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Data Conversion Process
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Version V;r:;:rle Class D::a"s:t Variable Name Variable Label
Standard version CHECK
~ SDTM v1.7 / SDTMIG v3.3 SDTMIG v3.3 '1 Findings Vs STUDYID Study Identifier Char Req Y
N Define-XML v2.1 SDTMIG v3.3 72 Findings Vs DOMAIN Domain Abbreviation Char Req Y WS
erine VZ. SDTMIG v33 B Findings Vs USUBJID Unique Subject Identifier Char Req ¥
- SDTM CT yyyy-mm-dd SDTMIG v33 2 Findings VS VSSEQ Sequence Number Num Req Y
SDTMIG v33 5 Findings Vs VSGRPID Group 1D Char Perm N
SDTMIG v33 B Findings Vs VSSPID Sponsor-Defined Identifier Char Perm N
SDTMIG v33 7 Findings VS VSTESTCD Vital Signs Test Short Name Char  C66741 WSTESTCD  Ves Req Y
SDTMIG v33 B Findings Vs VSTEST Vital Signs Test Name Char 67133 VSTEST Yes Req Y
Source Data soTMIG w33 B Findin
gs Vs VECAT Category for Vital Signs Char Perm N
SDTMIG v33 10 Findings VS VSSCAT Subcategory for Vital Signs Char Perm N
DM ™ SDTMIG v3.3 i1 Findings Vs VSPOS Vital Signs Position of Subject Char C71148 POSITION Yes Perm Y
PE SDTMIG v33 M1z Findings Vs VSORRES Result or Finding in Original Units Char Exp Y
SDTMIG v33 "3 Findings VS VSORRESU Original Units Char  C6B770 WSRESU Yes Exp Y
AE DS SDTMIG v3.3 "4 Findings Vs VSSTRESC Character Result/Finding in Std Format Char Exp Y
SDTMIG w33 fis Findings Vs VSSTRESN Numeric Result/Finding in Standard Units  Num Exp Y
SDTMIG v33 "6 Findings VS WSSTRESU Standard Units Char  C6B770 WSRESU Yes Exp Y
LB S SDTMIG v3.3 M7 Findings Vs VSSTAT Completion Status Char 66739 ND No Perm Y
SDTMIG v33 Tig Findings Vs VSREASND Reason Not Performed Char Perm N
SDTMIG v33 "9 Findings VS VSLOC Location of Vital Signs Measurement Char  C74456 LoC Yes Perm ¥
SDTMIG v3.3 20 Findings Vs VSLAT Laterality Char 99073 LAT Yes Perm Y
Reference data Ext | SDTMIG v33 21 Findings VS VSLOBXFL Last Observation Before Exposure Flag Char 66742 NY No Exp Y
(e.g.lab L] SDTMIG v33 22 Findings Vs VSBLFL Baseline Flag Char  C66742 NY No perm N
reference data) Data SDTMIG v3.3 23 Findings Vs VSDRVFL Derived Flag Char (66742 NY No perm Y
SDTMIG v33 4 Findings Vs VISITNUM Visit Number Num Exp Y
SDTMIG v33 25 Findings VS VISIT Visit Name Char Perm ¥
SDTMIG v3.3 26 Findings Vs VISITDY Planned Study Day of Visit Num Perm Y
SDTMIG v33 27 Findings Vs TAETORD Planned Order of Element within Arm Num Perm Y
SDTMIG v33 28 Findings VS EPOCH Epoch Char 99079 EPOCH Yes Perm Y
SDTMIG v3.3 20 Findings VS VSDTC Date/Time of Measurements Char 150 8601 Exp Y
Derived/Assigned/Recoded L J
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Case |.

Unexpected value in IDVAR/IDVARVAL

1 When creating the SUPPDM dataset, the
1 IDVAR and IDVARVAL variables were

4 included because their core were

-1 Expected, but an error occurred inthe
-4 validationreport for this part.

Core

*  Required

*  Expected

*  Permissible
| SDTMIGv3.3

Class Dataset Name Variable Name Variable Label Type Core
Relationship SUPPQUAL IDVAR Identifying Variable Char Exp
Identifying Variable

Relationship SUPPQUAL IDVARVAL Value Char Exp

Source
SUPPDM

SD1051

Pinnacle 21 ID

Message

Pinnacle 21 Validator Report

Unexpected value for IDVAR/IDVARVAL

14
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Casell.

