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Upon Completion of this Webinar, You Should Be Able To:

Explain what a custom domain is

Decide whether or not you need to create a custom domain

Construct a valid custom domain that follows CDASH and SDTM rules

Decide when you need a custom codelist

Describe a set of best practices for using custom domains and
codelists in your implementation
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What Is a Custom
Domain?

And...when do you need to create
one?




Do | need Custom Domains for this Study?

isits> Screening Month 1 Month2 Month6  Month 12 End of Study
Informed Consent X
Demographics X
Medical History X
Meditation Practice X
Vacations X
Prior Medications X
Physical Exam X X X X X
Vital Signs X X X X X
ECG X X X X X
Concomitant Medications X X X X
Adverse Events X X X X
Randomization X
Dispense Study Treatment X X X X
Administer Study Treatment X X X X
Quiality of Life Assessment X X X X
Dermatology Findings X X X X X
End of Study Status X
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Custom CDASH Domains - What they are

= Entire topics of data you need to collect, for which there is no
currently published CDISC CDASHIG domain

= https://www.cdisc.org/standards/foundational/cdash/cdash-20

8.1 CDASH Interventionz Domains 8.3 CDASH Findings Domainsz
811 Assumptions for Interventions Domains B.3.1  General CDASH Assumptions for Findings Domains
8.1.2 CM - Prior and Concomitant Medications 8.3.2  DA-DrugAccountability
833 DD- Death Details
8.1.3  EC-Exposure az Collected and EX - Exposure
814 8.34 EG-ECG Test Results
o B PR - Procg=

n/Exclusion Criteria Mot Met
815  su-subel / CDASH SPECIAL-PURPOSE DOMAINS !

rory Test Results

IA General CDASH Assumptions for Special-Purpose Domains

87 CDASH Events 7.2 CO-Comments

opic Findings

bcokinetics Sampling

821  Generslch 73  DM-Demographics | Eormination

B.22  AE-Adverse Events B.3. 100 QRS - Questionnaires, Ratings and Scales
8.23  CE-cClinical Events 8.3.11 sC- Subject Characteristics

8.2.4  DS- Dispositiocn B8.3.12 RP-Reproductive System Findings
B.25  DV-Protocol Deviations B.313 5r-Skin Rezponze

8.26  HO-Heslthcare Encounters 8.3.14  vs-vital Signs

8.27  MH - Medical History 8.315 FA-Findings About
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Recommendations for Custom Domains

= Make sure you need a Custom Domain
= Don’t create one just because you think your efficacy data is “special”

= E.g., Lab values are always LB domain even if one of them is the primary
endpoint in your study

= FDA Technical Conformance Guide Section 4.1.1.3

= Prior to creating a custom domain, sponsors should confirm that the data
do not fit into an existing domain.
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Do | need Custom Domains for this Study?

Visits> Screening Month 1 Month2 Month6  Month 12 End of Study

Informed Consent X

7 CDASH SpeclAL-Purrose DomalNs

General CDASH Assumptions for Special-Purpose Domains

Meditation Practice \ CO - Comments

Vacations DM - Demographics

Prior Medications

Physical Exam X X X X X
Vital Signs X X X X X
ECG X X X X X
Concomitant Medications X X X X
Adverse Events X X X X
Randomization X

Dispense Study Treatment X X X X
Administer Study Treatment X X X X
Quiality of Life Assessment X X X X
Dermatology Findings X X X X X
End of Study Status X
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Do | need Custom Domains for this Study?

Visits> Screening Month 1 Month2  Month 6

Informed Consent X
Demographics X
Medical History X
Meditation Practice X
Vacations X

X
Physical Exam X X X X
Vital Signs X X X X
ECG CDASH Interventions Domains K
_\ Assumptions for Interventions Domains 4
Adverse Events M - Prier and Concomitant Medications X

Randomization 813 C - Exposure as Collected and EX - Exposure
Dispense Study Treatment - PR - Procedures

X
AOSEASTOVAeaMment—" | 8.1.5 SU- Substance Use g
Quiality of Life Assessment X X X
Dermatology Findings X X X X

End of Study Status
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Month 12

X X X X X

X X X X

End of Study



Do | need Custom Domains for this Study?

Visits> Screening Month 1 Month2 Month6  Month 12 End of Study
X
Demographics X
Medical History X
Meditation Practice X

Vacations

8.2 CDASH Events Domains
_ 821  General CDASH Assumptions for Events Domains
Physical Exam AE - Adverse Events X
Ul STETE CE - Clinical Events X
SE D35 - Disposition X

DV - Protocol Deviations X

_ HZ - Healthcare Encounters X
_ MH - Medical History
Dispense Study Treatment X X X X
Administer Study Treatment X X X X
Quiality of Life Assessment X X X X
Dermatology Findings X X X X X
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Do | need Custom Domains for this Study?

Meditation Practice

Vacations

Dermatology Findings
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Visits> Screening

Month 1 Month 2 Month 6

Month 12

832
83.

