MR L O
Context of a Data Exchange T —~v MR LT AERE, AR Y
Package —. CRO [ TOTF —# ZZH<° FDA ~D
4. Assumptions for Domain T —ZEHIZB W TERT 5,
Models
5. Models for Special-Purpose  * Version 3.1
Domains SENDv3.1 /% SDTMv1.5 & fJf-tCFl A
6. Domain Models Based on T AMLENH S,
the General Observation v3.1 128\ T, VISITDY ZH A
Classes Expected 7> 5 Permissible (285 X4,
7. Trial Design Model Hri=728% & L C--USCHFL,
Datasets --NOMLBL, --NOMDY 7B K A A >
8. Representing 2B &z,
Relationships and Data Hil=72 KA A > & LT Cardiovascular
(CV). Respiratory (RE)2%EN &7z,
FOCID (Focus of Study-Specific
Interest) %% EX, CL. MA B XD
MI R XA AEBEME T,
#1-722% L LC--CHRON, --DISTR
DML RAA AZBINE T,
Hioin 2 A v 74K (--STINT,
-ENINT) 3 EG FAA ITBMEH
77
+ Version 3.0
SDTM. SDTMTG & o3& M%E & 57~
DI (ver.2.3) 75 RRIMZRLET 2T
bhTnd,
3 1-(51) 1. INTRODUCTION https://www.cdisc.org/standards/found AFHFEAFERBRO T — X 2016/8/16
SENDIG: 2. SDTM-BASED DOMAINS ational/send T NIRRT AERICS R

Developmental and
Reproductive Toxicology
Version 1.0 (Provisional)

3. ASSUMPTIONS FOR
DOMAIN MODELS

4. SPECIAL-PURPOSE
DOMAINS

ARG AR B MERABRIC 351 2 BUARY 703K
BT — 2 YRR D07 — 2
Ty MEEZFERL D, ARFa A

ERAN
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5. FINDINGS DOMAINS

6. TRIAL DESIGN

7. CHANGES TO EXISTING
DOMAINS

> FiZSENDIG 8 £ TXSDTM (2 HSu
TRV, HE&EEE, NERSEER
L O AJFPERBRIZ B\ T SENDIG
v3.1 LIICHIHT 2 Z &R SN B,
v1.0 IZR W\ TIIAEFEFR A BRI A
HTHNTND D, ARMORERT A
VZOWTHEREND TETH D,

ADaM

3_1-(48)

ADaM Structure for
Occurrence Data
(OCCDS)

Version 1.0

1. INTRODUCTION

2. DATA ANALYSIS AND
CODING

3. ADAM METADATA

4. EXAMPLE1: ANALYSIS
OF TREATMENT
EMERGENT ADVERSE
EVENT

5. EXAMPLE2: ANALYSIS
OF HEMORRHAGES(SMQ)
AMONG TREATMENT
EMERGENT ADVERSE
EVENTS BY SEX

6. EXAMPLE3: ANALYSIS
OF PERIPHERAL
SENSORY
NEUROPATHY(PSN)
ADVERSE EVENTS BY
SEVERITY AND
CUMULATIVE DOSE
EXPOSURE

7. EXAMPLE4: ANALYSIS
OF TREATMENT
EMERGENT ADVERSE
EVENTS IN A
CROSS-OVER
INTERACTION STUDY

8. EXAPMLE5: MEDDRA
SECONDARY PATH

9. EXAMPLE6: ANALYSIS

https://www.cdisc.org/standards/found
ational/adam

— A S B RN — 2 O
REES0, A TR 31T 2 BURIRY a2
WZOWCHIAT 5, EICHEESESL, OFH
3R BRI o L) 22 AT L2 3V TR
LD T —HEEERIRT D, T — X
&% ADaM V2.1 ¥ X O ADaMIG V1.1
IZHSNTWNS,

ADaM ERRDOBRIZE BT 5,

2016/2/16

28


https://www.cdisc.org/standards/foundational/adam
https://www.cdisc.org/standards/foundational/adam

OF CONCOMITANT
MEDICATIONS

10. EXAMPLE7: ANALYSIS
OF MEDICAL HISTORY
MAPPED TO MEDDRA

11. EXAMPLES :ANALYSIS

OF MEDICAL HISTORY
PRE-SPECIFIED EVENTS
APPENDICES
3_1-(17) * 1. Introduction / Purpose https://www.cdisc.org/standards/found CDISC #ZH#ED fight T — ¥ 2009/12/17
Analysis Data Model D 2. Background / Motivation ational/adam v MEERT AERICS R
Version 2.1 3. Overview of the Analysis 3%,
Data Model fEfT T — 45ty N EBEA T —X
4. Analysis Datasets DOYERRIZ I T 2 JRHF L OEREE 7R,
5. ADaM Metadata ARKRFa A FTlH4 %A 7D ADaM
6. Subject-Level Analysis A X5 —4 (analysis dataset
Dataset metadata, analysis variable
metadata, analysis parameter
value-level metadata, analysis results
metadata)lZ OV THIRENTWND,
F 72, subject-level analysis dataset
(ADSL) <°. ADaM Basic Data
Structure (BDS) (Z2oWTHTENT
W5,
3_1-(18) * 1. Introduction https://www.cdisc.org/standards/found CDISC #ZHED fight T — ¥ 2016/2/12
ADaM Implementation D 2. Fundamentals of the ational/adam Ty MNEERT AERICS R

Guide Version 1.1

ADaM Standard

3. Standard ADaM Variables
4. Implementation Issues,
Standard Solutions, and
Examples

CDISC @ Analysis Data Model
(ADaM) F— A2 LD E SN D R
a2 AV NTHY BTHT—4%ty O
OB (LRI - OHEE ETe) O
L TRT,

+ Version 1.1

BEFTO KX 22 MESBL, NEDOH
it RRFEIE., Hiiz 2B HCEH OB
MEAT -T2,

ERAN
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3_1-(19) D 1. PURPOSE OF THIS https://www.cdisc.org/standards/found ADaM @ Define-XML % {E 2015/1/27
Analysis Results DOCUMENT ational/adam KT BRI T D,
Metadata Specification 2. ABBREVIATIONS AND
Version 1.0 REFERENCES FDA 7 EHIHI2 R~ KGR GHRF I
for 3. CONFORMITY AND 2 RE T RER ST 7 — 2 &
Define-XML Version 2 GENERAL ISSUES v MR TIRET A ST —4

4. GENERAL Define-XML 2.0.0 €& 7 /W22 C

SPECIFICATIONS FOR L7zb oD,

ANALYSIS RESULTS

METADATA

5. SPECIFICATION

6. GLOBAL ELEMENT

ORDERING

7. ACKNOWLEDGMENTS
3_1-(20) * 1. Introduction https://www.cdisc.org/standards/found ADaM DO/NY 5 —3 g VEF 2015/3/17
ADaM Validation D 2. Scope ational/adam WZEHRT 5,
Checks 3. Description of ADaM
Version 1.3 Validation Checks Table T —X ¥y hHADaM ¥ L (' ADaMIG

4. ADaM Valication Checks THE SN —MZAI L TER &

5. References TWD & FEBIINOHREIZ N Y 7 —

Appendix A: Representations k3272 DNESMHE TADaM

And Warranties; Limitations  Validation Checks table] {2 T/~ LT\

of Liability, And Disclaimers %, &= v 7 AT 2> o —F THih

6. Appendix B: Revision Y AIHE72 T CRER I TH Y ADaM

History a—PF—Narta—EF VT N7

TR IIIVTULETTDHIENA
AETH D,

3 1-(21) D 1. Introduction https://www.cdisc.org/standards/found TTE f###T D7z ® D ADaM /£ 2012/5/8

ADaM Basic Data
Structure for
Time-to-Event Analysis
Version 1.0

2. Common Statistical
Analysis Methods Supported
by ADaM TTE

3. Points to Consider in this
Document

4. ADaM Metadata

5. Example 1: Single
Endpoint with Binary Values
for Censoring

ational/adam

AETFEEIRAT 72 £ O time-to-event
(TTE)fi#r 7= % @ ADaM Basic Data
Structure (BDS)Z#iHH T2 R¥= x>
[