Unexpected value in IDVAR/IDVARVAL

=

A record in a SUPP-- dataset relates back to its parent record(s) via the key identified by the STUDYID,
RDOMAIN, USUBJID, and IDVAR/IDVARVAL variables. An exception is SUPP-- dataset records that are related
to Demographics (DM) records. where both IDVAR and IDVARVAL will be null because the key variables
STUDYID. RDOMAIN. and USUBJID are sufficient to identify the unique parent record in DM (DM has one
record per USUBIJID).

Exceptionally, in the SUPP-dataset for DM, STUDYID, RDOMAIN, and USUBJID are key variables,
so IDVAR and IDVARVAL are null.

Solution: When creating a SUPP-dataset relatinginformation to the DM domain,
keep IDVAR and IDVARVAL blank!

15



Case ll.

® "o

ol . *  DSDTC stands for collection date for disposition event.

D However, since this information is not confirmed in the original
' """ ’ data, we decided not to include the DSDTC variable in the DS

dataset.

* DSDY is a variable calculated as an integer day based on DSDTC.
Since DSDTC is not collected, DSDY is all Null, but since the

core is Expected, it must be included in the DS dataset.

Missing DSDTC, when DSDY iIs presented

Dataset Name

Variable Name

SDTMIG v3.3

Variable Label

Type

Core

DS

DS

DS

DSDTC Date/Time of Collection Char Perm
Start Date/Time of

DSSTDTC Disposition Event Cha_r Exp

DSDY Study Day of Collection Num Exp

Source Pinnacle 21 ID Message
. DS
SD2270

Pinnacle 21 Validator Report ;

Missing DSDTC variable, when DSDY variable is present

S
e ‘ Issue Summary
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Case ll.
Missing DSDTC, when DSDY iIs presented

Short Name

Affected Standard

Description of Error

Efforts to Correct Error

DSDY should be "Permissible", not "Expected"

DSDY should be permissible, not expected

SDTMIG v3.3

In the DS domain specification, the core value of DSDTC is "Perm" but the core value of the corresponding
study day variable, DSDY, is "Exp". The study day variable corresponding to a date/time variable that is

"Perm" cannot be "Exp".

Note that DSDY was not included in the DS doman specificatiol

The core value for DSDY will be changed to be "Perm" in the ne

& Knownlssues |

Coping Strategy

Explain any validation errors or warnings in the Clinical Study Data

Reviewers Guide (cSDRG).

DSDY is a study day variable that
corresponds to a date/time variable
whose core is Permissible, so its core
cannot be Expected.

Published Attribute Value

DS.DSDY

Revised Attribute Value

Solution: Describe this in ¢SDRG (Clinical Study Data Reviewers Guide)

17




Case lll.

Treatment Emergent Adverse Event(TEAE) flag?

Source
AE

Pinnacle 21 ID

SD1097

Pinnacle 21 Validator Report ,L

Message

No Treatment Emergent info for Adverse Event

*  Among the variablesin the AE domain, there is no variable
that can display information about Treatment Emergent.

« Additionally, there is no guideline in SDTMIG that states that
it is mandatory to include whether the AE is a treatment
emergent.

18



Case lll.

Treatment Emergent Adverse Event(TEAE) flag?

Hello,

There is an error in AE domain: No Treatment Emergent info for Adverse Event.

The description of rule 1097 states, it should be included in SUPPAE. But there is no imputation done at sdtm level, so how can one

create emergent flag?

Inquiries and answers on the forum
board of the Pinnacle 21 website

No Treatment Emergent info for Adverse Event

There SHOULD not be any imputed data in SDTM, but the sad reality is different ...
This is a requirement added by the FDA on top of what CDISC has as requirements.

According to the CDISC principles, "treatment emergent flags" should only appear in ADaM, but the FDA also wants it in SDTM.

o Jozef on March 24, 2017

cdisc

Ref. https://iwww.pinnacle21.com/forum/no-treatment-emergent-info-adverse-event

19



.. Case lll.
Treatment Emergent Adverse Event(TEAE) flag?

| FDA Validator rules v1.6 |

FDA Validator

o ----- o Rule ID Publisher Publisher ID FDA Validator Rule Message Although itisnotincludedin the
Ca No Treatment Emergent info for Adverse Event SDTM principles, a treatment-
sD1321 FDA FDABOO1 (missing SUPPAE) emergent flag must be included in
' ' ' the SUPPAE as specified in FDA
FDA Validator Rule Description businessrules.

A treatment-emergent flag should be included in SUPPAE according to the FDA

business rule that states, 'A treatment-emergent flag should be submitted.’

