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Overview of SDTM/SDTM-IG and Related CDISC
Standards, including Common Mistakes Made

Foundational Standards

SDTM
PLANNING DATA COLLECTION DATA TABULATIONS ANALYSIS SDTMIG
CDASH Products SE"D bt SDTMIG-AP
ADaM Products
Lo - SDTM Medical Devices
Data Exchange Define-XML
|
Solution Kits
CFAST Therapeutic Area Products
Medical Device Products TAU GS
Pharmacogenomics/ Genetics
Other Specialty Areas
Questionnaires, Ratings and Scales
CDISC-IHE Healthcare Link Products Controlled Terminology
QRS
CDISC Controlled Terminology (powered by NCI-EVS) (fo rmerly COA
CDISC Glossary formerly QS)

BRIDG Biomedical Research Domain Analysis Model

CDISC SHARE — Shared Health and Research Electronic Metadata Repository



SDTM general observation class domains and allowed variables

SDTM Observation Class
(from model)

Findings
Domains -
(test/result)
Events
Domains

(“things that happen”)

Interventions
Domains
(something causing
physiological affect)

_—

*Two-character domain codes are used for dataset file names and as a prefix for many
- - | 5

——

variables.

Febuse

¥

SDTM domains’
variable order (from model)

Topic
and qualifier
variables (allowed
from SDTM 2.2.3)

Topic
and qualifier
variables (allowed
from SDTM 2.2.2)

(allowed from SDTM 2.2.5)

Topic
and
qualifier
variables
(allowed from

SDTM 2.2.1)

Identifier variables (allowed from SDTM 2.2.4)

Timing variables

SDTM-IG Domain examples*

VS (Vital Signs)
LB (Lab Test Results)
EG (ECG Test Results)

DS (Disposition)
AE (Adverse Events)
MH (Medical History)

EX (Exposure)
CM (Con Meds)
SU (Substance Use)

——

= L—




Understanding the SDTM Associated Persons IG

Trial Design
Data

Subject Data

TE
(Trial Elements)

TA
(Trial Arms)

Special Purpose

Domains

TV
(Trial Visits)

SE (Subject
Elements)

TD
(Trial Disease
Assessments)

SV (Subject
Visits)

Tl
(Trial Inclusion/
Exclusion
Criteria)

co
(Comments)

TS
(Trial Summary
Information)

(x«s21ydesbowaq) WA

\

r

7\

General Observation Class Domains

(Standard Variables)

VS (Vital Signs)
LB (Lab Results)

EG (ECG Results)

FA-- (Findings about...)
AE (Adverse Events)

MH (Medical History)

DS (Disposition**)
EX (Exposure**)

CM (Con Meds)

SU (Substance Use)

(Non-Standard
Variables)

SUPPLB

SUPPEG

SUPPFA--

SUPPAE

SUPPEX

SUPPCM

<
<

(Related observations, stored in separate
datasets. are identified and linked),

e

7

Associated
Persons Data

Mimics Subject
Data structure,
but used for data
about persons
who are not
subject in the
trial, but whose
data is useful for
the study, such as
parents, siblings,
device operator
who experiences
an Adverse Event
with the device.




SDTM Associated Persons domains structure

Associated Persons Data

\
Special Purpose General Observation Class Domains

Domains (Non-Standard
(Standard Variables) Variables)

APFA--

(Associated Persons Findings About...) SQAPFA--

APDM APAE
(Associated (Associated Persons Adverse Events)
Persons

Demographics) APMH
(Associated Persons Medical History)

SQAPAE

SQAPMH

APEX

l (Associated Persons Exposure**)
~7 RELREC

APRELSUB (Related observations, stored in separate
(Documents datasets. are identified and linked)
relations to study
subjects, as
applicable)

- J

SQAPEX
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Mapping data

» Use Protocol, and CRF to identify "source"
for variables (concept)
» Use CDISC standards to look for

appropriate destination for data
*SDTM/SDTM-IG
 Controlled Terminology
* TAUGS
» Concept Maps - Formalized diagraming
of concepts




