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Disclaimer and Disclosures

* The views and opinions expressed in this presentation are those of the
Y author(s) and do not necessarily reflect the official policy or position of
CDISC.

* The author(s) have no real or apparent conflicts of interest to report.
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SDTM Datasets Review THE
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SDTM Datasets Review THE

1. EDC Data & External DatafiStudy SDTM Program Codef—E 4% 2

¥ e Problem_description

aelcode 1.01: This EDC dataset exists but isnot used in any of the SDTM programs, please check!
cm 1.01: This EDC dataset exists but is not used in any of the SDTM programs, please check!
sv_uns 1.01: This EDC dataset exists but is not used in any of the SDTM programs, please check!
Name

AEYN EERETREMN? 3: Variable in this dataset but not used in this SDTM programs, please check!
"ae" AEL MDRALANG wIGIES 1.03: Variable in this dataset but not used in this SDTM programs, please check!
"ag" AEL MDRAVER BT 7R 1.03: Variable in this dataset but not used in this SDTM programs, please check!
"cm” CMCODE CMINDCO Hith, 1A 1.03: Variable in this dataset but not used in this SDTM programs, please check!
"cm" CMCODE CMYN EEGERERAFHAZ?  1.03: Variable in this dataset but not used in this SDTM programs, please check!
"d¢" "dm" SUBJ SUBJID2 FiNE THIES 1.03: Variable in this dataset but not used in this SDTM programs, please check!
"de" "dm" "ds" DSIC DSVER1 BHRHNARRAS 1.03: Variable in this dataset but not used in this SDTM programs, please check!
"dc" "dm" "ec” EC1 ECDOSTOS_UNIT  itXlI45Z5&_UNIT 1.03: Variable in this dataset but not used in this SDTM programs, please check!
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SDTM Datasets Review THE

2. Study aCRF.xfdffiStudy SDTM Datasetspi—H 442!

EGCAT = INTERVAL 2.04: The variable in the annotation CRF but not in the SDTM data sets, please check!
EGCAT = MEASUREMENT
SVPRESP =Y When Visit is Scheduled

SVREASOC

QSDESC

CMDOSEU

37 2.04: The variable in the annotation CRF but not in the SDTM data sets, please check!
SVPRESP 11 2.04: The variable in the annotation CRF but not in the SDTM data sets, please check!
SVREASOC 11 2.04: The variable in the annotation CRF but not in the SDTM data sets, please check!
QSDESC 40 2.04: The variable in the annotation CRF but not in the SDTM data sets, please check!
CMDOSEU 113 2.04: The variable in the annotation CRF but not in the SDTM data sets, please check!
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SDTM Datasets Review]

- ’ SDTM PROGRAM if "missing(DTHDTC) or “missing(DDREAS)
then DTHFL="& yes.";
SDTM PROGRAM if *missing(DTHDTC) or “missing(DDREAS)

then DTHFL="& yes.";

CDISC 2024 China Interchange | #ClearDataClearlmpact
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3. Study aCRF.xfdffiStudy SDTM Program Codefy—E 144 %:

dc 3.19: Pages for AE or DD are not annotated with
DTHFL or subjects with DTHFL="Y" are inconsistent
between datasets DM, AE or DD, please check!

dm 3.19: Pages for AE or DD are not annotated with

DTHFL or subjects with DTHFL="Y" are inconsistent
between datasets DM, AE or DD, please check!
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SDTM Datasets Review THE

4. Study aCRF. xfdfiﬁuStudy SDTM Mapping SpecBI—H 44 E:

Variable_Name Problem_description

DACAT RF 6.03: Origin is "CRF", there is no corresponding annotation in aCRF, please check mapping spec!
DV DVCAT CRF 6.03: Origin is "CRF", there is no corresponding annotation in aCRF, please check mapping spec!
DV DVSTDTC CRF 6.03: Origin is "CRF", there is no corresponding annotation in aCRF, please check mapping spec!
EE© ECDOSFRM CRF 6.03: Origin is "CRF", there is no corresponding annotation in aCRF, please check mapping spec!
EC ECROUTE CRF 6.03: Origin is "CRF", there is no corresponding annotation in aCRF, please check mapping spec!
EX EXDOSFRM CRF 6.03: Origin is "CRF", there is no corresponding annotation in aCRF, please check mapping spec!
EX EXROUTE CRF 6.03: Origin is "CRF", there is no corresponding annotation in aCRF, please check mapping spec!
IE IECAT CRF 6.03: Origin is "CRF", there is no corresponding annotation in aCRF, please check mapping spec!

