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Introduction

New releases:

— SDTM IG 3.1.2 (298 pages)
—~ SDTM 1.2

SDTM 1IG 3.1.2:

— Additional guidance
— More examples
— Minor and major changes to the model

http://www.cdisc.org/standards/index.html
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Major changes:

- SDTM Domains

- SDTM Variables

« Controlled Terminology
- Trial Design

- Additional Functionality
- Summary
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SDTM Standard Domain Models

SDTM IG 3.1.2 STANDARD DOMAIN MODELS j
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New Published Domains

. PC
. PP

Pharmacokinetic Concentrations
Pharmacokinetic Parameters

+ DA = Drug Accountability

- DV

- MB

Protocol Deviations

Microbiological Specimen

- MS = Microbiological Susceptibility

- CE
- FA

Clinical Events

Findings About Events/Interventions



Clinical Events

» Clinical events of interest

- Not classified as adverse events

— Stated in Protocol
— Disease under study, ‘Signs and Symptoms’

- Examples:
— nausea, headache, ...




Findings About (1)

Solution for problems SUPPQUAL cannot handle
— Additional information with different timing
— To represent each measurement with its unit

Only in combination with Events, Interventions
Linked via RELREC
New variable: --OBJ

>
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SDTM IG 3.1.2 section 6.4.1




When to use findings About

Data that do not describe an event or intervention as a whole
— different timing, ‘snapshot’

Data that indicate the occurrence of related symptoms
— Event: Migraine <-> related symptoms: sensitivity to light, headache

Data for which no Event or Intervention record has been collected
or created

— pre-requisite for the study, not part of MH.

— Ex: bone fractures not in MH.

— No RELREC

Data that indicate the occurrence of presp. AE’s (not occurred - no
AE record)

Data having qualifiers that can be represented in Findings
variables (units and methods)



Findings About (2)

Migraine Symptoms Diary |CETERM
Migraine Reference Number XX -

When did the migraine start %-YY u
HH-

Answer the following 5 Minutes BEFORE
Dosing FATPT [FAORRES where FATESTCD = "SEV”

Severity of Migraine oMild oModerate >Severe
Associated Symptoms:

Sensitivity to light oNa pYes T
Sensitivity to sound |[FAOBJ oNo KYes |FAORRES where
- oNo loYes |FATESTCD = "OCCUR’

Aura ~oNo/oYes
. C E STUDYID DOMAIN | | USUBJID. | CESEQ /| CESFID A CETERM CEDECOD | A CESTDTC
ABC CE || ABCI123 1 90567 Migraine Migraine 2007-05-16T10:30
4 Row | STUDYID 0 USUBJID | FASEQ \/ FASPID FA;ESTCD FATEST FAOBJ FACAT
1 ABC H. [ [aBC-122 |1 / 1\30567 SEV Severity/Tntensity | Migraine MIGEAINE STMPTOMS
2 ABC Ba [ [aBc-123 [2 [ 1087 [logctr Occurrence Sensitivity To Light MIGEAINE STMPTOMS
3 ABC Fo [ TABC-12Z [3 [ T 056K TJOfCUR Qcenrrence Sensitivity To Sound MIGEAINE STMPTOMS
4 ABC FA ] ABC-123 [ 4 \| 50567 OLCUR Occurrence Nausea MIGEAINE STMPTOMS
5 ABC Fa ] ABC-123 [ 6 50567 OfCUR Qccurrence Aura MIGEAINE STMPTOMS
- FACE < - e
Row FAQRRES FASTRESC FADTC | | FaTPT FAELTM | FATPTREF
1 (cont’d) SEVERE | SEVERE 2007-05-16 | 5 PRE-DOSE -PT5M DOSING
2 (cont'd) ¥ ] b 2007-05-16 | 51 PRE-DOSE -PT5M DOSING
3 (cont’'d) 17 14 T 2007-05-16 | 5M PRE-DOSE PT5M DOSING
4 (cont’d) T Y 2007-05-16 | 5M PRE-DOSE -PT5M DOSING
5 (cont’d) T v 2007-05116 | SM PRE-DOSE -PT5M DOSING
N~ 'R
STUDYID | RDOMATN | USURJID/ | TDVAR |\IDVARVAL | RELTYPE RELID
ABC CE \ CESPID |) OITE 1
°
RELREC ABC FA FASPID DAY 1

SO EIEREES



SDTM Domain Metadata

Logical keys have changed

Sponsor defined sorting

keys allowed

Table 3.2.1. SDTM Submission Dataset-Definition Metadata Example

!