LE
M

8315 ra

8.3 CDASH Findings Domainzs
B.3.1 General COASH Assumptions for Findings Domains

- Drug Accountability

DD - Death Details
G - ECG Test Results
IE - Inclusion/Exclusion Criteria Mot Met

- Laboratory Test Results

- Microzcopic Findings

PC - Pharmacokinetics Sampling

E - Phyzical Examination

RS - Questionnaires, Ratings and Scales
g SC - Subject Characteristics

B.312 RP-Reproductive System Findings

}N.}\‘i: - 5kin Rezponze
B.3.14 -Vital Signs

- Findings About

X X X X X

X X X X

End of Study
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Do | need Custom Domains for this Study?

Visits> Screening Month 1 Month2  Month 6 Month 12 End of Study
X

K X X

Meditation Practice

>

Vacations

No existing, published, standard

domain = Custom Domain needed

X
X X X X
X X X X
X X X X
Dermatology Findings X X X X X
End of Study Status X

NATIONAL CANCER INSTITUTE
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Custom SDTM Domains - What they are

= Entire topics of data you need to tabulate, for which there is no

currently published CDISC SDTMIG domain

= https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-3

6.1  Models for Interventions Domains I - .
1 ) 63  Models for Findings Domains 4311  Pharmacokinetics Domains
e Procedure Agents 631 Drus Ac tabili 63111 Pharmacokinetica Concentrations
612  Concomitant and Prior Medications o rug Accountability 43112 -
) £33 Desth Details 300 Pharmacokinetics Parameters
6.1.3  Exposure Domains 633  ECE Test Results 63113 Relating PP Records to PC Records
6131 Exposure o saknesy 6.3.12 hvsical I
8137 lected 6.3.4  Inclusion/Exclusion Criteria Mot Met - Physical Bxamination
e Exposure as Collecte 535  Immunogenicity Specimen Assessments 6.3.13  Questionnaires, Ratings, and Scalez (QRS) Domains
6133 Exposure/Exposure as Collected Examples o = e 63131 Functional Tests
£.3.6  Leboratory Test Results I Hmetionst es
614 Meal Data 63137 . .
15 . 4 ° M d t t 7 Microbiology Domains B Questionnaires
e rocecures e I a IO n . Microbiclogy Specimen 63133 Disease Response and Clin Classification
616  Substance Use . ) .
° Vacatl on S? Microbiology Susceptibility 6.3.14  Subject Characteristics
. i . ) ) - 6.3.15  Subject Status
Microbiclogy Specimen/Microbiclogy Susceptibility Ex
« Dermatology? 6316 Tumor/Lesion Domei
6.2 Models for Eveq Microzcopic Findings - umaorfLesion Uomain:s
621 Ad . e | | 100 . i 63161 TumorfLesion Identification
. verse cven
. . Eults
627  Clinical Events These topics are not found in SDTMIG, other o Rt eamples
623  Disposition SDTM-based I1G,or any TAUG
624  prowclpevistions | S0...these are custom domains. e
E Abou
6.25  Heslthcare Encounters ’ = R .
63105  Ophthalmic Examinations Naming Findings About Domains
626 Medical History 63706  Reproductive System Findings Variables Unigue to Findings About
63107 Respirstory System Findings Findings About
. - Skin Response
m NATIONAL CANCER INSTITUTE 6.3.10.8  Urinary System Findings
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These topics will need Custom Domains

Dermatology Findings

) NATIONAL CANCER INSTITUTE

Visits> Screening
X

X X X X X X X X

Month 1

X X X X X X X X X X

Month 2

X X X X X

X X X X

Month 6

X X X X X

X X X X

Month 12

X X X X X

X X X X

End of Study
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How to Construct
Custom Domains

Begin with the end in mind?
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High Level Process

= |dentify all the topics in your study
= Confirm the need for one or more custom domains

= |dentify the right General Observation Class for each custom domain
= See SDTMIG Sections 2 and 8

= Create a Custom Domain code for each Custom Domain

= Create a unique (within your implementation) domain code for each
custom topic

= Cannot conflict with a standard domain code (CT DOMAIN list)

= X, Y and Z will never conflict - reserved for custom domains

Consider assigning one letter to each
Observation Class
X = Interventions, Y=Events, Z=Findings
(not required to use this way)

M) NATIONAL CANCER INSTITUTE



Custom Data Collection Domains

= Are based on the a standard General Observation Class from
CDASH Model (the ROOT data collection metadata)

= CDASH Model is aligned with/ mapped to the analogous
Observation Class in SDTM

Interventions

R T AT eSO TERT Pre

YN Has the subject had any [intervention topic(s)] Any [Intarve;

(after/before) [study-specific time frame]
(after/befare [study-specific time frame] )?;
[Was/Were] (there) any [intervention topic(s)]
[taken/performed/used/collected] (after/before )

study-specific time frame])?