Version 1.5 finalized June 2019

FDA Business Rule ID FDA Business Rule

FDABO001 A treatment-emergent flag should be submitted.




Standard version CHECK
SDTM v1.7 / SDTMIG v3.3

Define-XML v2.1 o
SDTM CT yyyy-mm-dd

SDTM Domain &
Variable Selection

4

Source Data

A :E

o |
- AE DS

External
Data

. =) s

%; : Reference data
\ G (eg.lab
: 2 reference data)

Mapping
Specification

Data Conversion Process

“IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII.

L 4
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data between valuesin CRF and SDTM CT must be created in

advance to be used when creating a mapping table later.

* Controlled Terminology: List of standard codes for specific variables A .

CRF
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Creating mapping tables

Trial information
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Summary
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REFERENCE
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Code

C85047

£100428 C85047
C181404 065047
CBO167  CB5047
C186022 CB5047
C100462 CB5047
C100481 C85047
CB0168  CB5047
C172524 65047
C154761 CB5047
C154758 C85047
C100430 CB5047
C189527 CB5047
C184528 CB5047
C111124 GB5047
C150835 C85047
C150834 CB5047
C125038 65047
C135397 CB5047
C184527 85047
C74699 CB5047
C74833 CB5047
CB0169  CB5047
€135398 CB5047
Ce2247  C65047
C147288 CB5047

Laboratory

Test Code

Data Conversion Process

— i = Forvariables that require Controlled Terminology (CT)*, mapped
e e : data between valuesin CRF and SDTM CT must be created in
aratory Test Code . .
cowe com & LaboratoryTestName | . ... ! advance to be used when creating a mapping table later.

Code | T 1
CB7154 Yes Laboratory Test Name LBTEST 1
C179752 CB7154 Laboratory Test Name 1,25-Dihydroxyvitamin D2 . . . .
Grrorsa coTiss Lasoratory Tet ame 125 Dbyt 03 ! * Controlled Terminology: The set of codelists and valid value used
C179753 C67154 Laboratory Test Name 1,26-DihydroxyvitD2+1,25-DinydroxyvitD3 | . . L .
Giassaa carias LaboratoryTes e 1 Anarogheta ! with data items within CDISC-defined datasets.
C154732 C67154 Laboratory Test Name 1-Hydroxymidazolam 1
C163497 CB7154 Laboratory Test Name 11-Dehydro-Thromboxane B2 Excretion Ris =
C103344 CB7154 Laboratary Test Name 11-Dehydro-Thromboxane B2 e
o P T e I Dok annotated ! - | I I
C186043 CB7154 Laboratory Test Name 11-Deoxycortisol CRF | Algorithms S

C186063 CB7154
C186084 CB7154
C1860689 CB7154

Laboratory Test Name
Laboratory Test Name
Laboratory Test Name

11-Hydroxyandrostenedione
11-Hydroxyandrosterane
11-Hydroxyeticehelanclone

Controlled Terminology

4 Itemsin CRF
Terminoloayi=

Craa_ oasouT C188073 CB7154 Laboratory Test Name 11-Ketoandrosterone Attributes
C186074 CE7154 Laboratory Test Ni 11-Ketoetiocholanol =
Osese COSUT C1azp03 Co7154 Laboratory Test Name 11 Nor-Deltad-THC-8.Carborshs Acd Domain | SEQ TEST TESTCD TEST
C147288 CB5047 C186065 C67154 Laboratory Test Name 17-Hydh i )
C186070 C67154 Laboratory Test N: 17-H: I
g:g;;i: §3§§:§ C147370 CB7154 mni:tiz Test Name 17Hyy::::;§:g:::r::: : : LB TQvBC WEBC Leukocytes
186075 C67154 Laboratory Test N: 17-Kete ic steroid:
C186076 C67154 Laboralory Test Hame 1T Keloteros Creating mapping tables LB 2JRBC RBC Erythrocytes
DNc186067 C67154 Laboratory Test Name 18-Hydroxycorticosterone Ll -
C186085 C67154 Laboratary Test Name 18-Hydroxycortisol m|LB 3Hemeglebin HGB Hemoglobin
S . n . N
AE . Trial information I:# | ;\— ” -Ir -lE— \'/I' -|S— ;ﬁ = LB 4MHematocrit HCT Hematocrit
| — - ot - Platelets
I 1 LB 6 ueutrophil EUT Neutrophils
CDISC CT Codelist CDISC Codelist <4
Dataset LB 7 ymphocyte
Class o Variable Name Variable Label Type | Code(s)/Described bmissi E ibl ymphocy Y Lymphocytes
ame Value Domain(s) Value P (Yes/No) LB 8jMenecyte MONO Monocytes
Findings LB LBTESTCD Lab Test or Examination Short Name. Char  C65047 LBTESTCD ¥ Yes L8 9jeosinaphil FOS Easinophils
. |Findings LB LBTEST Lab Test or Examination Name Char  C67154 LBTEST Yes L6 10}Basophil BASO Basophils
: : =) |8 TTAST | ) Aspartate Aminotransferase
And update tablesalongwith - -
: LB 12T ALT Alznine Aminotransferase
variables below
LB 13JALP ALP Alkaline Phosphatase
Derived/Assigned/Recoded e LB 1afy-GTP Gt Gamma Glutarnyl Transferase