Domain Variable Variable Origin CRF_Page Supp CRF_Page DIFF Problem_description
Name Label \e) Domain _No_xfdf

MHSTDTC 5 H HA/E CRF 6.13: Page numbers in the Mapping spec is
IETJ /eDT inconsistent with CRF, please check mapping spec!

DM RFICDTC sigEI=HE CRF 9 Y 6.13: Page numbers in the Mapping spec is
(B8] inconsistent with CRF, please check mapping spec!

DS DSTERM ZRESHE CRF 9,42, 43, Y 6.13: Page numbers in the Mapping spec is
RS BN 45 inconsistent with CRF, please check mapping spec!

cdisc
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SDTM Datasets Review THE

5. XHHiEMASH—EIE%RE:

Domain Protocol Criteria Versions nTIVERS Problem_description
Abbreviation

3.14: Only one PROTOCOL version or PROTOCOL version discontinuity in SDTM.TI, please check that
the incl/excl criteria of all PROTOCOL version have been included!

TI 11 4 3.14: Only one PROTOCOL version or PROTOCOL version discontinuity in SDTM.TI, please check that
the incl/excl criteria of all PROTOCOL version have been included!

TI 12 4 3.14: Only one PROTOCOL version or PROTOCOL version discontinuity in SDTM.TI, please check that
the incl/excl criteria of all PROTOCOL version have been included!

Tl 2 4 3.14: Only one PROTOCOL version or PROTOCOL version discontinuity in SDTM.TI, please check that
the incl/excl criteria of all PROTOCOL version have been included!

Revision_MappingspecName Problem_description
_latest

V0.1 V0.2 6.14: The version in sheet [Revision History] is inconsistent with the latest version of mapping spec,please check
mapping spec!

V0.8 V1.0 6.14: The version in sheet [Revision History] is inconsistent with the latest version of mapping spec,please check
mapping spec!

eoe
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SDTM Datasets Review THE

6. Study SDTM Mapping Spec& s 28—t E:

o Name

Mapping Rule USUBJID AE, CM, DA, DD, DM, DS, EC, EG, EX, STFREN SR E, ER 6.17: The Origin or Mapping rule of variable STUDYID or

FA, IE, LB, MH, ML, PC, PE, PR, QS, FRIRE,. iLE, ZiRE USUBJID are inconsistent, please check mapping spec!
RS, SE, SU, SUPPQUAL, SV, VS YRER"-EERE R,
Mapping Rule USUBJID PP set SDTM.DM.USUBJID 6.17: The Origin or Mapping rule of variable STUDYID or

USUBJID are inconsistent, please check mapping spec!

Variable_Order QNAM Mapping Rule Problem_description

FATESTCD Assigned 6.02: Origin is "Derived" or "Assigned", mapping rule is null, please
check mapping spec!

MB 24 MBSTNRLO Derived 6.02: Origin is "Derived" or "Assigned", mapping rule is null, please
check mapping spec!

MB 25 MBSTNRHI Derived 6.02: Origin is "Derived" or "Assigned", mapping rule is null, please
check mapping spec!