--TRT What [is/was] the (type of) [treatment/intervention  [Treatment/|
topic]?; [If other is selected], [explain/specify/provide [Specify Oth
more details] Explain/Spe

Treatment/ Il

--DEC Interventior|

--MOQOD Does this record describe scheduled treatment or [Scheduled/
performed treatment?

—-CAT What [is/was] the category (of the intervention])? [Category/ C:

NULL

‘CDASH Variable

--YN

Mapping ‘Controlled Im|

‘Question Text

Has the subject had any [event topic(s)/ten
(after/before [study specific time frame])?,

m/name]

[Was/Were] (there) any [event topic(s)] (reported)

(after/before [study specific time frame])?

YV=Vacations

17;1f --
de (more)

--DECOD

\See

What [is/was] the [event/event topic]?

Finding

CDASH Variable Question Text Prompt Data SDTM
Type Target

Mapping
Instructions

"
Controlled Imple

Terminology
Codelist
Name |~

--TEST What [is/was] the name (of the [Measurement/Test/Examin Char --TEST
[measurement/test/examination])? ation/] (Name)

ZD=Dermatology

--TSTDTL What [is/was] the [measurement/test/examination] [Measurement/Test/Examin Char --TSTDTL
detail name? ation] Detail (Name)

--CAT What [is/was] the [type/category/name] (of the [Category/Category Value]; Char --CAT
[measurement/test/examination/specimen/sample]) NULL
?

Maps directly to the
SDTM variable
listed in the column
with the heading
"SDTM Target". The
SDTM variable --
TESTCD may be
determined from
the value collected
in--TEST. The
SDTMIG variables --
TESTCD and --TEST
are required in
SDTM.

Maps directly to the
SDTM variable
listed in the column
with the heading
"SDTM Target".

Maps directly to the
SDTM variable
listed in the column
with the heading
"SDTM Target".

(--TEST) The tes

N/A Itis rec

N/A Sponso

provided in the
Define-XML
external codelist
attributes. Sponsors
should include an
Origin column in
the define

https://www.cdisc.org/standards/foundational/cdash/cdash-model-10

m NATIONAL CANCER INSTITUTE
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Plus - CDASH Model Identifiers

CDASH Variable CDASH Variable Label Question Text Prompt SDTM Mapping Controlled Implementation Notes
Target Instructions Terminology
Codelist
- - - - hd - Name |~ h
SITEID Study Site Identifier What [is/was] the site identifier? Site Identifier DM.SITEl Maps directly to the N/A Paper: This is typically pr
D SDTM variable

listed in the column
with the heading

"SDTM Target".
INVID Investigator Identifier What [is/was] the investigator identifier? Investigator Identifier DM.INVI Maps directly to the N/A May be used in addition
D SDTM variable

listed in the column
with the heading

"SDTM Target".
SUBJID Subject Identifier for the Study  What [is/was] the subject identifier? Subject Identifier DM.SUBJ Maps directly to the N/A This CDASH variable is ty
D SDTM variable

listed in the column
with the heading
"SDTM Target".

FOCID Focus of Study Specific Interest  [Protocol specific question] ? [Protocol SpecificPrompt]  FOCID  Maps directly to the N/A This SDTM variable has b
SDTM variable
listed in the column
with the heading

"SDTM Target".
--SPID Sponsor-Defined Identifier What [is/was] the [test/procedure/observation] [Line Number/-- Number]  --SPID Maps directly to the N/A Since SPID is a sponsor-d
identifier? SDTM variable

listed in the column
with the heading
"SDTM Target". May
be used to create
RELREC to link this

m) NATIONAL CANCER INSTITUTE 17



Plus - CDASH Model Timing Fields

[is/was] collected?; What [is/ was] the (start) date (of Collection Date; [Finding]
the [Finding])? (Start) Date

map directly to an
SDTM variable. For
the SDTM dataset,
concatenate all
collected CDASH
DATE and TIME
components and
populate the SDTM
variable --DTC in

CDASH Variable CDASH Variable Label Question Text Prompt SDTM Mapping Controlled Implementation Notes
Target Instructions Terminology
Codelist
- - - A - - Name A
EPOCH Epoch What [is/was] the trial [period/phase/sponsor- Trial Period EPOCH  Maps directly to the (EPOCH) If the same information is
defined phrase] (for this SDTM variable
[event/intervention/finding])? listed in the column
with the heading
"SDTM Target".
--DAT Date of Collection What [is/ was] the date the [event or intervention] [Event/Intervention] --DTC This field does not  N/A This is a generic DATE field

M) NATIONAL CANCER INSTITUTE
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Mapped to Custom Tabulation (Submission Data) Domains

= Are based on a standard General Observation Class from SDTM (the
Model)

= Use the same root variables as all SDTMIG domains

= Use the same root variables as all other SDTM Custom Domains

2.2.1 The Interventions Observation Class

Table 2.2.1.1 Interventions—T]