cdisc
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The importance of accurate CT mapping

There may be simple mappings such as gender

(Male - M, Female - F),

but In the case of temperature measurement

area,

TYMPANIC MEMBRANE

Among the dosage forms, tablets vary as
follows.

- TABLET

- TABLET, FILM COATED

- TABLET, CHEWABLE

-> TABLET, EXTENDED RELEASE

- TABLET, MULTILAYER

- TABLET, ORALLY DISINTEGRATING -

Since the code classification criteria can be very detailed or broad
dependingon the nature of the item, finding the correct
terminology andreflecting it inthe data to prevent data from
being distorted orlost during the mapping process can lead to
improved quality of results.

23



Standard and Date

bte: SOTM CT 2022-12.18

SOTM CT 2022-12:15

CT mapping takes more time than you think

SDTM Terminology Website

—

sdelist Defintions.

CDISC SDTM Controlled Terminology

weu 0@

ToSE sy “Coree Gatwe

et

T TEN Lt Wb on

# CTsearch — (m] X
Codelist Code or Name:
RACE M
Extensible Code CDISC Submission Value NCI Preferred Term
[No 74457 RACE CDISC SDTM Race Terminology
C41259 AMERICAN INDIAN OR ALASKA NATI American Indian or Alaska Mative
C41260 VE Asian
C16352 ASTAN Black or African American
ca1219 BLACK OR AFRICAN AMERICAM Nat ive Hawaiian or Other Pacific Islande
C43234 NATIVE HAWAI AN OR OTHER PACIF |r
C17998 IC_1SLANDER Not Reported
1261 NOT REPORTED Unknown
C128689 LINKNOWN White
C154875 YHITE CDISC SDTH Collected Race Terminology
C128937 RACEC Aboriginal Australian
C41226 ABORIGINAL AUSTRALIAN African American
C42331 AFRICAN AMER|CAN African Caribbean
C18237 AFRICAN CAR|BBEAN African
C41259 AFRICAN hlaska Native
C43877 ALASKA NATIVE American Indian or Alaska Mative
C43876 AMERICAN INDIAN OR ALASKA NAT| American Indian
C16310 VE Arab
C41262 AMERICAN |NDIAN Asian American
C41260 ARAB Asian Indian
_u=u7 |
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Data Conversion Process
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]

Mapping
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|
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Consider connectivity between tables

. The order of creating

: ; tables
1 EC page (aCRF)

- , , , Snonsor EC (Exposure as Collected) *  keyvariable
ST gfomn | e St | SIS Seaence | Nomo o | o Specia Occunence —
EC COISCO09 DEVOO0S TrFLACEED 0] EXPOSURE —
EC CDISCO09 DEY0003 123JPLACEBD v N ;
EC COISCO08 DEY0009 12afpLacEBD v N ot O Yes O No
EC CDISCO09 DEY0003 125 PLACEBD v N —
EC COISCO09 DEY0003 128 |PLACEBD ¥ N . F
EC CDISCO08 DEY0009 121fpLacEBD v N Administered B o
EC CDISCO09 DEY0003 128[PLACEBD v N Date
EC CDISCO09 DEY0003 128JPLACEBD ¥ ¥
EC CDISCO09 DEY0003 130[PLACEBD v %
EC COISCO03 DEY/0003 131 PLACEBD ¥ ¥ Lot Number
EC COISCO03 DEY/0009 132|PLACEBD ¥ ¥
EC COISCO09 DEY/0009 133[PLACEBD v ¥ Dose
EC COISCO09 DEY/0009 138fPLACEBD v ¥
Related : : I o Qualifier
f Unigue Subject | |dentifying [dentifyin ? i :
Ab[é?g?ﬁ?e:{ilnn identifier Variahle | Variable Value Uﬁgsﬂh&e Qualifier Variable Label Data Yalue
EC CDISCo09 ECSEQ 122 ECREAS | Reason for Occur Yalue INVESTIGATOR DECISION
: EC CDISC009 ECSEQ 123 ECRE&S | Reason for Occur Yalue INVESTIGATOR DECISION
vindl EC SEEEEES ECSEQ 124 ECREAS | Reason for Occur Walue INYESTIGATOR DECISION
EC CDISCoog ECSEQ 125 ECREAS | Reason for Occur Yalue INVESTIGATOR DECISION
EC CDISCO09 ECsEQ  [126 ECREAS | Reason for Occur Value INVESTIGATOR DECISION
EC CDISCoo9 ECSEQ 127 ECREAS | Reason for Occur Yalue INVESTIGATOR DECISION
EC CDISCO0g ECZEQ 123 ECREAS | Reason for Oceur Yalue MYESTIGATOR DECIZION