Example Concept map for AE domain

i 3 Study Context "Structural” variables not in concept map
STUDYID AESEQ
Has any DOMATN AEGRPID
USUBIID AEREFID
| Adverse Event possibly visit variables AESPID
happened

pa rticipates in

| during the study |

?
L MedDRA system organ class used in analvﬁisl
i haVO[- date of collection ( .AEI:JTE]] AEBODSYS and AEBDSYCD
. -""'H MedDRA terms and codes for primary path
may result in triggers results in verbatim (AETERM) Lower Level Term AELLT and AELLTCD
L U T madified text (AEMODIFY) [ MaPs t0 Preferrad Term AFNFCON and AFPTCN
High Level Term AEHLT and AEHLTCD
[ ey e T ——— High Level Group Term AEHLGT and AEHLGTCD
N // ’/,.l il oo { AES'};'D"EJ J System Organ Class AESOC and AESOCCD
) . | Adverse Event —has ¥ cay
is stored in e

end date (AEENDTC J_ I' AE ended during the study |

/ end study day AEENDY [~ 1= (the focal time period) |

CDASH AEYN T ¥ day o period) |
duration (AEDUR) p=======:jf=—- P :cllerted I
Actions ///"[ }_ ________

ay have i .

end relative ko reference period (AEENRF=AFTER) ]--- ir--.... AE did not end during the study |
See concept map \—_’[: (the focal time period) 1
SDTM Action Taken N T

for details of actions J— -
taken in response to AE end relative to reference time point (AEENTPT= ONGOING) |F—--h AE had not EI'IdEd as of !
reference timepoint (AEENRTPT) : the timepaint in AEEMRTPFT |

)

_________________________

1
L L L et T

T e

P




Complex concepts detailed in TAUGs

recent meals and

/' medications
considers Precipitatin
— 4]
Diagnostic Process |l as cause Factors
( iag r ) start date/time / i

timing af J

e ‘\.\\ end date/time [ ] PN,
considers . results Judgement(s)
* / results in /X [ Evaluation of Causality ]— o | about Causality ‘*
has |

Diagnostic ; r "
Assessment of Hypoglycemic Sleeping/Waking Time

HYPoycsmlic briggers ——1je| Eve : results
______________ nt as Qcourning During —
Event % Sleeping or Waking Time g n | of Ocourmence *‘f
may lead W
* ﬁ/ " mant of I Episode Is | 4
Sequelae b aadmrxsgg b Whether Hypoglycemic rI;T.:Irt _—| not an AE
L B Y Episode Constitutes an I “—-,\__‘
Ad Ewvent [
t 3 4 prp— kel | Episode is an AE J 4
S — ' _ ssification
e ———==—"considers | of Hypoglycemia + I
a triggers

e I
- Healthcare +
results in e I Tratrments I{?
Whether Subject | + l Utilization ] Full e
¥ A Data Collection

Reguired Assistance o &

i
I - Classification y
results in toget Result ¥ L
* "'\.__\‘_—-\___‘_‘___ -
- S e

Requiremeant for -—
Assistance
Respanse o
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Trial Design

Trial Design
Data

TE
(Trial Elements)

TA
(Trial Arms)

v
(Trial Visits)

TD
(Trial Disease
Assessments)

Tl
(Trial Inclusion/
Exclusion

Criteria)

TS

(Trial Summary
Information)

15

* Time and events plan
(TE/TA, TV, TD)
« Trial Disease Milestones (TM)
Proposed in SDTM 1.5

« Study requirements TI

« Study characteristics TS
-SDTM-IG Appendix C1
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Captured Relationships: Discussion points

e Most S
the RE

DTM-IG examples use --SEQ or --GRPID as
_REC IDVAR (ldentifying Variable).

* (Note t

nat IDVAR can be any "ldentifying Variable"

and is not limited to "ldentifier" variables.)

 Relatio

nships captured in Clinical Data Management

Systems rely on CDMS-specific targets (e.g., record
identifier). --SEQ does not exist outside of final SDTM
structure (Surrogate Key).