2.2.2 The Events Observation Class

2.2.3 The Findings Observation Class

Table 2.2.3.1 Findings—Topic and Qualifier Variables—One Record per Finding

Variable |Varial:l= Label ) . ) Variable Variable Label Type | Role Description
Name Table 2.2.2.1 Events—Topic and Qualifier Variables—One Record perfl | yone
— Mo i) Variable [ Variable Label Type | Role Description| Topic Variable
Name ~TESTCD | Short Name of Char | Topic Short character value for —-TEST used as a column name when converting a dataset from a vertical format to a horizontal
- _ Measurement, Test, or format. The short value can be up to 8 characters. Examples: "PLAT", "SYSBP", "RRMIN", "EYEEXAM".
“MODIFY | Modified T —~TERM ‘ Reported Term | Char | Topic ‘ Topic variabl Exam
Name Qualifier Variables
~DECOD [ Standardized ~MODIFY | Modified Reported Term | Char | Synonym If the value f§ ™TEgy Name of Measurement, |Char | Synonym Qualifier of | Long name For -TESTCD. Examples: Platelets, Systolic Blood Pressure, Summary (Min) RR Duration, Eye Examination.
Treatment Name Qualifier of Test, or Fxam -TESTCD
--TERM - . ™
—MOOD Mood T Lowest Lovel Torm Char [ Variabie ModDRA Lol —~MCDIFY | Modified Term Char ?g;;ggn Qualifier of | If the value of --ORRES is modified for coding purposes, then the modified text is placed here.
—~CAT Cats ifi
SCAT Sjl::i:er;ory ?#sg‘::r of ~TSTDTL | Measurement, Test, or | Char | Variable Qualifier of Further description of -TESTCD and --TEST. Example: “The percentage of cells with +1 intensity of staining™ when MITEST =
“PRESP Pre-specified S Tiyes) Lowest Level Term Code | Num | Varable MedDRA Lol Examination Detail --TESTFD and -TEST | "Thyroid Transcription Factor 1% i
Qualifier of —CAT Category Char | Grouping Qualifier Used to define a category of topic-variable values. Examples: "HEMATOLOGY", "URINALYSIS®, "CHEMISTRY", "HAMD 17+,
—OCCUR | Occurrence Indical LT *SF36 V2.0 ACUTE", "EGFR MUTATION ANALYSIS".
“DECOD | Dictionary Derived Term | Char | Synonym Dictionary o —SCAT Subcategory Char | Grouping Qualifier Used to define a further categorization of --CAT values. Example: "WBC DIFFERENTIAL"
~STAT Completion Status| Qualifier of applicable. ff | —POS Paosition of Subject Char | Record Qualifier Position of the subject during a measurement or examination. Examples: "SUPINE”, "STANDING", "SITTING™.
--TERM During Observation
"&EQEND :Qe:son Not Done _PTCD Preferred Term Code Num | Variable MedDRA Prdl | -BODSYS | Body System or Organ | Char | Record Qualifier Body System or Organ Class that is involved for a finding from the standard hierarchy for dictionary-coded results.
- ndication Qualifier of Class Examnple: MedDRA SOC.
~oAs Class --DECOD —ORRES Result or Finding in Char | Result Qualifier Result of the measurement or finding as originally received or collected. Examples: *120%, =<1, "POS~.
TCOLASCD | Class G T High Level Term Char Vana.b.\e MedDRA Hi Original Units
Qualifier of ESU | Original Units Char | Variable Qualifier of Unit for —~ORRES and —-ORREF. Examples: "in", "LB", "kg/L".
~DOSE | Dose —TERM —ORRES and --ORREF
—DOSTXT [Dose TCD High Level Term Code Num Varia.b.\e Normal Range Lower Char | Variable Qualifier of Lower end of normal range or reference range for results stored in —-ORRES.
~DOSU | Dose Units Qualifier of Limit-Criginal Units —ORRES
—HLT RHI | Normal Range Upper Char | Variable Qualifier of Upper end of normal range or reference range for results stored in -ORRES.
—HLGT High Level Group Term | Char | Variable Limit-Original Uniits __ORRES
~DOSFRM | Dose Form Qualifier of —ORREF | Reference Result in Char | Variable Qualifier of Reference value for the result or finding as originally received or collected. ~ORREF uses the same units as —ORRES, if
HGTD o lewl G T N ;TERS MedDRAH Original Units —ORRES applicable. Examples: value from predicted normal value in spirometry tests.
"DOSFRQ | Dosing Frequency B Clgd Eveltroup ferm um Qana‘\.f.e f 'Y [“STRESC | Resultor Finding in Char | Result Qualifier ‘Contains the result value for all findings, copied or derived from --ORRES in a standard format or in standard units.
per Interval ooe :E(IEITEW Standard Format —STRESC should store all results or findings in character format; if results are numeric, they should also be stored in
AT Cateao Char &rou n Used to defi numeric format in —-STRESN. For example, if various tests have results "NONE", "NEG", and "NEGATIVE" in --ORRES and
_DOSTOT | Total Daily Dose. egery P 9 these results effectively have the same meaning, they could be represented in standard format in —STRESC as "NEGATIVE".
I Qualifier STRESN | Numeric Result/Finding | Num | Result Qualif Used for conti Its or findings in standard format; copied format from - STRESC_ —STRESN
--DOSRGM Intepded Dose “SCAT Subcategory Char | Grouping Used to derll | umeric Result/Finding um | Result Qualifier sed for continuous or numeric results or findings in standard format; copied in numeric format from -- o
Regimen Qualifier in Standard Units should store all numeric test results or findings.
wooTE 5 _PRESP Pre-Specified Char | Variable Used to indi —STRESU Standard Units Char | Variable Qualifier of Standardized units used for -STRESC, --STRESN, --STREFC, and —-STREFN. Example: "mol/L".
- oute of - --STRESC and
Administration Qualifier of spontaneou STRESN and
o1 Lot Number _TERM B o
i --5TREFC and
_1LoC Location of Dose -0CCUR Occurrence Indicator Char | Record Used to rec STREFN
Administration Qualifier — - - -
AT Laterality _STAT Completion Status Char | Record Used to indill | -STNRLO | Normal Range Lower MNum | Variable Qualifier of Lower end of normal range or reference range for standardized results (e.g., -STRESC, —-STRESN) represented in
— Qualifier of NOT DO Limit-Standard Units --STRESC and standardized units (-STRESU).
—REASND | Reason Not Done Char | Record Reason not —STRESN
m NATIONA Qualifier —STNRHI | Normal Range Upper Num | Variable Qualifier of Upper end of normal range or reference range for standardized results (e.g., --STRESC, --STRESN) represented in
—-BODSYS | Body SystemorOrgan | Char | Record Body syster] Limit-Standard Units —-STRESC and standardized units (--STRESU)
1 Class Qualifier Example: "GASTROINTESTINAL DISORDERS™. I |