ADaMIG (213 TTE #2753 o3
MUIDEBRSNTVRNZD, KTET

TTE fitt &Y AR — b3 57D OEIMD

FRDBRCS T %,
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6. Example 2: Single
Endpoint with Multiple
Values for Censoring

7. Example 3: Composite
Endpoints

8. References

2% ADAM TTE i@t T —# &~
r (ADTTE) IZ CEFZESNTW5D,

3 1-(22) 1. Introduction https://www.cdisc.org/standards/found FEDMEE T YL/ X 2012/5/10
ADaM Data Structure 2. Adverse Event Analysis ational/adam Nz a— ROHEEZET
for Adverse Event 3. Points to Consider in this DIEFIELD 71D MTHEED
Analysis Version 1.0 Document BEEROLZEMEMAT O OIZTHWG HTIZB W THER TH 5,

4. ADaM Metadata NWAHIRMTH T — 2% v MW T—i

5. Example 1: Analysis of I S5 7 — Z &R /e

Treatment Emergent T UV OWTHEAT S, T — 24

Adverse Events i&1E ADaM V2.1 3 X OV ADaMIG V1.0

6. Example 2: Analysis of IZFESWTWB,

Hemorrhages (SMQ) among

Treatment Emergent

Adverse Events by Sex

7. Example 3: Analysis of

Peripheral Sensory

Neuropathy (PSN) Adverse

Events by Severity and

Cumulative

Dose Exposure

8. Example 4: Analysis of

Treatment Emergent

Adverse Events in a

Cross-over Interaction Study

9. References
3 1-(23) 1. Introduction https://www.cdisc.org/standards/found T —% 1> FBIWY 2011/12/16
ADaM Examples in 2. Examples ational/adam A BT — ZAERRRFIC S
Commonly Used 2o
Statistical Analysis FRFFEOTRICB N T RICHV S

Methods Version 1.0

NARMTRT — 2 EF L Ol ZH#7R L
721 d, ADSL B LW BDS 72 5 Nz %
NHDRAFT—H|ZONTEHHINT
W5,
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Define-XML 3_1-(24) * https://www.cdisc.org/standards/found SDTM, ADaM ® 2014/4/24
Define-XML D ational/define-xml Define-XML % 1Ek 7 2 K&
Specification BT 5,

ABT—H EEH LT XML
(Extensible Markup Language) JE={
DT 7 AN, fxIg T AT LB TRt
B "lig7e 7 7 A VB¢ SDTM
(ADaM) 7—# DK (£, s,
W) ZERT D,
+ Version 2.0
CT % FR—Fk,
BEL IV AT — B DRI ER,
T—=BDOF Y TV — R THET SR
DAk,
ADaM * % 5 — & ~DHV KR — k Dk FE,
3 A FOERY BV OUE,
3 1-(25) D 1. INTRODUCTION https://www.cdisc.org/standards/found Define. XML O/ 57—/ 2009/11/30
XML Schema Validation 2. THE DEFINE. XML ational/define-xml g VERIZB T 5,
for Define.xml STANDARD
3. XML SCHEMA Define. XML ® XML A % —=<IZ%9 5
VALIDATION define.xml RK¥F = XA hONY FT—
4. CHALLENGES a Ly HAFE A, TS F~DT — 2 1
VALIDATING DEFINE.XML {H<X° define.xml R = A > FDOAHLN
5. PRACTICES FOR WUNZA TN D T=DITHEE X b,
IMPROVING DEFINE. XML
VALIDATION SUCCESS
6. APPENDIX
3 1-(26) D - define_ex1.xml https://www.cdisc.org/standards/found Define. XML O/ 57—/ —

Define.xml Validation
Examples (zip)

- define_ex2.xml

- define_ex3.xml

- definel-0-0.xsd

- define-extension.xsd

- define-ns.xsd

- ODM1-2-1.xsd

- ODM1-2-1-foundation.xsd

ational/define-xml

define.xml XY 5 — a3 DT A M
AF—~< Dt —E%ETe define.xml
v1 O,

3 VRIS T D,
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- xml.xsd

- xmldsig-core-schema.xsd
- xlink.xsd

- datatypes.dtd

- XMLSchema.dtd

- define-1-0-0.xsl

Dataset-XML 3_1-(27) 1. INTRODUCTION https!//www.cdisc.org/standards/found SDTM, ADaM @ 2014/4/22
Dataset-XML 2. ABBREVIATIONS AND ational/dataset-xml Define-XML % 1Ek 7 2 K&
Specification REFERENCES IZBRT 5,

Version 1.0 3. CONFORMITY AND XML 7 +—~ v b DERKRBRT — &+
GENERAL ISSUES v MERREIZ W2 CDISC 4T — %
4. USING DATASET-XML v b XML EFLOMEEE, 5—F+&
5. SPECIFICATION v b XML (¥ XML #{ffic S
6. ACKNOWLEDGMENTS ODM # W iRRB DR T — & DAL
7. ODM CHANGES AND WrXETDHLOTHD, T—HFEY b
EXTENSIONS XML £ 7 /L% CDISC ODM FE#E |2 K3
SUPPORTING WTHEY ., Define XML 2.0 THE XL
DATASET-XML oA BT — HZEEITHERIL L T D,
8. APPENDICES
3 1-(28) + XPT2DatasetXML http://wiki.cdisc.org/display/PUB/CDI XML £/ f]fH L7=F7 —# 2014/7/17
Dataset-XML Resources * Smart Dataset-XML Viewer SC+Dataset-XML+Resources REHEAT O BRI T 5,
- EZ Convert
+ SAS Clinical Standards F—X%v b XML & TEHTE
Toolkit 5. HDHWVIBTERBER Th D&Y —
- OpenCDISC v1.5 JNWZET AN Efi ST b,
- R4CDISC

SDM-XML 3_1-(52) 1. INTRODUCTION https!//www.cdisc.org/standards/found 2011/1/1
Study Design in XML 2. CONFORMITY AND ational/sdm-xml
Version 1.0 GENERAL ISSUES

3. PROTOCOL SUMMARY &Gk, BRI <0 b
AND STUDY LW o TERERRBROT A BT 5
INCLUSION/EXCLUSION  {i§ #t & #bi niie., ASHa nl e JEARICAR Ak
CRITERIA THIOOTFA L ET I,

4. STRUCTURAL SDM-XML |37 —# &, V—27 7=
ELEMENTS —BLOFA I LTI T DI TET
5. WORKFLOW WEEFRL, TN EZHICHAL TS
6. TIMING ZLTHLWLHEBRT A KRS

7. ELEMENT REFERENCE

5T ENHRD,
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8. EXAMPLES
9. XML SCHEMA FOR

SDM-XML
10.
ACKNOWLEDGEMENTS
ODM-XML 3 1-(53) https://www.cdisc.org/standards/found 2013/12/1
ODM-XML ational/odm
ODM-XML [FERABR T — & DT — 7
AT T —EZWDTeH DN H—H
N T Ty N7 A= DN T —
FTHY,v13.2IZBNTERIDT —4
L R,
Therapeutic Area 3_1-(30) * https!//www.cdisc.org/standards/thera 2016/12
Therapeutic Area D peutic-areas
Standards

2017 £ 2 A R si TLUF O FEI D BRIR
RERDT — ZIEHE—Y T A RHBATE
IhTnb

Alzheimer's Disease v2
Asthma v1

Breast Cancer v1
Cardiovascular v1

COPD v1

Diabetes v1

Diabetic Kidney Disease v1
Dyslipidemia v1

Ebola v1

Hepatitis C v1

Influenza v1

Kidney Transplant v1

Major Depressive Disorder v1
Malaria v1

Multiple Sclerosis v1

Pain v1.1

Parkinson's Disease v1
Polycystic Kidney Disease v1
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QT Studies v1
Rheumatoid Arthritis v1
Schizophrenia v1
Traumatic Brain Injury v1
Tuberculosis v2

Virology v2

Glossary

3_1-(32)