* In CDASH, --SPID = line or record identifier
associated with the data. --SPID as defined by
CDASH is a useful RELREC target variable (IDVAR)
for building and storing relationship information in

CDMS

18

that gets passed forward into SDTM
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Study Data Reviewers Guide (SDRG)

Study Data Reviewer's Guide Template Completion Instructions.........ccoveeeceennees 4
A Eim T L Lt ) OO 4
I O e i L= O 4
B Ve 0 )1 11 4
1.3. Study Data Standards and Dictionary INVentory e rerse s e s s smanees 4
2. Protocol Description ... s eesesaesen s e sa s s eermetateass st st e s 5
2.1.  Protocol NUmMDBer and Title . e sssssmsss s s ssssssssmssssssmsas sessssssessmssn snemsas sessssssssess .5
2.2, PrOTOCOL DBSIEIL cuereieesscreressseresessresmssserssesssesemsassesesssssessas sesemsssenssss ses e ses sessassssemsss seseeseseresas sesmsass essnssseseasn 5
2.3, Trial Design Datasets e eseesmssnsesmmsssmsessresensssressasssssssss sesensssssmsas sesemss sresssassnemsss seaseasssrsss sesanass 5
2.3.1 B 15 =T L o 6
3. Subject DAta DesSCrTDEION s cscmssss cesssssssssssssssss s sesmsass o ssssssssssas s nsss oesmsas s s sEs2 ERE RSS20 S0 8RRSS B8 RERRSRERRESS B
s T O - ot 6
S T N b = L= 420 Fi
3.3, SDTM SUDJECT D OIMIAIIIS o ricirseresmsssrsnssss mssssssermsasssssmsss susssas cesssss srresass s smaas sasssas o ssass ot sms s s b smsa nssa s srms sess 7
3.3.x Dataset — DAtASEL LADE et e snnsn vnss s cess st srsss s ssmsss srsms s sr st s s s as s snsta s s s s mra s s 8
4. Data Con OTTIIAIICE SUITIITIAT Y ciurevrrsssssssnssss vesmsssssssssses ssss srsmsass srssass osams st sasssss sos aees bems st sh s sas bhRmR RS SR SRR RS SRR SS 10
4.1. Conformance Inputs....ooomm. erueen e e e s erneaees et et s 10
4.2, [SS1LES SULITIIILATY tererurusnreressss cnsmsss sesssas sonssss oeressss orsmass os ot as s0msm o £r R S5 E5 £8 444 588842451 RRRE2 £8 8RR S HER SR S23 HERR SRS SR RE SR R RS 10
4.3. Additional Conformance Details ... s srcemas e r s e s s s s asm s s srmemeee 11
Appendix [: Inclusion /ExXclusion Criteria. .. s s sesssss s s ssssssemssesmsmss sessssesssess 11

Appendix II: Conformance [ssues Details ... s s s sesess

| Sl ————

21
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Therapeutic Area User Guides (TAUGS)
(JF&ST Program Overview — July 2015 @ Disc

Approved Therapeutic Area Standards Projects

. Stage 1 Stage 2 Stage 3a *Stage 3b *Stage 3¢
. Coordinati Stage 0
Therapeutic Area O zaﬁﬂn::lg;m Sn:ng?n Concept Standards Internal Public **Projected
rea ping Modeling Development Review Review Publication
. . \ CDISC
Traumatic Brain Injury vi Rhonda Facile July Sept 2015
TCB
Breast Cancer vl John Owen July Sept 2015
TCB
COPDv1 John Glover Aug Oct 2015
ADaM Supplement to TCB
Diabetes vi Rachael Zirkle July sept 2015
Virology v2 C-path Jul A 2015
irology v Laura Butte uly ug
Diabetic Kidney Disease TCB
116
vi Rachael Zirkle a
. C-Path
Tub I 2 Oct 116
uberculosis v Laura Butte a
Rheumatoid Arthritis vi . chB Qlle
Trisha Simpson
CV Imaging v1 CDISC/DCRI Q216
Amy Palmer
CDISC
Prostate Ca 1 J Oct 16
rostate Cancer v Iohn Owen uby Qz2
Major Depressive CDISC
N 16
Disorder Amy Palmer as
24 Key| - Stage completed | Stage ongoing | All months reflect when stage is, or is projected to be, completed.

*The Stage3b concludes at the end of the 30-day review period and 5tage 3c concludes when all tasks have been completed and the standard is publically available.
July 10, 2015 | ** specific projected publication dates to be added to the notes section at the conclusion of Stage 3b.