ldentifiers - SDTM Table 2.2.4

Plus
Table 2.2.4.1 All Observation Classes—ldentifiers
Variable Variable Label Type | Description
Hame
STUDYID | Study ldentifier Char | Unigue identifier for
DOMAIN Domain Abbreviation | Char | 2-character abbr in most relevant to the obsernvation. The domain abbreviation is also used as a prefix for varables to ensure
uniquUeness
UsUBID Unique Subject Char | ldentifier e product.
I'd'HIﬁﬁEr - - - - -
APID | Associated Persons | Char Some identifiers are required to be INn v
Identifier . bdel Fundamentals to Associated Persons).
POOLD | Poc Barter [ any domain: STUDYID, DOMAIN,
SPDEVID Sponsor Device Char
Identifier USUBJID and --SEQ
NHOID Mon-Host Organism | Char based on the identity of the non-host
Identifier organism a3
FETUSID Fetus ldentifier Char | Identifier a fetus within a subject. Mot to be usad
with human
FOCID Focus of Char | Identification of a fod ecific imterest on or within a subject or specimen as called out in the protocaol for which a measurement, test, or
Study-Specific examination was perfo as a drug application site {e.g., “Injection site 1%, "Biopsy site 1%, “Treated site 17), or a more specific focus (e.g., "0OD*"
Interest {right eye) or “Upper left g of the back”). The value in this variable should have inherent semantic meaning.
--SEG) Sequence Number Mum | Sequence number to ensure eness of records within a dataset for a subject {or within a parameter, in the case of the Trial Summary domain). May
be any valid number (including detimals) and does not have to startat 1.
-GRPID Group D Char | Optional group identifier, used to link together a block of related records within a subject in a domain. Also used to link together a block of related
records in the Trial Summary Information (Section 3.3).
--REFID Reference 1D Char | Optional internal or external identifier such as lab spedmen ID, or UJID for an ECG waveform or a medical image.
--RECID Invariant Record Char | Identifier for a record that is unique within a domain for a study and that remains invariant through subsequent versions of the dataset, even if the
Identifier content of the record is modified. When a record is deleted, this value must not be reused to identify another record in either the current or future
versions of the domain.
--5PID Sponsor-Defined Char | Sponsor-defined identifier. Example: pre-printed line identifier on a Concomitant Medications page.
Identifier
--LMNKID Link 1T Char | Identifier used to link related records across domains. This may be a one-to-one or a one-to-many relationship. For example, a single tumor may have
multiple measurements/assessments performed at each study visit
-LMKGRP | Link Group ID Char | Identifier used to link related records across domains. This will usually be a many-to-one relationship. For example, multiple tumor
measurements/assessments will contribute to a single response to therapy determination record.

NATIONAL CANCER INSTITUTE
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Timing Variables - SDTM Table 2.2.5

Table 2.2.5.1 All Observation Classes—Timing Variables
Variable Variable Label Type | Format | Description
Mame
VISITNUM | Visit Mumber Mum
P I us VIET Visit Name Char
VISITDY Planned Study Day of Visit Mum
TAETORD | Planned Order of Element Mum
Within Arm
EPOCH Epoach Char

ter number. Numeric version of VISIT, used for sorting.

bd description of a dlinical encounter.

day of VISIT. Should be an integer.

ives the planned order of the Element within the Arm (see Section 3.1.2, Trial Arms).