CDISC Clinical
Research Glossary
Version 10.0

N/A

https://www.cdisc.org/standards/sema
ntics/glossary

HRARRBRIC B W TR S LD
MEEEHE LT b D,

2016/12/19

CDISC Controlled
Terminology

3_1-(33)
CDISC Controlled
Terminology

o *

N/A

https://www.cdisc.org/standards/sema
ntics/terminology

CDISC #floT— 2% v FNHNDOT—H
THEAINAEELINTEOE Y K,
3VAEBICEFH EIND,

NCIFTP %A + EONCIY Y —F AD
—EE L TAYTFr2ENTEY ., ¥
A MO ESEL TV a— RN ARETH

2o

- 2015/12/18 (28T D ERKFTNE
SDTM # X TYSEND (28 TH 111 D
QRS & 503 OFH LWHFEZ AT S,
SEND VS R A A 2\ T, VSTEST
B L OVSTESTCD, VSRESU 73§55
1T&H, SVTEST $ X 8 SVSTSTCD
DSHIBR ST,

QRS=—RU AR SDTM =— RVJ &

MIREA ST,

& b5 CDISC HEHLT — #
oy b EERT ORISR
ERAN

2016/12/30

3_1-(34)
New Term Request Page

N/A

https://ncitermform.nci.nih.gov/nciter
mform/?version=cdisc

CDISC controlled terminology (Z377=

Controlled Terminology (Z
Bz 722 HRE OB Z KIS
L2846 b L IIBEFO HEE
DER KT DEOE N
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IREE. S LI EORZEOLET 5K
HETAEAED) 7T A F 2,

L%,

3_1-(35) N/A https://www.cdisc.org/standards/sema  BE7F® Controlled —
Multiple Term Request ntics/terminology Terminology @ HEEIZX} L
T, —EIEHOMEEDE
BEf7® Controlled Terminology O HFE Il - 285 2 {KHH T D BRIZ 3%
WX LT —EICEROMGEDEN - & 74—2% M5,
HAKIET DBRICHWD 7 4 — A,
3 1-(36) N/A https://www.cdisc.org/standards/sema U 7 T & MIXT DR (5 —
CT Requests Denied ntics/terminology R) RF O A MR T DI
IZBRT 5,
terminology teams (2 & D IR & 7z
VTR D&
3 1-(37) N/A https://www.cdisc.org/standards/sema  #H7=72 CT ORITA7 Y = —
Publication Schedule ntics/terminology —VEIRT,
FATAT VY 2a—)b, 3 r ABICEH SN
5 o
Pharmacogenomic  3_1-(54) 1. INTRODUCTION https://www.cdisc.org/standards/found EzFEET — & & Y JFHIZ 2015/6/1

s/Genetics (PGx)

SDTMIG-PGx v1.0

2.
PHARMACOGENOMICS/G
ENETICS AND SDTM

3. BIOSPECIMEN
DOMAINS

4.
PHARMACOGENOMICS/G
ENETICS DOMAINS

ational/pgx

BT BT — & & Y DI HE T DB
DT —HEy MEESLT +—~ > FD
E#EEZ R LTV A,

BEARIR ORI A% DR,
NN BEL N BN, F~—
T — R BE T BB E THEBUC
B2 —%%, SDTM (ZHEHL L 72T
K TN T DHEOBREREZL TV
Z

o

A RFa A FONEFITSDTM v1.5 (2
BMENDTETH D,

EHT DB SR 5,
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Questionnaires,

Ratings and Scales

(QRS)

3_1-(55)
Questionnaires, Ratings
and Scales (QRS)

N/A

https://www.cdisc.org/foundational/qrs FFRABRIZIBNTT 7 —
MNOFHMMREEFIH L, 1

Questionnaires (QS). Disease b EY [N T 5 TEN

Response (RS), Clinical HLGAEIIBRT D,

Classifications (CC)# & O Functional

Tests (FT) KA A 22\ T, ZNHIT

T 2 _&ET—H ZINET D200

7 — N ROFIR B OREHE 7R T

— A (Annotated CRF) %#/~r7, i

D7 +— A%, QRS Standard

Request Form (2 & 5 ERIIHEWV

CDISC SDTM QRS Sub-Team H3MER%.

NERL TS,

BRIDG

3_1-(38)
BRIDG v5.0

N/A

https://www.cdisc.org/standards/doma BRIDG 7o =7 DO

in-information-module/bridg % Hifi# L., BRIDG €7 /L%
YERL - {ER T D BRICS T

RO 70 ha— TV A vk B,

HEROEELOBEEICELIETOHD

PHEHE T AEETY LD

DTHY ., #%ko CDISC &7 /v &N

L, e Tob0kEL2bb0,

2017/2/1

SHARE Exports

3_1-(56)
SHARE Exports

1.Metadata
2.Document
3.k & @ Difference

https://www.cdisc.org/members-only/s Metadata & NIRRT 72
hare-exports 2o

CDISC Member BRED~=—,
CDASH, SDTM, SDTMIG( PGx,
Medical Devices % & t¢), SENDIG,
ADaM, Therapeutic Areas, CDISC
Controlled Terminology D4 7L
1,2,3 % ODM, CSV, Excel, RDF,
Define-XML, PDF % Ofk 4 72T A
FTTAHIENTED,
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% Ofh, CDISC A% 3_1-(39)

HP \Z BT A 15H

Mission & Principles

https://www.cdisc.org/about

CDISC (22T, N %40

About Strategic Goals & Roadmap HIENTXD,
Organization & Values CDISC ¢ Mission £ L OV, HkigE
Global KO8, MRAHIOFE KR L AR — M &
Bylaws & Policies DERIREN TN A,
CDISC Annual Report
CDISC Europe Foundation
Job Opportunities
3 1-(40) CDISC Partnerships https://www.cdisc.org/partnerships CDISC & BHH D & 2 ke
Partnerships CFAST WEZES (8Cs), =—
CDISC Coordinating CDISC ®» /83— hJ—, CFAST, CDISC —7Z7/—7" & OREM0HE
Committees Coordinating Committees (3Cs), =— BENFIZOWVWTEHT L%
CDISC Fellows Program W= TN —T DN & DIEBNE % DARETH 5,
Sponsorship FEoRLTWB,
User Networks
3 1-(41) Registered Solutions https://www.cdisc.org/resources CDISC #%0Z5t, ODM
Resources Providers =T 474 5— a0
CDISC ODM Certified CDISC fZH#EIZ B3 2 Hp i 2 A3 M LiAZA, CDISCIZRH7 5
Products % CDISC kY U a—a 7 m g G RARHSCTEB N O BLfE
Discussion Forum =D UAr, ODMOY—TF 1 7 474 IZBWTEHT 5,
Business Case —>arD%EN, Web L TOT 4 A%
Brochure v ar7+—75, CDISCIZBIT %
eBook ZEWE, eBook, &MY /NG OEM
Global Regulatory FEIZOWTH#E L TWD,
Requirements
Video Library
3 1-(44) https://www.cdisc.org/news CDISC DiE#Eh #2425 =
Newsroom .
News Newsletter . - NN LATE D,
Blog CDISC B D fcfi == — A, 7173
. X OV CDISC # ADLBh#E R i S T
Success Stories "
3 1-(45) Public Courses Schedule https://www.cdisc.org/education CDISC 23&H#E L TW5b kb
Education Public Courses — =V T ONFERAT Y =

Private (In-House) Courses
Online Courses

Licensed Training

Course Descriptions
Authorized Instructors

CDISCBED F L —= V5%
H H P L—=v 2 a—R (AP a—
NET) KOS, VA NT 72— LA
TENTND,

—/b, BRI EHEEE L. BN
LIABZEAT S ZENTE D,
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Education Sponsorships

3_1-(46)

https://www.cdisc.org/events

CDISC 735HH L TW D A

Events Calendar v h(FL—= 5T D
Interchanges . A s . - o
Fundrai & Benefit Interchanges I LOEHEF, AN AT Va—)LxhL o ¥—
S‘m raisers & Denetts MER AL TV 2, - CHERR L, RERRE O AT

ymposia BN LIABEATH 2 &

Webinars R 7
External Events °

3_1-(47) Become a Member https://www.cdisc.org/membership CDISC &£EBOff¥E, %7

Membership Benefits & Rates 4y OB BEFED A N

Our Members
IMI Members

CDISC£E LB =D ENBH S
NTWB,

— B AHER L, LT %
792 ENTE D,
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3 9. CDISC http://wiki.cdisc.org/pages/viewpage.action?pageld=32812966
- A AZE~— J3C WEB Page : J3C(Japan CDISC Coordinating Committee)iZ & ¥ & & 51172 CDISC @ HAFE—, J3CI1Z X% CDISC B 3ED H AFERSLAL
nH rL—=27 CJUG DGR L1221 AB S Tng,