cdisc 26



Consider how the table structure changes

Vital Signs Collected?

Visit

__[VSSTAT =NOT DONE
O Yes O No< 10 \atesTeD - vSaLL

pounds [PSORREST]
inches
[VSORRES | F [VSCRRESU]

VSTESTCD VSORRES
TEMP 97.4
PULSE 51
PULSE SYSBP DIABP SYSBP 137
97.4 51 137 71 J DIABP 71
0 S\Ifital HFQSEI'"N
[HG0E Sequence | Wital Signs Test . . 1gns el Original
Subject Wital Signs Test Marme | Position in :
|dantifier Murnber Short Mame 3 Qriginal Units
Subject Units
COIscCon 1 DI&BF Diastolic Blood Pressure STAMDIN 71 rmmHg
CDISCO0 15 HEIGHT Height 7.5 in
CRDISCOo0 16 PULSE Pulse Rate STAMDIN &1 beatsrnin
COIscCon a0 S¥sER Systolic Blood Pressure STAMDIN 137 rmmHg
ChISCan 44 TEMP Temperature q7.4 F
CRDISCOo0 b2 WEIGHT Weight 1735 LE
ChISCan Z DIsBP Diagtolic Blood Pressure STAMDIN 71 rmmHg
CRDISCOo0 17 PULSE Pulse Rate STAMDIN &0 beatsrnin
COIscCon 31 S¥3EF Systolic Blood Pressure STAMDIN 137 rmmHg
ChISCan a5 TEMP Temperature q7.2 F
ChISCan 3 DI&BP Diastolic Blood Pressure STAMDIN 83 mrHg
CRDISCoo 18 PULSE Pulse Rate STAMDIN &0 beats/min
ChISCan 32 5¥5EP Systolic Blood Pressure STAMDIN 130 rmmHg
il nn AR_TEKIP Tarnnoratiira qan F
Stack!
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Data Conversion Process

“IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII.

Standard version CHECK
- SDTM v1.7 / SDTMIG v3.3

- SDTM CT yyyy-mm-dd

- Define-XML v2.1

SDTM Domain &
Variable Selection

g

Source Data

DM
M7 pE

HE DS

LB VS

Reference data |
(eg. leb External
reference data) Data

Mapping
Specification

IIIIIIIIIII.

| CRF

Codelists

Trial information

Trial Information
Summary
- ARM/ELEMENT

- EPOCH/VISIT
- REFERENCE % J

[XXXN

DATE

cdisc

Value-leve

Comment

od Document
Page No.

Metadata

Organizing metadata
(source of Define-XML)

L 2
e
u
Update =
n

$

SDTM
aCRF.pdf

*
*

4

l Generate

| Pinnacle 21 m

|—’ * A document that explains the content and structure of collected data

* |t supports exchange of metadata in a machine-readable format, allowing

And

Vallauics ucivvw

Derived/Assigned/Recoded

lacoaa |

regulatory agencies such as the FDA to quickly review submitted data.