RPHASE Repro Phase

Should have at least one appropriate
ST | Ponrea’ timing variable in every domain, to
S : describe when the intervention or event
e _ : started / ended / happened, or when the
Ho _ test or measurement was done

-OY
--STDY by of start of observation expressed in integer days relative to the sponsor-defined RFSTDTC in Demographics.
Observation
-—-EMCHY Study Day of End of MNum by of end of observation expressed in integer days relative to the sponsor-defined RFSTDTC in Demographics.
Observation
—-NOMDY Mominal Study Day for MNum judy day used by data-collection and reporting systems for grouping records for cbsenvations that may be scheduled
Tabulations. arent days into a single study day (e.g., cutput on a tabulation report). Not to be used with human dlinical trials.
--NOMLBEL | Label for Nominal Study Day | Char A label for a given value of - -NOMDY, within a domain, as presented in the study report. Not to be used with human dinical trials.
--RPDY Actual Repro Phase Day of MNum The actual day within the Reproductive Phase on which the observation occurred. Expressed as an integer. Not to be used with
Observation human dinical trials.
-RPSTDY | Actual Repro Phase Day of MNum The actual day within the Reproductive Phase of the start of the observation. Expressed as an integer. Not to be used with human
Obs Start dlinical trials.
--RPEMDY | Actual Repro Phase Day of MNum The actual day within the Reproductive Phase of the end of the observation. Expressed as an integer. Not to be used with human
Obs End clinical trials.
-DUR Duration Char | IS0 Collected duration of an event, intervention, or finding. Used only if collected on the CRF and not derived.
8501
-TPT Planned Time Point Name Char Text description of time when a measurement or observation should be taken as defined in the protocol. This may be representad
as an elapsed time relative to a fixed reference point, such as time of last dose. See —TPTNUM and - TPFTREF.
-TPTHUM | Planned Time Point Number | Num Mumeric version of planned time point used in sorting.
—-ELTM Planned Elapsed Time from | Char | 150 Planned Elapsed time relative to a planned fized reference (- TPTREF) such as "Previous Dose® or "Previous Meal”. This variable is
Time Point Ref Ba01 useful where there are repetitive measures. Not a dock time or a date/time variable, but an interval_
-TPTREF Time Point Reference Char Description of the fixed reference point referred to by --ELTM, - TPTHUM, —TPT, --STINT, and --ENINT. Bxamples: "PREVIOUS DOSE®,
"PREVIOUS MEAL".
--RFTOTC Date/Time of Reference Time | Char | IS0 Date/time for a fixed reference time point defined by —-TPTREF.
Point 8401
--5TRF Start Relative to Reference Char Identifies the start of the observation as being before, during, or after the sponsor-defined reference period. The sponsor-defined
Pericd reference period is a continuous period of time defined by a discrete starting point and a discrete ending point represented by
RFSTDTC and RFENDTC in Demographics.
-—-EMRF End Relative to Reference Char Identifies the end of the observation as being before, during or after the sponsor-defined reference period. The sponsor-definad
Period reference period is a continuous pericd of time defined by a discrete starting point and a discrete ending point represented by
RFSTDTC and RFENDTC in Demographics.
--EVLINT Evaluation Interval Char | 150 Duration of interval associated with an observation such as a finding --TESTCD. Usually used with —-DTC to describe an interval of
) NATIONAL CANCER INS B&M this duration that ended at the time represented in --DTC. Example: "-P2M" to represent a period of the past 2 months as the
evaluation interval for a question from a questionnaire.




Recommendations for Custom Domains

= Begin with the end in mind

» Conformant SDTM data is the target objective
= Use CDASH Model to Create Custom Domains
= Why? Because the CDASH Model is aligned to SDTM (Model)

= Same General Observation Classes (Interventions/Events/Findings)

= CDASH root variables are mapped to SDTM root variables

Create your custom
domains using the CDASH
Model to collect the data

ﬁ'

M) NATIONAL CANCER INSTITUTE

1.

You will be able to
standardize the programming
to convert collected data to
SDTM

You will be able to add your
custom domains to your GLIB
for everyone to use -improve
consistency across LPOs

22



Constructing a Custom Data Collection Domain

Use root metadata from:

.........................

;;;;;;;;;;;;;;;;;;;;;;;

‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘

nnnnnnnnnnnn

Interventions L 1

eeeeeeeeeeeeeee

or Events $
or Findings

nnnnnnnnn

‘‘‘‘‘‘‘‘‘‘

ONE of the three

CDASH Model Identifiers

m) NATIONAL CANCER INSTITUTE

_ CDASH Model Timing
General Observation Class

tables in the CDASH Model

Prefix the custom domain variables
with a 2 character custom domain code
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Custom Interventions Data Collection Domain

If your custom topic is “Meditation” use root metadata from:

‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘

‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘

roco Focusof Sty Spiicnterest_[retcol specie guesion)?