BEEE Vb BEHERE -
EREL Eht4 Downlo Table of Contents FIAH B T R—Y
Summary
ad B A
J3C AAFEDOR— 3_2-(1) ARV h, Fl—=r  ERTV=THA INBLT VAR A AENT{TH4L 5 CDISC (ZBd¥ —
J3C =2—= 7t EITD CDISC AKX L —=2 7Bl 54X MERS, HAREOER %
+ J3C/CIJUG fERRE £t RO S, HLUIABTFIE~D Y 7 FIZANDIENARETH D,
- TRI {ERCEEE BTV,
« CJUG @I ~—v J3C/CIJUG TERCER. ERARMIIEIE
>4 — (Translational Research
Informatics Center: TRI) {ERZEEL.
CIJUG #Ir =T ~D U 7 ik &
nTnsg,
3 2-(2) CDISChE Y a3y http://wiki.cdisc.org/pages/viewpage.a CDISC #fHE % H ARGE CHRET 2 F —
CDISChHEY gk CDISC DI vy g v ction?pageld=32812989 DARETH 5,
Iyvayv
CDISCHOEY a v LK v a D
W, F 72 CDISIC OELR & FAEDS D
oM, HH YR & 0B DIz >V TEER
INTNWD,
3_2-(3) c AR MEHR http://wiki.cdisc.org/pages/viewpage.a —
A XV, PL—=v +CDISC AKX Fb—=2 ction?pageld=32812987
7 g 7t
HAENTITPHN S CDISC
Interchange AR ML —=0 7 DA
Y a—VENTEH SN TN D,
J3C/ICIUG TER &t D N/A http://wiki.cdisc.org/pages/viewpage.a CDISC B#DE&E &R 2 H AFET —

ction?pageld=32812968 g 2 FHNHETH D,

J3C. Xi% CJUG TIERL S L&k
AAGE TRt T %,
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J3C AAGEDN—Y

BT Y — CJUG &5t i) YERAE
J3C/CIJUG fERk & ¥} D PR 3 2-(4) 2014 £ CJUG Workshop T 2014
2014 £V —7 v a v &R DIEFE R,
Healthcare Link Of##Hi & . CDISC
SHARE ### LT\ 5,
3 2-(5) 2013 £ CJUG Workshop T 2013
2013 4E T — 2 L g v &k DIEFKE R,
SHARE O fiFi & Healthcare Link,
CDISC SHARE ZH##i L T\ 5%,
3 2-(6) 2012 4EB#E > CJUG Workshop T 2012
2012 4F T — 7 2 g v Gk} DIEFKE R,
SDM-XML O f#E#H & . SDM-XML %
WL T\ 5D,
3_2-(7) 2011 ERfE D> CIUG Workshop T 2011
2011 FT—7 v a v TG DIRFLEFE,
PRM Ofigsi & . PRM Z 4 LT
%,
D CDASH 3_2-(8) 2013 FEFEH R FSEEGESTOR 2013
[CDISC-CDASH (ZHEHL L - JEFIHE A X —REEE,
EOEANZLD, BET —F v R~ A% 0 CDASH ORIz SV THER
DA T R ERE] LTW5,
3_2-(9) 2012 4E CRC O &H Y F2#ETHOT v 2012
CDISC KT AT v r—F, Tohr— F—rBIOT U 7r— MER,
bR
3_2-(10) 2012 4£ CRC D H Y FEFHETDR A 2012

[CDISC-CDASH |2 %EH#L L 7~ 4% % 7Y
CRF Z H W IR EBL IR ORE

Z—REREF,

CDASH #~X—2& L7z CRF %#|
MU BRICHIRE S D R EHRIT T
60
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CDASH

3_2-(11) MIST ToORFEER (CDISC &%l 2012
CDISC standards ®O#EJr & CDASH @ 7= 53AEE : CDASH F—24 W
1% T LTER) .
3.2-(12) CDASH UG O#FE#AEE (7 — 2012
CJUG UG o 7 va y TEE ORI DB
3_2-(13) fHE A CRO #He Lt AR~ 2011
JEFIMEEOT —ZHERB A2 ED T A7 TERSNEZER
CDASH #E#eD figai CDASH o K H#eEZ By L LT
CDASH version1.0 O % fFsi 4
Do
3 2-(14) PPT 7 7 A /L CDASH #E 22 B & 2010
NN BHFESCDASH CDASH FL—  BhE, 2RIk FL—=2 7 &k
=7 L0735, CDASH Hd hL—=
TEREE LTRSS, BEELA R
AA OB I TN D,
3_2-(15) CDASH %3 AT 5%, %82 SDTM 2010
CDASH & SDTM o itk (%) L ORI ZEET 5 72O OME
#£t, CDASH V1.1, SDTM V3.1.2,
SDTM V1.2 IZ5th
3_2-(16) CDASH Ver.1.0 ® HAFER, 4 K A 2010
CDASH Ver.1.0 HAZE3 A % 18D Excel >— M2V & K
fban#Hsh s,
3.2-(17) [CDISC_CDASH_CRF V1 0.xls] 2009

CDISC_CDASH_CRF_V1_0.xls
Programs F&RERLAAE

(25545 L7z Excel VBA Program
DIRE & T L7230,
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CDASH

3_2-(18)
CDASH CRF Layout Images

CDASH 1233 /= CRF A A—
DOEEF, FAAL IS, BESH
% CRF A A—VuF#H, £/, &
CRF LomEBIZxHET %5 CDASH
HEOWEHR (4L, =— KU R b
Ry mR#E, ANV eE
LT, BIESEAREEICKTT
DI ENDHD,

2009

3 2-(19)
CDASH & SDTM o Bt

CDASH & SDTM o Bt (2535

D%, CDASH—SDTM DD

RS ITHOWTHNT L&k,

CDASH V1.0 & SDTM IG V3.1.2 &

H#EE L, &% RAAL U DHEBA T 4

I LTWD,

O CDASH ¢ SDTM Ti@d 5
(1% 1% HH

@ 1% 1 XIETIEARV S, Bk
DR HIE A

® CDASH ([CRENH % 2,
SDTM (Z~ v BV 7 T& RN
HH

@ SDTM IC#E N H B 0,
CDASH 2wy BV 7 T&ERWN
HHE

2009

3_2-(20)
CDASH v1.0_%fER

CDASH v1.0, Sectionl-5 £ TOHH
ARUERL, —EE AR ¢, CDASH %
ST DB OMEE £,

2009

3 2-(21)
CDASH_Z 175 5%.5 CDASH

CDASH (ZB¥ oMt it L7 A
F%%O

2009

3_2-(22)
CRF Fo#H H A&

CDASH D% KA A >, KHEBEIZKH
LT, &AL TBREEH LT 5 CRF
HA L Oxftb T2V 2 |,

2008
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SDTM

3_2-(23) CDISC (SDTM) D482 | fifhr - 2014
CDISC (SDTM) D424 figtr - DMAEFEZLSL (RFR - FEFEOHM
DM fe==# LISt (FIR - EEOHMZEL ZFOIT #7e £) IRE S 5 HiE
IT M7 L) WWRBESELHEST 7 77 =y 7 2 LI-&k
=7 OFGET
3_2-(24) CJUG SDTM Team 23MEfK L 72/Md 2014
/N E7RHAREAY CDISCIZ 9 £L<xHET 5 Bz - MfkicRWT, £k
20X (ZB8 59X, CDISC HEHEDH A -
HEFREE B L OIS/ ~DEFT
—H HFEICKHETE B0, MEtLz
HEr
3_2-(25) RHIEERF O -7 — Z 4RI 2014
PRHEREOE T T —Z R BE9 2 HARNZE 2 HFIZ O T ORMES
92 EARE 2 HFITHONT FERAE E LB
3_2-(26) T — X OB SDTM ZH#UZE 2013
2012 FF AR i HRIEIC OV T, SDTM F— AjK
WFREIEED S SDTM £T, —EDE BB W T A A —[H TR EIth
NEFEELEY 7L L. SDTM (Z mapping L 7= 2012
FEEORIEY, OpenCDISC 2L %
T =2 ORGEEL &,
3_2-(27) SDTM IG v3.1.3 CTH=izBmEh 2013
About SDTM File Size Issue 7= “4.1.2.9-
(SAS Length, Splitting, Data sizing, VARIABLE LENGTHS” Otk
Dataset-XML and Study Data #/r=°, File Size Issue, Splitting
Exchange Meeting in FDA) dataset, Data sizing, Dataset-XML
B X OVFDA @ Study Data
Exchange (283 % Meeting 72 &I
DNTE & DR
3_2-(28) CDISC LAB Data 3 J UV LAB J# ¥ 2012
CDISC LAB Data Issue around ¢ Terminology. F7/-1E#EENIIZD