I
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Define-XML

Machine-readable format

</ItemDef>
<ItemDef OID="IT.EX.DOMAIN" N DOMAIN" DataType="text" Length=
<Description>
<TranslatedText xml:lang="en">Domain Abbreviation</Translatedfext>
</Description>

<CodeListRef CodelistOID="CL.EX.DOMAIN"/>
<def:0rigin Type="Assigned” Source="Sponsor"/>
</ItemDef>
<ItemDef OID="IT.EX.EXDOSE" Name="EXDOSE" DataType="integer" Length="2"|
<Description>
<TranslatedText xml:lang="en">Dose per Administration</TranslatedTe
</Description>
<def:0rigin Type="Derived" Source="Sponsor"/»
</ItemDef>
<ItemDef OID="IT.EX.EXDOSFRM" Name="EXDOSFRM" DataType="text" Length="7|
<Description>
<TranslatedText xml:lang="en">Dose Form</TranslatedText>
</Description>
<CodelistRef CodelistOID="CL.FRM"/>
<def:0Origin Type="Predecessor" Source="Sponsor">
<Description>
<TranslatedText xml:lang="en">EC.ECDOSFRM</TranslatedText>
</Description>
<def:DocumentRef leafID="LF.acrf">
<def:PDFPageRef PageRefs="20" Type="PhysicalRef"/>
</def:DocumentRef>
</def:0rigin>
</ItemDef>
<ItemDef OID="IT.EX.EXDOSU" Name="EXDOSU" DataType="text" Length="2" SA
<Description>
<TranslatedText xml:lang="en">Dose Units</TranslatedText>
</Description>
<def:0rigin Type="Derived" Source="Sponsor"/>
</ItemDef>
<ItemDef OID="IT.EX.EXENDTC" Name="EXENDTC" DataType="date" SASFieldNam
<Description>
<TranslatedText xml:lang="en">End Date/Time of Treatment</Translate
</Description>
<def:0rigin Type="Predecessor" Source="Sponsor">

e="DOMAIN">

Style sheet applied

SC01_1

Annotated CRF @

» Supplemental Documents
Standards

» Datasets

» Controlled Terminclogy

» Methods

Expand all VLM

EX (Exposure) - [SDTMIG 3.1.2]

Location: ex.xpt &

Variable Label / Description Length  Controlled Terms or ISO n / Source / Method / Comment
or Format
Display
Format
STUDYID | Study Identifier text 7 Protocel (Source: Sponsor)
DOMAIN | Domain Abbreviation text 2 | pomain Abbreviation (EX) Assigned (Source: Sponsor)
« "EX" = "Exposure”
USUBJID | Unique Subject Identifier  |text 4 Derived (Source: Spansar)
‘Concatenation of STUDYID and SUBJID
EXSEQ Sequence Number Intager 1 Derived (Source: Spansar)
Sequential number identifying records within each USUBJID in the domain.
EXTRT MName of Actual Treatment | text 20 | Treatmeant Derived (Source: Sponsor)
« "Miracle Drug" Derived from ARM, ARMCD
* "Placebo”
EXDOSE | Dose per Administration | integer 2 Derived (Source: Spansor)
If ARMCD=WONDER 10 then EXDOSE = Number of Tablets per Day (QVAL where
QNAM=SMNO) * 10,
1f ARMCD=WONDER20 then EXDOSE = Number of Tablets per Day (QVAL where
QNAM=SMNT) * 20,
1If ARMCD=PLACEBO then EXDOSE = 0.
EXDOSU Dose Units text 2 Derived (Source: Sponsor)
Derived from ARM, ARMCD - egual to mg
EXDOSFRM | Dose Form text 7 Dosage Form (Saurce: Sponsor)
» "TABLET" = "tab" EC.ECDOSFRM
Annotated CRF [20 2 ]
EXSTDTC | Start Date/Time of date 150 8801 Predecessor (Source: Sponsor)
Treatment

EC.ECSTDTC
Annotated CRF [20 & ]
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CIEEREReY ]
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Define-XML

=  Study metadata

= =
- o —
= =
=5 - s
=2 . — =
e — e —
- 5 -
e
= = Datasets metadata
1
e
=
o= =
o =
=] =
| =
e Value-level metadata
= = e
B —— Codelists u
e T P —— - - e —— e
- = = e e e e e
P — = == ——
L= e
==
=— Method/Comment
e L Method 060 Comment 00
USUBID
e 'sea ‘Sequertssl numter deethymg sacords wib each USUBJD n e doman
OMCLAS Coded 10 ATC keve ) Term based on CMIDC
CMCLASCD Coded 10 ATC lews 3 Code basad an CNINDC
ar am |CMSTOY = -RFSTONC + CusTDTC.
r— cueroy ey
JOSTIPT RFSTOTC CUSTRTPT s ONGONG: # CMSTOTC & atee RESTOTC. Hol 4 CMSTDIC is Nl
s e e
JoNENRIPT RESTOTC. CMENRTPT 5 ONGOING ¢ CMENDTC & ater RFSTDTC ar CUENDIC 6 Ml

Pinnacle 21

or other
software.