QS 20 QSBLFL Derived 6.02: Origin is "Derived" or "Assigned", mapping rule isnull, please
check mapping spec!

eoe
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Category for
Lab Test
SraEn® CHEMISTRY

CHEMISTRY

CHEMISTRY

CHEMISTRY

CHEMISTRY

CHEMISTRY
HEMATOLOGY

HEMATOLOGY

cdisc

Lab Testor
Examination
Name

Alanine
Aminotransfer
ase

Alkaline
Phosphatase

Aspartate
Aminotransfer
ase

Bilirubin

Gamma
Glutamyl
Transferase

Urea

Hematocrit

Hematocrit

Original
Units

1U/L

1U/L

1U/L

gL

1U/L

umol/L

%

L/L

SDTM Datasets Review L H
.7 EHRETHNE

Standard

Units

U/L

U/L

U/L

umol/L

uU/L

mmol/L

RATIO

RATIO

Domain
Abbreviation

LB

LB

LB

LB

LB

LB

LB

LB

factor

1710

0.001

0.001

0.01

CDISC 2024 China Interchange | #ClearDataClearlmpact

Problem_description

4.01: The unit has been converted, please
confirm the conversion factor!

4.01: The unit has been converted, please
confirm the conversion factor!

4.01: The unit has been converted, please
confirm the conversion factor!

4.01: The unit has been converted, please
confirm the conversion factor!

4.01: The unit has been converted, please
confirm the conversion factor!

4.01: The unit has been converted, please
confirm the conversion factor!

4.01: The unit has been converted, please
confirm the conversion factor!

4.01: The unit has been converted, please
confirm the conversion factor!
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SDTM Datasets Review THE

7. BEHRETHRE:

Category for Specimen Method of Lab Test or Original Standard Domain STRESN STRESN STRESN STRESN factor Problem_description
Lab Test Type Test or I SEIET] Units Units Abbreviation _MIN _MAX _MEAN _STD
Examination Name

CHEMISTRY Alanine 1U/L U/L LB 9 423 16.997297 6.869760 1 4.02: There are differences between the

Aminotransfera 297 0834 mean and standard deviation of each

se original unit and standard unit, please check!
CHEMISTRY Alanine u/iL u/iL LB 4 152 17.090571 11.04945 4.02: There are differences between the

Aminotransfera 737 8007 mean and standard deviation of each

se original unit and standard unit, please check!
HEMATOLO Erythrocytes 10M2/L 10M2/L LB 2.9 5.95 4.2812469 0.449567 4.02: There are differences between the

734 0855 mean and standard deviation of each

original unit and standard unit, please check!

HEMATOLO Erythrocytes 1019/ 10M2/L LB 0.00518 0.00542 0.0053033 0.000120 0.001 4.02: There are differences between the
333 1388 mean and standard deviation of each
original unit and standard unit, please check!

HEMATOLO Hematocrit % RATIO LB 0.0016 0.489 0.3770478 0.064455 0.01 4.02: There are differences between the
91 3882 mean and standard deviation of each
original unit and standard unit, please check!

HEMATOLO Aspartate RATIO RATIO LB 0.295 0.393 0.32496 0.024599 4.02: There are differences between the
Aminotransfera 2547 mean and standard deviation of each
se original unit and standard unit, please check!

eoe
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SDTM&£7IE B ZNLE 17

BanERaCRF
BaILRINaCRFR A%
B¢ 8l iEMapping Spec
Ha1{t 81 SDTM Datasets
B L E#ZSDTM

Bai {4 s Define

-
BBKTA | EATANGRWE | SRIREMRITE |

1-3 Working Days <=8 Hours N

>=1 Working Days <=0.5 Hours

3-5 Working Days 1-2 Working Days

2-3 Weeks About 1 Week

2 Working Days 4-6 Hours

3-5 Working Days <=1 Working Days

About 2 Working Days About 4 Hours

B4 B cSDRG
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SDTME&RIZEE T E T

1. B aCRF:

ol (B OHERE) 33
S oy | aCRFIREITA:
¥ J BE [ LBCAT = B |
btk
S R (ROMEKE?  OR[ NOT SUBMITTED] | £ g = ER e ShIERR
: .° O’E?fLBSTAT:»kEandLBTESTCD=LBALLwhen 77 is checked] 1) REARERIECREF A BERE
Tl &. WL E [ LBREASND
R 2) --TESTCDAJREIQ &N B s #F o
- LES I T
8 (%) [TBAGE W SUPPLE ] [LBAGEUn SUPFLB_] 5 -
K T LBTEST] 5 i B [ (]
K 7255 %[ LBORRES when LBTESTCD = PT__|
s EE 3 S T OIE®[ LBCLSIG1 in SUPPLE |
OF = LGAE L TpcisiGnsuPPLE |
O 5 1 i BB X
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SDTMZ %1z Bahk &1