Terminology & Standard Units

WCORA (T T B
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SDTM

3 2-(29) SDTM <T@ CDISC Controlled 2013
Terminology Mapping Method in Terminology @ Mapping (Z-DU T
SDTM DI AT > T &k
3_2-(30) SDTM @ CDISC Submission Value 2012
How to use CDISC Submission Values #fEHTFEFIZHEH T2 2 Lizo1 T
in SDTM for Analysis Results Wat &7 72k
3_2-(31) "PhUSE" &\ 5 #fkIc W T E & 2013
What is “PhUSE” W7-%k, Homepage, 35 L O %
BT,
3_2-(32) SDTM @ VISITNUM (Visit 2013
How to populate Visit Number for Number) (22T, Unscheduled
Unscheduled Visits Visit DGAIZED L HITSV RAA
>z L C Mapping 352D
WTE EOT-ER
AGENDA
What is VISIT/VISITNUM?
VISIT/VISITNUM numbering
method
Unscheduled in SV numbering
Cause for concern
Various ideas
Summary
3_2-(33) Study Data Reviewer's Guide 2013
Study Data Reviewer's Guide (SDRG) % F T A TV THER LT
I T JEARES K OMERR L 72 AR
3 2-(34) Trial Summary Parameter M#A 1. 2013

How to populate Trial Summary
Parameter

BLOKEY, S5ICEOFEMAGE
IZOWTE & D&k
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Data Sizing Best Practices and Draft ¢ Data Sizing Best Practices
SDS-XML (D ataset-XML) Recommendatio 5 X OF Draft
SDS-XML (Dataset-XML) D fifi
3_2-(36) CDISC Japan User Group I & 9 & 2013
Introduction of FDA Review Tools K ENT7= FDA @ Review Tools {2
WTCTE DT ER
D ADaM 3_2-(37) Japan User Group ADaM 2k 2013
1% LT ADaM version 1.1 ERk & iz, ADaM & ADaM IG 12
DUNTHILETANF IR LT R
TV,
D SEND 3_2-(38) SEND IG V3.0 ® H AHEFREGEEDE 2013
SEND IG V3.0 HAGER@GEHRCM)  7ohl0
3_2-(39) SEND IG V3.0 ® H AGEF 2013
SEND IG V3.0 HAGEY
3_2-(40) + CJUG (CDISC Japan  http://wiki.cdisc.org/display/J3C/What CJUG DiEEh% &1 2 BEIH]H —
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< CJUG DR R, 1HENE. BIEEkIC
- CJUG DIFFNEICS  SOWTOHBAD Y > 7 EnBfHisn T
W W5,
- WA DEEIZDNT
3_2-(41) N/A http://wiki.cdisc.org/pages/viewpage.a CDISC B#EDHE &R 4 H AGE T —
TRI {ERCE#} ction?pageld=40861729 PR D ENFHETH B,

TRI 23 {ERK L 7-LL T D CDISC 57D H
FERERE R AB STV 5,

+ SDTM Technical Statement

- SDTM v1.2

+ SDTMIG v3.1.2

+ SDTM Terminology 2011-12-09

+ CDISC Alzheimer’s disease SDTM

User Guide v1.0

46


http://wiki.cdisc.org/display/J3C/What+CJUG
http://wiki.cdisc.org/display/J3C/What+CJUG
http://wiki.cdisc.org/pages/viewpage.action?pageId=40861729
http://wiki.cdisc.org/pages/viewpage.action?pageId=40861729
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- CDASH v1.0
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+ Define-XML Specification v2.0

+ Lab Model v.1.0.1

- ODM v1.3.1

+ Protocol Representation Model v1.0

3 2-(42) N/A https'//wiki.cdisc.org/pages/viewpage. /37U w7 LEa—XF LT
RV w7 L a— action?pageld=35822416 HRF¥FaA N 3 Ar MEHE,
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http://www.phuse.euw/

PhUSE(Pharmaceutical Users Software Exchange) : = —12 /30 Statistical Programmer (#t

HIOTI5~) OHT 7 L ANBIEE S FIFEFIFIERIZE S

M THY . BAEITT—2~vx—V v —, EWHEIE. w37 e 75~ K eClinical IT #1243 OB T 23RO =D OHRR 7T v M 7 +— AITTHKRE
NTW3, ULTFD 3507 T v h7x—shfEffisn T3,
254 : PAUSE Wiki,. PhUSE Tube,. PhUSE Archives %, t¥x IR THBRA AR SN TV 5.

4. PhUSE HikE#) : Newsletter, Publications, Pharmaceutical Programming
A X b : Annual Conferences, Computational Science Symposium, Single Day Events (SDE)
BHTOENADA X ~E, CONFERENCES & EVENTS (http!/www.phuse.eu/conferences) % &M X7z,
Wiki, Publications, PhUSE Archive D& 7 A 2> bz ENAHX—VELIXERA MM L, HEERHRH xR &R, PhUSE CS Deliverables Catalog . White
paper, DOt (JERRE) ONEIZLLTIZR Lz,
HEE Uy ke BEHERA -
B4 Downloa Table of Contents Summa FIRAEW VTR
d Y EHH
4.1 * + Study Data Reviewer's Guide http://www.phusewiki.org/wiki/index.php?title=Study D  Study Data Reviewer's Guide 2015/1/26
SDRG_Completion_G D Completion Guidelines Overview ata Reviewer%27s Guide (SDRG) 1., 7 — ¥ £ HHHF I

uidelines_2015-01-26
(v1.2)

1 Study Data Reviewer's Guide
Purpose

2 SDRG Overview

3 SDRG Completion Guidelines
Purpose

4 Organization of This Document

- Study Data Reviewer's Guide
Template Completion
Instructions
1 Introduction
2 Protocol Description
3 Subject Data Description
4 Data Conformance Summary
Appendix I Inclusion/Exclusion
Criteria
Appendix II: Conformance Issues
Details

+ Study Data Reviewer's Guide
Finalization Instructions

1 Create hyperlinks from dataset
names in section 3.3 to
descriptions in 3.3.x

AKHA RZ 4 1%, Downloadable Work Package (25

[SDRG Package v1.2 2015-01-26] D zip 7 7 A MI & F
T3, Package NIZ, SDRG_Template_2015-01-26,
Samples, readme.txt 23 AE X THE Y, readme.txt |2C&
SRR 5,

SDRG completion guidelines Ojk7e XX, HAGEFIRRIK
ESIRTF I,

SDTM 7 —# %t v MofHET %
ERE LCIREBRD BT
%5, PMDA 7/»5 ., A SDRG
completion guidelines 3&% &
L TRENTNS, SDTM 7 —
ZAERFICHER L TR Z &N
BEELVY,
TUoTL— e 3OS
RREE EN TR Y, SDRG 1E
FRIRHIZAR N,

ek, HARREBE T a7 — 2%
A4 T AEETIE, K SDRG
Completion Guidelines @ H A&
FETRAR I B B OV R 5 % VE ik
LTW5DT, BEIZESNTZN