‘‘‘‘‘‘‘‘‘‘

CDASH Model Identifiers CDASH Model

m NATIONAL CANCER INSTITUTE

Interventions Class

CDASH Model Timing

Prefix the custom domain variables
with a 2 character custom domain code

24



Custom Events Data Collection Domain

If your custom topic is “Vacations” use root metadata from:

CDASH Model

CDASH Model Identifiers Events Class

m NATIONAL CANCER INSTITUTE

CDASH Model Timing

Prefix the custom domain variables
with a 2 character custom domain code
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Custom Findings Data Collection Domain

If you custom topic is “Dermatology Findings” use root metadata from:

mmmmmmmmmmmmmmmmmmmmmmmmmmmmm

‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘

‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘

roco Focusof Sty Spiicnterest_[retcol specie guesion)?

mmmmmmmmmmm

aaaaaaaaaaaaaaaaa

‘‘‘‘‘‘‘‘‘‘

mmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmm

lllllllllll

CDASH Model Identifiers

m NATIONAL CANCER INSTITUTE

CDASH Model Timing

CDASH Model

Findings Class

Prefix the custom domain variables
with a 2 character custom domain code
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Constructing a Custom Tabulation (Submission Data) Domain

Use root variables from:

Interventions 2.2.1
or Events 2.2.2 +
or Findings 2.2.3

E
EEEEE

ONE of the three :m .
General Observation Class = :

H
i
H
HIEE
i

8

§

i

¥

H

%.

El

SDTM Table 2.2.4 tables in SDTM

Identifiers

SDTM Table 2.2.5

Prefix the custom domain variables Timing
with a 2 character custom domain code

If you have started with the CDASH Model, you are already most of the way there.
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Custom Interventions Class Domain

If your custom topic is “Meditation” use root variables from

SDTM Table 2.2.4
Identifiers

2.2.1The Interventions Observation Class.
Table 221,
el el Descrpton
Name
Tepicvarale
Table 2.2.4.1 Al Observation Classes—dentifiers TR e Tt Tl e e e e et dg s
Varable [ Varabie o = i Vel
FODFY [Fodhed irmtment | Gar e v or TAT
o [ Ui e Tor s i i |rer
e E o i 7 0D Tappicate
Treament Name TR o D8, or i
o= i
000 oo G [ |Voir oo el SORDUED OTONEDY
o - Grar [ Grouping Quaier st deine s calegry e lues
st st or each asociated person. (e Tae 1.1, Pool Defrtion Datase and Section , Applying Model Fudamentas to Asocisted Prsore) ST s o S
| An donther usod t dentf et rom  0roup of subjocts hat F ot ssignaie 03 socicsubject PRSP Pespactied | Car VA e o
TR
G e — —
s oteted
Gar STAT | Competon Sats | Chr | Record Quaer Shoudberlor
Eramgle: A/C Ny ave 2l of NOT DONE.
G Nottobeuesd £y | Record Guir | Reseon ot dore.Usednc: it STAT
RO indcation G | Record Qusier on 2.5y th e
G ey ey Gr Gl ot
v peformed, such 2. dr spplction site (.. “iecton st 1, Tiopey ste I “Teated ste 1), o more peciic focs (.3, 00" ar
e o et f e 5 o el st e o e D [ o o Varabie G ar | D o epresent o or IS
S bt o et e o oo il dase TS Wi Pt h cce o o TSy G ¥ | Twr
B D0S [bose & Fonountof TR g DOSTHT & populied
e c oS c E Dosingiomationcolecied mtet o Eampes < iy 200490 NoTpopURTEwhen D% popuBied
rocordsnthe. 23 D0SU[Dome Ut Char Varbic Qualferar | Unis for~DOSE, -DOSTOT, or-DOSTXT. Dramples ', i
DT —C IVYrrorees -00s_bosixo
a the oS D tom ar Varabie Quaferer e TRBLET, CAPSIIES
Wentiier oost, .
versions of the domain. omror
G o G G vl Bampies G2, QD PR
< e ntanl DOSE, -DOSTXT or
T Tor o For o, oosror
60T | o by Bose [ T TR e e 0% oDl Dose
T Gow D For armple, multle trmor DOSRGH | men E e TWO WEERS ON, TWO WERKS O
Aogimen DOSE, -DOSTXTor
postor
ROUTE [Routeof (hr [Vorbie Quafrof | Routs of sdminstaion o th terventon.Examples ORI, NTRAVENGUS
mision -t
57 Juothumber G | RecoriGutir | Lot mierio
10T ool Do R Qe ool A Tor et
[T o oo Do e o o oo e e e o o Do T