2. BE1LaCRFW B &R~ &

cdisc

v [ B
v [l s
A BmBas

R xsE=E
H Ng/Hstng
A ADgitEEs
A RRE

> [ c1D1

> A c1D15

> [ c2D1

> A c2p15

> [ c3D1

v ] E¢
> Q FesigE
v [ A

[ fwizng
A cip1
[ c1D15
[ ca2D1
[ c2p15
A c3D1

> A xsEE

> [ Ase/HERRE
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SDTMERIZEFMLE T

3. BEI%E R SDTM Mapping Spec:

SDTM
Mapping Spec

Tool
p
SDTM IG ]
Variables.xlIsx J
A
4 D
Study
aCRF.xfdf
\ 4
4 D
Metadata
Library.xlsx
\ 4
C DY
Detail
Library.xlsx
A J
A

Study SDTM
Mapping Spec.xlsx
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SDTMERIZEE L EIT

3. BENMLAE M SDTM Mapping Spec:

: ORHEacr xfAfSCHIREFICRFEELU N SDTM IGH AN EFHIE T EAIMapping Actiont) & BEf)
Y; BRIFETCRFMEESAINATCRF Page No.

¥ TR BN TEaR AN HE =R ME #EB) Acrobat SDTM Mapping Status

0 S _Q. @ (D @ SAERIEERS: 2.0

. 2] HRE: 2023-12-09
SraR WEAN EWaCRFEE FEDomain TEIF/E B8 LEEE
TR BEW v FHEETm MappingSpec #lVariable ~ Label ~ 3%~ | {E&: EAE

fRIEX |SDTM Mapping S Sheet 185 MEAtER
L16 - £ x
v A B © D E F G H | d K L M N
. 1 Domain ~ |Variable - |Variable Name ~ |Variable Label - |Type - [Length - [Role '~ |Core ~|C T - |Origin - |CRF Page No - [Mapping Actior - |Raw Variable - |Mapping Rule -
SR A 2 [aE 1|STUDYID Hiexaates Char Identifier R: | Protocol |x = ]
S 3 [AE 2[DoMAIN IS ERE Char dentifier R: DOMAIN Assigned | B
 ALARRS EIRFARDA « LS FNERSA - Lk
RITEEmALE SRR P0S BE—
L Rk AR A - ik, ATRYERTER
4 |AE 3|USUBJID i EE— RO Char Identifier Derived x £ BB E— RifAAIUSUBIID
° ® 5 [AE 4|SUBID &0 Char Identifier Perm | Assigned x DC.SUBJID
6 [AE 5|AEsEQ = Num Tdentifier R: v 1R T ) USUBIID 1 RS
o 7 [AE 6|AEGRPID g&ID Char Identifier Perm [[cre 55]x
] 8 [AE 7| AEREFID ) Char Identifier [Perm CRE NA
s 3 9 [AE 8|AESPD AR Char 1dentifier |Perm CRF NA
10 [AE 9[AETERM FEEHRE SR Char Topic jg \lcre 55]x
11 [AE 10| AEMODIFY 1(31&11 Char Synonym QualifigPerm [Resmed REY
1 12 [AE 11[AELLT ST Char Variable Qualifier [ Assigned x e |
13 [AE 12[AELLTCD JEERS Num Variable Qualifier |Assigned x ] 3 |

L
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SDTMZRIEE ML E T

3. Bl LE M SDTM Mapping Spec:

; QR #Eacrf xfdf>Z B EI%E BSUPP QNAMLIST, H¥KIFETCRFHVZEES BHRNEAFCRF Page No.