(RY y—24E 7 5,7 95M),
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2 Remove unused sections from
the document

3 Update the Table of Contents,
document header and version
date

4 Convert the document to PDF
format

5 Create a hyperlink to full
inclusion/exclusion text in
blankcrf.pdf

4 2
ADRG_Completion_G
uidelines_2015-01-26
(v1.1)

+ Analysis Data Reviewer's Guide
Completion Guidelines Overview
Analysis Data Reviewer's Guide
Purpose

ADRG Overview

ADRG Completion Guidelines
Purpose

Organization of This Document

- Analysis Data Reviewer's Guide
Template Completion
Instructions

1 Introductions

2 Protocol Description

3 Analysis Considerations
Related to Multiple Analysis
Datasets

4 Analysis Data Creation and
Processing Issues

5 Analysis Dataset Descriptions
6 Data Conformance Summary
7 Submission of Programs

8 Appendix

+ Analysis Data Reviewer's Guide
Finalization Instructions

1 Create hyperlinks from dataset
names in section 5.2 to

http://www.phusewiki.org/wiki/index.php?title=Analysis

Data_Reviewer%27s_Guide

AKHA RZ 4 1%, Downloadable Work Package (235
[ADRG Package v1.1 2015-01-26] @ zip 7 7 A V& E

T3, Package NiZ, ADRG_Template_2015-01-26,

Samples, Readme.txt 2 [FF S TEY | readme.txt |ZC&

AN S 5,

Analysis Data  Reviewer's
Guide (ADRG)IL, 7 — % $HIFF
\Z ADaM 7 —4% & v MY
LHERE LTI RO BT
W5, PMDA 726, A ADRG 73
5E L L TUORINTVWS, ADaM
T — HERERICHER L T Z
EDREFE LY,

TUoTL—hE 2 BYDOY T
ARFEE SN TEBY . ADRG fE
FRIRHIZAR AL,

ek, AARERT ST — 4
A4 = AT, A ADRG
Completion Guidelines o fi#qi
EEERLTHDHDO T, BEICS
nizvy (RY v—24 710 2
#,

2015/1/26
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descriptions in 5.2.x

2 Do not remove unused sections
from the document

3 Update the Table of Contents,
document header and version
date

4 Convert the document to PDF
format

4.3
PhUSE CS Final
Deliverables Catalog

Deliverables
References
White Papers

- Standard Analyses & Code
Sharing Working Group

+ Nonclinical Topics Working
Group

+ Optimizing Use of Data
Standards Working Group

Linked Data & Graph

Databases Working Group

http://www.phuse.eu/css-deliverables.aspx

AAXar X, CSU—X 77 N—707ay=r Mok
DVERE S 7= (Deliverables, Referrences., White
paper) ([ZBT 25U 77 Lo AO—FEEA LT 5,
LLFIZ4% White paper OHEE % 204,

- Analyses and Displays Associated to
Non-Compartmental Pharmacokinetics — with a Focus
on Clinical Trials (ver.1)

EEREREBR TR OIEMENBIZ 1T 5 PK 7 — % O, 4,
EEDFRIFIEICONWTESE NI T VWD,

+ Analyses and Displays Associated with Demographics,
Disposition, and Medications in Phase 2-4 Clinical Trials
and Integrated Summary Documents(ver.1)
BRIRERBR O N D RTEH RO, SEGIRERL, WREIC ST 2R
Hre B5, IREORTFIECONTEIENR S TWD,

- Analyses and Displays Associated with Measures of
Central Tendency (ver.1)
U ~IVHRB-OE SN TONRAL XA A v ERD
ERIFE R, BARRAEORE/BRICESELKY, EEOR
TRFE, B, RME e ST IS A STV D,

- Best Practices for Data Sizing
4 4B,

- Best Practices for Data Standards Implementation,
Assigning VISITNUM to Unplanned Visits and

General Work Packages and
References K O* White paper @
K ERF OIS S TR S AL TV D,
FEICHRITI  MEZEARRRE, HRGEIE
(BB LRDLERNARSNT
WD,

2017/2/2
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Assigning EPOCH to Observations (2015-Max-6)

A AR E 72 X5 7235 6. & 2 WITRBR TR E 1
7= element T2 WD observation ~? EPOCH O
VAT T BUESSKEED VISITNUM fEOE] Y 4
TICET 28 EN SN TWD, REBHIRR BRI E
RER ST, HEOMBRKDOEEN S TND,

+ Current State of Traceability and Data Flow
b MERRBRIZB TS FL—% eV T s OERLK @D
T —Z DWW RENTND,

+ Roadmap for Nonclinical data Standards and Elements
to Improve Data Access
PR ZRFERRIR T — & OIEMEBRFE D T2 D DIfFET, 7 — &
DOESNANLAT T R OFERRIR O 7 — Z T OT — Z 1ERk &
TOHBREDOBET NEELPRENTND,

+ Traceability, Best Practices for Linear Data Flow
WHET—%, ZFEAT—% (SDTM) ., 7 —& &> b,
FEATRERIE D T 0w AR T 258D L—H e
U 7 ¢ @ best practice 23tk LTV 5,

+ Traceability, Preliminary Recommendations for
Traceability Documentation using Define-XML 2.0
Define.xml 2.0 & b L—HEY 7 ¢ [ZBHH9 25 FIHOME
DRENTND,

- Analyses and Displays Associated with Outliers or
Shifts from Normal to Abnormal: Focus on Vital Signs,
Electrocardiogram, and Laboratory Analyte
Measurements in Phase 2-4 Clinical Trials & Integrated
Summary Documents
% 2~4 FHRBORG L2 E RN B T D BRI A RS
DEMOERT =2 N ZAYA KD | REHEOL
FoFR, B, ETICOWTEER STV D,

+ Analyses and Displays Associated with Thorough
QT/QTc Studies
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Thorough QT/QTe % (TQT k) IZh1f 57—+ OF
T B ETICOVTRIER SR TV S,

4 4 1 Challenge http://www.phusewiki.org/wiki/index.php?title=Data_Siz SDTM } (*ADaM ©»5 — ¥t 2014/3/10
Data Sizing Best 2 Scope ing Best Practices Recommendation ~OVERRIFICSE & 72D,
Practices 3 Background
Recommendation 4 Process flow for managing HEERF DT — 2 R EFIBROFIEIZBET 285 0N s T
solutions Wb, KRFa A hORXRa—FILLTFOHEY,
5 Managing character variable c HER XN DRI G R ERT A0 OEE T
length to avoid wasted space in T — Ay "N TERARAAR—ZAZET S0,
data sets character O E X% & 9 PET 50,
6 Handling SAS xpt files when s KT RBEBAT- SAS xpt.file DT —Z 2 KU 7
they exceed the maximum size DT D0
allowed + Define documentation T & #5595 7>,
7 What to report in define
documentation
8 FAQ
9 Action Items
45 — http://www.phusewiki.org/wiki/index.php?title=Standard MEEE/ERLIFSC., MR 2= D FEUE(V (2 HL 2016/7/2
PhUSE Code Script Index D FHTe BRI D,
Repository FEAT B EAE AR E 72 TR 2R

(Standard Script
Index)

PhUSE Code Repository @7 A =227 PhUSE wiki N®
Standard Script Index D X—IZEBY 7 LTW5,

PhUSE 73347 L7= T2 ® White papers T SNZHE
DEETO T T ID) L IETHD,

+ Analyses and Displays Associated with Demographics,
Disposition, and Medications in Phase 2-4 Clinical Trials
and Integrated Summary Documents (v1.0)

+ Analyses and Displays Associated to
Non-Compartmental Pharmacokinetics — with a Focus
on Clinical Trials (v1.0)

+ Tables, Figures and Listings Associated with Measures
of Central Tendency — Focus on Vital Sign,
Electrocardiogram and Laboratory Analyte
Measurements in Phase 2-4 Clinical Trials and
Integrated Submission Documents (v1.0)

K7 7T MMEROBEOSRE
BHZb B2z 65,
fEHENTWD Y 7 by =TI
EIiZ SAS T, Tit® ver. 2 M#E M
STV,

£ 9.2

-9.2.1

< 9.3

<94
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a2 T LFKE (keywords) 1ZLATO#EY,