Dataset Description Class Structure Purpose Keys Location
1) Substance Use Interventions One record per substance Tabulation STUDYID. s xpt
type per reported USUBIID, SUTRT,
occwrence per subject SUSTDTC
AE Adverse Events Events One record per adverse Tabulation STUDYID, ae.xpt
event per subject USUBIID.
AFDECOD.
AESTDIC
Ds Disposition Events (One record per disposition | Tabulation STUDYID. ds.xpt
status or protocol USUBIID,
milestone per subject DSDECOD,
DSSTDTC
MH Medical History Events One record per medical Tabulation STUDYID, mbh.xpt
history event per subject USUBIJID,
MHDECOD
DV Protocol Events One record per protocol Tabulation STUDYID. dv.xpt
Deviations deviation per subject USUBIJID,
DVTERM,
DVSTDTC
CE Clinical Events Events One record per event per Tabulation STUDYID. ce.xpt
subject USUBJIID.
CETERM,
CESTDTC
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--PRESP

Technique for pre-specified Events or Interventions

Situation WValue of Value of Value of
--PRESP —-OCCUR --STAT

Spontaneously reported event occurred
Pre-specified event occurred

Y Y
Pre-specified event did not occur Y N
Y

Pre-specified event has no response NOT DONE
. MEDICAL HISTORY
Exa m p I €. Conditions of interest: IMHOCCUR|
Diabetes |MHTERM]| O yes Wwio
Gastrointestinal disease 0 yes w100
Hypertension "l"'yes 0 no
If other significant medical history, specify:
Migraines
Nose bleeds
Row | STUDYID | DOMAIXN | USUBJID MHTERMI MHPRESP | M HOCCUR
1 ABC MH 001 DIABETES Y N
2 ABC MH 001 GASTROINTESTINAL Y N
DISEASE
3 ABC MH 001 HYPERTENSION Y Y
4 ABC MH 001 MIGRAINES
S5 ABC MH 001 NOSE BLEEDS

L
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}

- SDTM IG 3.1.1: reference time points in DM
- SDTM IG 3.1.2: sponsor defined reference period per domain
-STTPT

--STTPT, --STRTPT, --ENTPT, --ENRTPT

~ENTPT

{

DOMAIN Reference Period

-STRTPT =

BEFORE
COINCIDENT
AFTER

u

--ENRTPT =

BEFORE
COINCIDENT
AFTER
ONGOING




Origin of Variables (1)

e SDTMIG 3.1.1

— CRF

— Derived

_ Spo@ined \,

» SDTMIG 3.1.2

— CRF
— Derived
— eDT

— Assigned

—  Protocol



Origin of Variables (2)

CRF
— Paper or electronic

Derived
— Calculated from other SDTM variables

eDT: electronic Data Transfer

Assigned
— Individual judgement, adjudicator
— Default values: DOMAIN, --TESTCD

Protocol
— Trial Design
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Controlled Terminology (1)

Indicates which CDISC

Variable Yariahle Lahel T T Cﬂl‘lﬁ'é]]::m Role
i e e |Terms, Codelist H
Name " | " or Format codelist should be used
BETHDTC |Date/Tine of Birth Chiar IS0 8601 Fecord Dwmh of th Rt =iy s L A1 Ry A e A Ly .'-r.J._
alifier
LGE L7 IR Fecord |fige expressed in BEET. Ilay be derfved from BEFSTDTC and Exp
QUML{ERTHDTC, bt BETHDTC ay not be avvailsble in all cases (due to
subiject pITvACY cohoerns].
LGET Luge Tnits Char [[AGEU) &  [Varable [Units associated with AGE. Exp
alifier
SEX S Char  [(SEE) Hecord  |Sexof the subject Ren
Cnalifier . .
FACE Face Char  |[(FACE) Fecord  [Race of the sub Ind|cates Vva r|ab|e may
Cualifier  |Ethwicits Diata i
renetes be subject to sponsor CT
arding FA&CE
ETHNIC  (Ethnicity Char  [(ETHNIZ) Heco The ethwicity of the subject. Sponsoms should refer to “Collection of Face (Perm
ifier [and Ethricitsy Data in Clinical Trials™ (FDA | Septeraber 2005) for
anidance regarding the collection of ethricity
hitpchanana fda.govdederf muidane el 56 56501 hir).
LENCD  [Planmed & Code Char |* ~ Fecord  |ABNCD s lirdted to 20 characters and does not have special character  [Feg  BDTRAIG 4.1.2.1
Cualifier  |restrictions. The madronin length of ARWICD i longer than for other
“shont™ variables to accomenodate the kind of walues that arve like Iy to he
tieeded for crossover trials. For exarmple, if ARIICT walues for a severn-
period crossover were constricted using two-character sbbreviations for
each treatrnent and separating harphens, the length of ARIVICD sealues
wronild ke 20.
& Ryl Degcription of Planned  [Char ¥ Synonsn (Marne of the Arn to which the subject was assigned. Heq RDTRIIG 4121,
Lt Cualifier EDOTIIG 4.1.2.4
COUHTEREY (Courtry Char  [(COUNTREY)  |[Fecord  [Country of the imsvestigational gite in which the subject participated in the [Reg
[50 3166 Cualifier  |rial.
DIDTC  [DateTine of Collection [Thar IS0 2601 Tiring  |Dateftime of dermographic data colection. Perrn (DT 225,
EDTIIG 4.1.4.1
DD Study Day of Collection [Mhara Tiring  [Study day of collection raeasured as integer days. Perrn  pDTR 225,
EDTIIG 4.1.4.1