X FE WA 0 TEAR AT BE Wi #WE  #Eh Acrobat SDTM Mapping Status

O t} ®»‘ @ ~) @ HEERIERRS: v2.0

b Z =) 2023-12-09
STSR | AN RF EWMaCRFEE TWMDomain FEH/E %18 SRR
EURESR WEL - FHEEm MappingSpec #lVariable ~ Label v 3~ e B

BURtER | SDTM Mapping &R Sheet 185 REasgs
N16 ~ b 3
A B C D E F G H | J K L M N
1 Domain - |Varis - [QNAM - |QLABEL - |RDO - [IDVAR - |[QEVAL ~|QORIG - [Controlled T - - |CRF Page No - - |Raw Variable - [Mapping Rule
2 |SUPPAE 1| AEDIS STELBHRLME  [AE  |AESEQ CRF CRE 56]x
: 3 [SUPPAE 2[AESACOTH A AT | AE __ |AESEQ CRE CRF 55]x
@i vl ® 4 |SUPPAE 3| DICTNAVS FHERRIFE AE  |AESEQ [CLINICAL STUDY SPONSOR |ASSIGNED |MedDRA Assigned &
s 5 |SUPPCM 1jaTcy ATC Text 1 CM  [CMSEQ [CLINICAL STUDY SPONSOR |ASSIGNED [WHODRUG | Assigned x
RS | 6 [SUPPCM JATCICODE __ JATC Code L CM  [CMSEQ [CLINICAL STUDY SPONSOR. |ASSIGNED [WHODRUG |Assigned x
E 7 |SUPPCM 3JATC2 ATC Text 2 CM CMSEQ |CLINICAL STUDY SPONSOR [ASSIGNED |WHODRUG  [Assigned x
.- 8 [SUPPCM 4ATCICODE _ JATC Code 2 CM _ |CMSEQ |CLINICAL STUDY SPONSOR. |ASSIGNED |WHODRUG |Assigned x
9 [SUPPCM slaTcs ATC Text 3 CM  [CMSEQ [CLINICAL STUDY SPONSOR. |ASSIGNED [WHODRUG |Assigned x
e ® 10 [SUPPCM S ATC3CODE ATC Code 3 CM CMSEQ |CLINICAL STUDY SPONSOR [ASSIGNED |WHODRUG  [Assigned x
3 11 [SUPPCM JaTcs ATC Text 4 CM  [CMSEQ [CLINICAL STUDY SPONSOR |ASSIGNED [WHODRUG |Assigned &
12 [SUPPCM §|ATC4CODE  JATC Code 4 CM _ |CMSEQ |CLINICAL STUDY SPONSOR. |ASSIGNED |[WHODRUG _|Assigned x
£ i 13 |SUPPCM 9|CMAENO IBETREMN CM CMSEQ CRF CRF 7=
: 14 [SUPPCM 10[CMDOSFRO _ JE sz cM__ |cMsEQ CRE CRE 58]x
Sosat! 15 [SUPPCM 11[CMDOSUOT |Efh&fs CM  |CMSEQ CRF CRE 57[x
® ©
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4. SDTMBIR EEWRIZFER 312 F 7~ 5 -

. @ m-check-cdisciso8601-v1-2

. [#®] m-check-varlenge200-v1-0

: @ m-combine-supp-vi-1

@ ae [#] m-convertvars-num2char-v1.0
[®] m-create-cdisciso8601-v1-3

[#] cm

@ m-create-epoch-v1-2
@ dm r_’a m-create-maxdat-v1-2
m ds [®] m-create-orresn-v1-1
@ ec [&] m-create-relrec-v1-0

@ m-create-teae-v1-0
St e @ €9 (%] m-findds2var-v1-0
. [%] ex from ec (%] m-get-dslist-v1-0
SN . ]@ m-get-epochcode-v1-3
Sreg e @ ﬁndmg [%] m-get-labelname-v1-0
E‘a m-merge-dtsbyedc-v1-0
; [#] m-remove-specialchar-v1-1
: " ' [#] m-sdtm-blfl-v1-2
RS R [#] m-sdtm-seq-v1-0

£k [#] m-sdtm-supp-v1-1

. - @ m-std-rawname-v1-1

@ [#] finding-nometadata
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%create_define Pinnacle 21 Pinnacle 21

»| SDTM excel SDTM P21 Report
spec define.xml SDTM Define

| |

SDTM
Define issue?

Yes
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. Summary
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