- AE Analysis Panel (AE, Scripts)

+ Demographics Analysis Panel (DM, table)

- MedDRA at a Glance Script Package (MedDRA at a
Glance, Adverse events, AE, Scripts)

+ Table of Common AEs - Figure 7.1 Summary of
Common Treatment-Emergent Adverse Events by
Treatment (Adverse Events, Common,
Treatment-Emergent)

+ AE Table of Preferred Terms (AE, Table, Preferred
Terms)

- Table of Serious AEs (AE, Table, Serious)

+ Boxplot of change from baseline vs time (Central,
Boxplot, labs, vital signs, ECGs)

- Boxplot of observations vs time (Central, Boxplot, labs,

vital signs, ECGs)

+ Mean time plot (Central, Mean Time Plot, labs, vital
signs, ECGs)

- Demographic Summary (Demographics, Table)

* Reason for Discontinuation (Central, reason,
discontinuation)

 summary of discontinuation reasons (Central,
discontinuation, reason, summary) [dispositon_a.sas]

+ Discontinuation Reason Summary (Central,
discontinuation, reason, count and percent)

[dispositon_b1.sas]

* Mean time plot (Central, Mean Time plot, labs, vital
signs, ECGs) [dispositon_b2.sas]

+ Mean time plot (Central, Mean Time plot, labs, vital
signs, ECGs) [medication_listing.sas]

*Mean time plot (outliers, labs, vital signs, ECGs, Shift,
Quantitative) [outliners_Scatter_MeanTime.sas]

*Mean time plot (outliers, labs, vital signs, ECGs, Shift,
Quantitative) [outliners_Scatter_Quant.sas]

+ Shift Table Analyses (Outliers, table, labs, vital signs,
ECGs)

+ High Low and Abnormal Values (Outliers, table, labs,
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vital signs, ECGs)

+ Treatment-Emergent Abnormal, High or Low Values at
Anytime (Outliers, table, labs, vital signs, ECGs)

+ Mean PK Concentration-Time Profiles (PK, figure)

+ Overlaying PK concentration-time profiles (PK,
Central, Mean Time Plot, labs, vital signs, ECGs)

+ PK Parameter Summary (PK, table)

« Individual PK Concentration-Time Profiles (PK,
figure)

- Boxplot of analysis timepoint observations by visit and
treatment (Central Tendencies, Boxplot, labs, vital
signs, ECGs)

- Boxplot of analysis timepoint change from baseline by
visit and treatment (central tendencies, change from
baseline, boxplot, labs, vital signs, ECGs)

+ YML meta data page example (PK, Dual Box)

JumpStart Scripts (SAS, Analysis, Panels)

4.6
PhUSE Archive

2016
2015
2014
2013
2012
2011
2010
2009
2008
2007
2006
2005

http://www.phuse.eu/archive.aspx

CSS Conference, Annual Conference, Single Day Event
TP CDISC BHHEDIERA T A RRCERD ZHABH ST
W% (legacy data conversion [ZBI3 5 %E L&),
—iFENE LIS, B (PhUSE 2RIZe6772< &) TEFR
B —RTED,

SN E R o USRS 15 oD
CDISC f#HEDZEAEHI DI AR &
LT Y | ¥ T CDISC 1E#E%
LN Yl SVASN

2016
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4 7 Introduction http://www.phusewiki.org/wiki/index.php?title=Good Pr 707/ 7 I JHpe, 7n /7 2 2014/3
Guidance on Good Getting Started With a New ogramming Practice Guidance VT OERELIZEL Y T BRI 1%
Programming Project ASN
Practice (v1.1) Language IR T — & OfFr, e, 7 — X LB D 7= D good
Program header programing practice(GPP) ® # 4 % > &2 & L T,
Revision history GPP_Guidance_Document_v1.1.docx AR & TV 5,
Comments RKHA X ATIET 7 IV TREOa—REa 2 bo
Naming conventions FLETIED IR SN TV D, EIZSAS 7' 7 F < [\IF 7203,
Coding conventions ZIZTorIar 77 ORANT R X Stata 72 Sl b
Log File Checking TE2%, £, ZOKANL SAS ~ 7 v % /&EHICE VN CTHERR
Portability INTEHWRWR, =7 aicbEfTtE s,
Hard coding
Defensive programming
APPENDIX
4.8 1.Project Overview http://www.phusewiki.org/wiki/index.php?title=Legacy ZOH% A FTiX, Legacy Data 2017/2/2
Legacy Data 2.Project Deliverables Data Conversion Plan %26 Report Flow Stages and
Conversion Plan & 3.Project Lead Characteristics . Legacy Data
Report 4.Project Members Project Overview OHLIE Conversion Decision Tree % ]
5.Project Updates 2014 4E 12 A #17? FDA Guidance on Providing ODETOHEEMEAFTTLH L
6.0bjectives and Timelines Regulatory Submissions in Electronic Format - NTEDH, o, IHFEIA R —,
7.Project Activities Standardized Study Data ¢, LDCP ®XLEAHEIZONWTE  H A LT A Vs FaBn A S
8.Meeting Minutes EE3NTWD, FDAZETLT— LA =280, LDCP TEH IFEINECHERRIE #2
9.Archived Content VERIZ B3 D L A RET STV 5, template, BIdenTED,
instruction, examples Z &l Z ¢ N ZDOF— LD T —
INTH D,
7235, PhUSE A > S—THREH ORI b A ST D
7o, NHEERERNE ENTND,
4.9 1 Purpose http://www.phusewiki.org/wiki/index.php?title=Top 20 V OpenCDISC (2L 5NV F— 2013/5/30

Top 20 Validation
Rule Failures (CBER)

2 Upcoming Meetings
3 Rules Under Review
3.1 SDTM Compliance

3.2 Terminology Compliance

3.3 Define.xml Compliance
3.4 Other
4 Meeting Minutes

alidation Rule Failures (CBER)

CBER 723#%B& L 7= OpenCDISC O /NY 5 —v 3 U Rl G
top20 N7 B V=l FF—AIZX VM, HER
( SDTM Compliance . Terminology Compliance .
Define.xml Compliance. Other) (=, % DRIEM, R

DRE, AT —HFALHTEH I TN D,

g VEEIIZANY F— 3 VR
WEAE~DORDBHE L 125,
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410 N/A http://www.phusewiki.org/wiki/index.php?title=Summar Raw 7 —# 2> SDTM [ZH#EHL L 2015/1/7
Summary of y_of Traceability References ler—42ty NEER LB, £
Traceability 72 SDTM 7> > ADaM ~ZH# L 7=
References FDA KO EMA @i@%1, PhUSE, SAS = — % —2%T//RA  BRIZ, Traceability OBl 5 AR

# - FgF I CDISC (CDASH, SDTM., ADaM) KOY RSN AEU BRI E L

eCTD O traceability (ZBH3 2 SCERCCBAENRIZE L O L 1D,

U, title, source. summary 2ME#E I TV 5,
411 Instructions http://www.phusewiki.org/wiki/index.php?title=Therape = PhUSE Wiki authors D& AH) 2014/1/15
Therapeutic Areas PhUSE Indication Project Teams utic_Areas TP S EERENTE Y,

Project Goals
Objectives
Working Group Meetings

AR—=UNL, HEHT R T T~ FEE. DM AT 72 iR
IR O mim EE B E LIER S L, PhUSE
Indication Project Teams D{E#E)~D starting page & 72>
TW5,

PERREIR DO_R—UNHBE I TS,

« Alzheimer's Disease (77 /LY /A < —35)
- Cardio Vascular Disease ([MEH)

+ Epilepsy (TAMA)

+ Multiple Sclerosis  (ZF&MERE{LIE)

+ Oncology  (JEF)

+ Parkinson's Disease (73— Y JR)

« Pain (&%)

* Respiratory — (FEUE 2 )

+ Rheumatoid Arthritis (BfiV 7 ~F)