* Baficates wariable may be subject 1 comtrolled Brmiokbey. (Farenthesis indiates CRITONCT cadelist code wvalue)




Controlled Terminology (2)

- CDISC CT: September 2008

(http://www.cdisc.org/standards/terminology/index.html)

@ CDIsC
L o - E F | G e e
Code Codelist  Codelist Codelist Name CMSC Submission Yalue CDISC Preferred Term CDISC Symiomym(s) CMSC Definition
Code Extensible
(resMNo)
Stanc ; B B 5 | = - ol
Termiil CEEFET Mo Action Taken with ALH |ACH |Aztion Taken with Study  The reeson thet changes wers |
Study Treatmant Tresiment
-

Recenfell oo e ) el . i LRSI e ! S

9803 | Cooded Aclion Takan wath COSE INCREASED |DOSE INCREASED An indication that a madication
The cDI Study Trealmant fremuency, strength oF amaunl.
Labtest
Relatior]
(LBTEST]
and sun 5 |
spreadd |f4GEnd | CEATRT Action Takenwith  DOSE NOT CHARGED | DOSFE HOT CHANGED [ An indication 1hat a madication

Study Treatmeant

SOTM &
Bublic O
The CDI 4 . . 1 | mrp—— mp—

Cdoe0s | CasyR! Action Taken with DOSE REDUCED (DO=E RECUCED Anindication 1hat a madication
Package Stuey Treatmant | freguency, stiergth of amaunt
SODTM P
2300. 8
direct d
NCI EVY & |

CdmEO0 |CEATRT Action Taken wth DRLG INTERRLPTED |DRLIG IMTERRUSTED ' An ndication 1hat a madication
SDTM P Bludy Trealmant prescifed egimen of medicati
E —1 ———e 4 —_— — —
AT AR TR Lrtinn Talkkan wath MRS WSATHNR AR NS AT HMR LT BAnondicabian that 3 madi-abinn
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Trial Design

- SE and SV are now Special-Purpose domains

- Some new variables
— TIVERS: Inclusion/Exclusion criteria version number
— TIRL: Inclusion/Exclusion Criterion Rule
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Additional Functionality (1)

- Splitting domains

— 1 domain, multiple datasets
— By --CAT or --OBJ
—  Examples:
FAAE, FACE, FASU
QSAD, QS36

* The value « multiple »

— Only for non-result qualifiers
— See example on next slide




Additional Functionality (2)

[DMV]

Race Check all that apply

American Indian or Alaska Native ,;.l
Asian RACE O
Black or African American W .
Native Hawaiian or Other Pacific Islander O > MUlt'ple ValueS CheCked
White O
Other, Specify: _ Aborigine W D
Checked values go into
DM
Eow STUDYID DOMAIN | USUBJID RACE
1 ABC DM 001 MULTIPLE
*SUPPDM
Row STUDYID RDOMAIN USUBJID IDVAR IDVAERVAL QNAM QLABEL QVz{L
1 ABC DM 001 FACE1 Race 1 AMERICAN INDIAN OR ALASKA NATIVE
2 ABC DM 001 RACE2 Race 2 BLACK OF AFRICAN AMERICAN
3 ABC DM 001 RACE3 Race 3 OTHER
4 ABC DM 001 RACEOTH Race, Other ABORIGINE
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SDTM 1.2 - SDTM 1G 3.1.2

* Expanded model

» More functionality, usability

More complex ?

Correction of SDTM IG 3.1.1 errors

Backward compatible

Will become current FDA submission standard




Questions ?