Define-XML

itemets
It OID="IT.EX.00IN" NanesD0WAII" DetaTy
Descriptions
CTranslatedrext xal:lang="en">Donain Abbreviations/TranslatedTexts
<pescrition
odeListief CodeListOIDN"CLLEX.OUAII"/>
<deforiin Types"Assigned Sources"Sponsor”/>

<description
CTranslatedrext xal:langs"en">Dose per Agninistrationd/TransLatedTexts
<oescrition
<defioriin Type="Derived" Saurces"Sponsor”/>
<atenbef. CID="IT.EX,EXO0SFAN" Nane="BOCSFRI Dt pe='
Description
cTranslatedtext xalslangs"en*sDose Forac/TranslatedTents

<Description
TranslatedText xalslangs"en">dose Unitsc/TranslatedTexts
</pescription
<aefiori *sponsor/>
e

erdef

atenbe OID="IT.£X.EXENOTC” 1
<Description
CTranslatedrext xal:langs"en">End Date/Tine of Trestnentc/TranslatedTexts

<oescrition

<defiorigin Typepredecessor” Sources"Sporsors

text” Lengthe"2" SASFLeldlne="DONAIN">

integer® Lengthe'2" SASFieldlanes"DO0SE">

ot Lengehe"7" SASFieIdlanes"EXDOSFAI'>

CEIDOSU" DataTypestext” Lengthe'2" SASFieldanes"BILOSU>

- EXEIOTC" DataType="date” SASFieldlane="XEOTC™>

St e oty et

T e

i et i e

My

e v




Data Conversion Process

. - EEEE NSNS NN SN EEEEEENEEEEEEEEDN,
Pinnacle 21 Validator Report .
Value-level Y
Processed Sources Dictionaries Comment '
Domain Label Class Source Records Method TR Und ]
etho pdate m
GLOBAL Global Metadata - - 0 0 Page No. =
AE Adverse Events EVENTS ae.xpt 115 0 ™
CM Concomitant/Prior Medications INTERVENTIONS  cm.xpt 1030 0
SPECIAL
CcO Comments PURPOSE co.xpt 788 0 Organizing metadata SDTM
DA Drug Accountability FINDINGS da.xpt 16108 0 (source of Define-XML) aCRF.pdf
SPECIAL
DM Demographics PURPOSE dm.xpt 413 0
DS Disposition EVENTS ds.xpt 1652 0 i:L P
EG ECG Test Results FINDINGS eg.xpt 828 0 Generate A’
" EX Exposure INTERVENTIONS  ex.xpt 1652 Pinnacle 21 Validator Report
LB Laboratory Test Results FINDINGS Ib.xpt 37204
MH Megical History EVENTS b xpt 1019
PE Physical Examination FINDINGS pe xpt 1466 Source Pinnacle 21 ID Message Severity Found
RELREC Related Records RELATIONSHIP relrec.xpt 442 LS
SD2270 Missing DSDTC variabl hen DSDY variable i t 1
RP Reproductive System Findings FINDINGS rp.xpt 554 ] CENELS, W RIS B e
SPECIAL =8
SE Subject Elements PURPOSE se.xpt 826 SD1023 VISITVISITNUM values do not match TV domain data 2
su Substance Use INTERVENTIONS  su.xpt 826 EX
SUPPAE Supplemental Qualifiers for AE _ suppae xpt 115 SD1078 Permissible variable with missing value for all records 1
SUPPDA Supplemental Qualifiers for DA - suppda.xpt 3220 =E
) SD0065 USUBJID/VISIT/VISITNUM values do not match SV domain data 2
SUPPDM Supplemental Qualifiers for DM - suppdm.xpt 826 .
SD1023 VISIT/VISITNUM values do not match TV domain data 2
SUPPEG Supplemental Qualifiers for EG - suppeg.xpt 308 suU
SUPPLB Supplemental Qualifiers for LB — supplb.xpt 3900 SD1076 Model permissible variable added into standard domain 1
SUPPPE Supplemental Qualifiers for PE - supppe.xpt 34 | SUPPAE
SUPPVS Supplemental Qualifiers for VS - suppvs.xpt 413 CT2002 QEVAL value not found in 'Evaluator' extensible codelist 115
EASHH NSRRI S NSRS SD0077 Invalid referenced record 1
L L
cdisc 31




Data Conversion Process

‘IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII.