BRI O~ — Uik, BT LL T OEN. T THRARD
Eh s,
1.Introduction

2 Disease Description
3.Agency Guidelines

4. Clinical Trial Endpoints
5. Clinical Trial Designs

6. Data Challenges

7. Data Collection

8. SDTM Data

9. ADaM Data

PhUSE "HAEDORIEEZT D b
DTIZRND, FEEFHT v 7T =,
HFHEE. DM OF8 2435 534 X fE bk
DHEBOBEL 7w k=L -

CRF Lt a—%17T95 OI2&r
2, %72, PhUSE ® TA #®
SDTM K. O* ADaM D Fe#iiLT —
X &k % Domain RNETH
DI T—HFN R Tl
DFEAIEL CDISC @ Therapeutic
Area Standards =& R4 AN
BdH5,
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10. Statistical Analysis
11. References
12. Project Team

4 12

Nonclinical SDRG
Package 2016-03-03
(v1.0)

I . Study Data Reviewer’s Guide
Completion Guideline Overview
II. Study Data Reviewer’s Guide
Template Completion
Instructions

1. SDRG Introduction

2. Study Design

3. Standards, Formats, and
Terminologies and their Versions
4. Description of Study Datasets
5. Data Standards Validation
Rules, Versions, and
Conformance Issues

6. Sponsor Decisions Related to
Data Standard Implementations
1. Study Data Reviewer’s Guide
Finalization Instructions

1. Create hyperlinks from
dataset names in section 4.1 to
any additional descriptions of
the domain(s) in a following
subsection

2. Update the Table of Contents,
document header and version
date

3. Convert the document to PDF
format

http://www.phusewiki.org/wiki/index.php?title=Study_D
ata_Reviewer%27s_Guide

AKHA RZ A4 1%, Downloadable Work Package (235
[Nonclinical SDRG Package v1.0 2016-03-03] @ zip ~7
A NMIZEENT WD, Package WNIZIZZ DT,
SDRG_Nonclinical_Template_v1.0 N
Nonclinical_SDRG_v1.0_Sample_1 .
Nonclinical_SDRG_v1.0_Sample_2 23 [El#E ST 5,

Nonclinical SDRG (%, FDA T
1% eCTD DFEY a2 —)L 4 [THAHH
TBHZENRBFTTNDEN,
PMDA TIHRHLZRH T2
7o, WA CHRRHEET AR, FE
i§RT — % % SEND |[ZE#T 5
b/ RN SVASN
TUoTL—hE 2 BYDOY T
VB R E TR D
Nonclinical SDRG % 1Bk 35 %
IZBEIZENTZ,

2016/3/3

4 13
SEND
Implementation Wiki

What Is SEND?
Pages
Links

http://www.phusewiki.org/wiki/index.php?title=SEND 1
mplementation Wiki

AR—UTlX, SEND % F49 5 B0 i % Pages,
Implementation TLA IR IHN. T TR LTV 5,

Pages

SEND /% PMDA T3 &k o
TRV SN CHRERHIFE T 5
B2, JEEER T — % % SEND (228
A D GBI ENE L2
BRI ElcsB LD,

2016/4/12
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News
+ SEND Implementation News
Fundamentals
+ SEND Fundamentals : SEND O£, IG D AFELE
FOENF 2 E 27T 5,
+ CT Fundamentals : Controlled Terminology MDFEfg,
AFHETHT 5,
* Define.xml Fundamentals : define.xml ®FHI|, £
20 7 RTRAEIEHOWTIHAT 5,
Implementation
- Getting SEND-ready : SEND % #i7c (23T D80
EERIZOWTHAT 2,
- FAQ
+ Known Issues
Links
+ SEND Implementation Forum : SEND (Z B9~ 2 & %)t
Z DY, SEND DX 23— | 1Y [EIEEH5 2 &k
D,
+ FDA Study Data Standards : FDA DU Y —ZX~—,
Hap RO v 7 bigfisn T o,
-CDISC SEND : SEND IG i & U Controlled Terminology
~DY 7T,
+ SEND Implementation Wiki CSS Poster : CSS Silver
Spring, 2016 TREENTCARALZ—~D Y 7,

Fh,.ERTERSEIATEBOLE & LT SEND
Implementation Forum 23F/ ST\ 5,
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5. Pinnacle 21

https://www.pinnacle21.com/

Pinnacle 21 : A —7 T, =a2— IRV — V&R L TV AHE, SDTM,ADaM,0DM,LAB &\ -7= CDISC fE#a~DiEA il 57200 CDISC
Validator D BA%E %17 > TV 5%, CDISC Validator (ZIZEERHR (Community) & A#HK (Enterprise) 734 ¥ . PMDA i34 Et® Enterprise il % F .,
Pinnacle 21 &n— A~2— FERIZH D TCOMMUNITY] 4% 7 OEENEE B,

HEE Uy ke BRHERA -
k4 Downloa Table of Contents Summa FIA B VT R—=Y
d vy EHH
5.1 N/A FRY =T A LY T AR, Pinnacle 21 (2B 3 2% & RACH: —
Forum EITH LN TE S,
[General| [Support] Product Suggestions| @A T T VHIOERAR Fiz, BEOERESHTHZ

oG RA A STV D, EWTED,

TATY FAERT 22 LICk D, BROBERMNATEEIZ/AR D,
5_2 N/A FRY =T A FEY T 72 RARE, B0 Pinnacle 2112889 5% 2017/1/27
Blog =DV IR THD

Pinnacle 21 B# (Pinnacle 21 Community O#F/. FDA BREFIHNE  H#H O Pinnacle 21 2 X = =5

DAV TA I F—ORINE) ORFIERDEREFR SN D, 4 —DIFE R TE D,
5.3 * N/A tRv =TV A FEY T U AR, " Pinnacle 21 Community"® —
Downloads Fyra— KB IO EFRT

" Pinnacle 21 Community"®##FThiiE & O"CDISC Terminology" D ¥ w7 DA & Mesd 35 BRI A A

Y= RRTED, £o, A VA M AHECHERAFES RSN T Tho,

W5, 728, Pinnacle 21 Community (Z{%, Validator, Define.xml

Generator, Data Converter, Clinicaltrials.gov Miner 23& £t CW\5,

Hyra—RK7A4arTFiZhsbd, “Release Notes” 227 U w7452 L

T, iR E i L TR CE ISR o 7= i, NTEE S5 HeRT 5

ZENTES,

[Compatibility with Enterprise] i, Enterprise it & Community

WROABNEZFERTHZ LN TE B,
5_4 N/A LR =TV A YT 7 RHE, % CDISC #E¥EIZxt 353 7 —
Validation Rules

% CDISC ¥\ Z%4 BN F— g U b—)LinT — X _X— 2L T
b\éo

-SDTM

-SEND

-ADaM

-DEFINE-XML

-MEDICAL DEVICES

— g U L EFER LT
BRICEHTH S,

59


https://www.pinnacle21.com/

FHEAZZ V73528 T NI T = a b=V afERT 52 LA
T&%, $lo, N—=VELBOMBEE~F—V—FzANTHILITK
D NVTF =2 a V= VERRTDHIENTED,

5_6
Documentation

N/A

tRrv =TV A LY T U AR, Pinnacle 21 Validator (Z B
T4 XA NaEA R

Pinnacle 21 Validator (2@ L7= K=o A > b, HW. TERIRNE DT ENTED,

T35,

* Pinnacle 21 Community Documentation
-Installation

-GUI Usage

-CLI Usage

-MedDRA and SNOMED Setup

-CDISC CT Setup

-Performance and Scalability
-Application Framework

+ Publications and Articles

-Dec 2010 Validator Review by Meta-Xceed, Inc.

-PharmaSUG 2012 - SDTM, ADaM and define.xml with OpenCDISC

-Controlling OpenCDISC Validator using R

-FDA Datafit - Data Standards in Clinical Trials, A Regulatory
Perspective

+ Regulatory Documents

-CDER Study Data Standards

-CBER Study Data Standards

-CDER Common Data Standards Issues Document v1.1
-FDA Study Data Specifications v2.0

-FDA Study Data Standards Resources
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6. UMC UMC (Uppsala Monitoring Centre) : [EFS 3 A IC 1T 5 WHO fREMZEH 1t 2 —CTh o AV = —F VEFHE TH 5, K0 15L& LT WHO Drug
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