Standard version CHECK
SDTM v1.7 / SDTMIG v3.3
- Define-XML v2.1
SDTM CT yyyy-mm-dd

SDTM fJomain &
Variablefelection

Organizing metadata

(source of Define-XML)

SDTM}
aCRF.pqf

; Nat Value-level
L] Dictionaries
: ariables Method
m Codelifts
| ] /
| |
| |
| ]
] D -
________ omains
SDTM annotated Values
CRF Algorithms
IL Attributes
A 4

cSDRG.pdf

Rq \

It may also be described in the Study Data Reviewer's Guide.

cdisc

Mapping
Specification

Creating mapping tables

Trial information

Trial Information

Summary
ARM/ELEMENT
FPOCH/VISIT

& Not all warnings need to be fixed!

Source

Data
sets

Data Data
sets sets
]

Terminology _ jlt

Define-XML

SDTM
datasets(.xpt)

~u

Validation

Pinnacle 21
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Lesson learned from our experiences




Laatels
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Understanding the Definitions
correctly

Starting witha pilot project

Utilizing technologies

Library and Knowledge
repository
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4-important things

Understanding the Definitions
correctly

And huge Resources..

FDA Guidance Documentations

- Incarpor
{octob

Study Data Technical Conformance Guide

FDA Presentations

phuse WORKING GROUPS Phalma’)
SUG

cdisc

CDISC The requirements ofthe CDISC standard and the
o SDTM requirements ofthe regulatoryagency exist separatelyand
. SDTMIG, SDTMIG-MD, AP mustbe reflected when composing submission data to ensure
o SDTM-MSG that both are satisfied.
. Conformance Rules
. Define-XML specification..
Regulatory agencies
0 Study Data Technical Conformance Guide
o Study Data Standard Catalog
. Business Rules, Validator Rules..
Others
J PHUSE WGs documents
0 cSDRG, SDSP packages..
o PharmaSUG papers
J Pinnacle 21 resources
0 Validation rules per engines, Blog, Community forum
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4-important things

Understanding the Definitions
correctly

And huge Resources..

»"

L]
9 *a
T\

Starting with a pilot project

4

Library and Knowledge

Utilizing technologies repository

Maintain inhouse library
Use software for repetitive and time-

consuming tasks Update and Share Knowledge

Learn from others' experiences

. If you practice with actual data, you will become more familiar with the theory and it will be easier to understand how to
useit.
0 In the early stages of work, you can conduct practice by creatingdummy data as a virtual study model.

c Regular group meeting -> Sharing & discussion of results created by each person

c Share questions or data processing skills during the table creation process.

cdisc
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4-important things

o et

o

Utilizing technologies
B seisiorsi ®

. . Maintain inhouse library
Experience SDTM project Use software for repetitive and time-

b Update and Share Knowledge
Face challenges as many as you can consuming tasks

And huge Resources..
Learn from others' experiences

0 Proper use of technology and software improves efficiency compared to doing it manually. This can simplify repetitive,
complex tasks and save time.

0 Especiallyif you are new to SDTM work, applying standardization-related software to your procedures can help you
quickly establish SDTM work processes.

0 Sponsors can use vendors that provide SDTM conversion services.
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4-important things

¢ e -
.e

I )
Riistsoin
s Library and Knowledge
Qe e ° repository

Maintain inhouse library

Experience SDTM project iti ime-
And huge Resources.. i P clee Salitnalte el _repet\tlve aliel e Update and Share Knowledge
Face challenges as many as youcan consuming tasks : .
Learn from others' experiences
& e 0 Utilizing the library enables efficient work progress while maintaining the quality of results.
R 0 Itis helpful to accumulate and manage various questions raised and new information learned while performing work.

0 Accumulate and manage a Q&A log containing various inquiries regarding the entire SDTM tasks.

0 For resolved content, specify an answer to the questions with references, or establish aprovisional internal guidelines
for parts for which no reference was found.

0 Itis also helpful to explore relevant experiences and share them within the team.




RS )
?:...g. D
ok | Bt
«oec 0 0On afinal note..
: RN A R
2 ° .
3 *  When looking for various examples or solutions to the numerous questions encountered while

performing SDTM dataset conversion work, it was difficult to find shared data in Korea.

* In comparison, many questions about standardization work were being actively discussed on
websites in other countries.

* | hope that standardization work will be activated in Korea as well, that many experienced people
and experts in this field will be trained, and that an environment will be created where various
practical cases can be shared and discussed actively.

Thankyou!

.
. .
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