SDTM Table 2.2.1

Interventions Observation Class

‘Table 2.2.5.1 All Obsarvation Classes—Timing Varisblez

Variable  [Variable Label Type | Format | Bescrption
Name
VISTNUF | Vst Narrber Toom z VST,
ST [VetName Char Protocol defined description of
VDY | Planned Stady Day oVt |Num Plarned study day oFVISIT. Shoud be aninteger
TAETORD | Plarned Ordr of tlement [ Nom Number 313, Tl e
Wihin Arm
RO | Epoch T =D =
12, Tria Arms),
RPUASE | ReproPhace Tar Defnedin e
RPRLDY Toom = Erprosced ot
Obsenation al
RPPLSTOY | Plarned ReproPhase Day of [ Num 2
ObsStart cinicaltials.
RPALENDY o = eendor [Fr—p
End cinical tials.
TBIC | Date/Time of Collecion | Gar [ 50| Colection date and time of an choervation
201
ETDIC | Sar Dt/ e of Crar |50 | tart date/Bime of am cbmervation
Obseration 801
“ENDTC | End DateTime of Crar |50 | End dateftime o the hesrvation
Observation 8601
o7 Study Day of T =
Visit/Collection/
O[Sy Dyt T == 2
“Hov S\udyDiYMEndd N
—NoMDY mmm S«udy Dayor [Nom
asinge study cay
—NOMEL Tar NOMDY, wihina & e s
TRPDY | ActualRepro Phase Dayof | Num Erpressed s an
Observation
—RPSTOY o [
b Start cinicaltals.
—RPENDY T
ObsEnd cinicaltals.
TBUR [ Duration s |60 | Collected drmion o - tmrvention, orfinding
801
STPT [ Plnned Time PontName [ Ghar =
a5 an elapsed t —TPTNUM and —TPTREF.
TPTNGM | Plarned Time Point Nrmber_| N
TETM | Planned apsed Tame from | Ghar |50 oo o e T i
Time Point Ret 801 2 date/time varisble, butan
TRTREF | Time Point Reference Tar e T e e e oo e e
PREVIOUS MEAL
RFTOTC | Date/Tirne o Reference Tone | Char [ B0 | Date/time For 2o reference im point definad by “TETREE
201
B Tar E;
Period eference
RFSTDTC and RFENDTC
TR |Gt oReferece [ Gar =
Peiod reference
RFSTOTC and REENDTC.
EVONT | Evalastion ierval G [0 )
201 i in —DIC. Exarmple: *PM" 2 months asthe
i i e

SDTM Table 2.2.5

Prefix the custom domain variables
with a 2 character custom domain code

Timing
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Custom Events Class Domain

If your custom topic is “Vacations” use root variables from

= —
2.2.2 The Events Observation Class
ra
el [Foe] e evcrpton
Table 2.24.1 All Observation Classes—ldentifiers name
Variable [ Varisble Lo == Topc variable
TERM | Reported Tem I
G| u o Guate Variables
| Chrar Ui identiier for & sudy. [MODIFY | Modifed Reported Term
T T [Tawest el Torm | Ghar | Varable [ MedORR Lowest v Term
Quaterot
G TR
st e foreach associaed person. See Tabe 4.1.3.1,Pool Definition Dataset and Section &, Applying ModelFundamentas to Associaed Persons). IO LowestLevelTarm Code [ Nam| Varable | ModORA Lowes Leve Term code
| An donther usod t dentf et rom  0roup of subjocts hat F ot ssignaie 03 socicsubject et
e device BECOD | Dcsorany Demved Tarm | Ghar | Synorym e, T
Quilferot | appcabie et o e e Ter (T n MecDRAL
T e
Erample: A/C N P [ Prferod o Code || Varable [ odORR Preferad o o0
E Nottobe uesd Quitrof
orcor
G TP Leve T ([ Vaatle | MecDRAFigh Leve Tar o e prmay i
ndev«ﬁ(  was performed, such as a drug application site (e.g., “njection site 1", Biopsy site 1", 'Tmiledsn&"hﬂf:mreM:W@Q o0 S
"@"‘M’W‘VW"'*'WM‘"‘“”*M" The vakuein his varable shouid e inherent senantic mearing. D [FighLeve Torm Code [N Varale [ MedORAFigh Lev T codrom e prmay pah
B e e e oo VAP Bt o bjc AP 3 b e ca o T T Sy G Quaterot
it
GowD G By Group e[ Cr [ Varle [FdORAFigh
rocordsnthe. 23 Quaterof
Reference D G TUDforanECG B
3 rm (RGTCS [Tl v o e[ le |0 i e o e o ey
Wentier Qutterot
versions ofthe domain
A G e 0l 3 caegory o o varab vaes
— N [Giegory T [ G [T o e clogay o e e
3 EZamE=T G Grouping B
Tk D T o Tor eample, e
RS [P Specied T Varble C Y Tor
Tk Group D For crample, multple tomor Quiterof | spotanaousy eporod et
e
GecR Ssoicted
ST [Compieton St
REASND | esson Not ane = TN
BOOSTS R
a e -
. .

Identifiers SDTM Table 2.2.2
Events Observation Class

‘Table 2.2.5.1 All Obsarvation Classes—Timing Varisblez

Variable  [Variable Label Type | Format | Bescrption
VISTNUF | Vst Narrber Toom z VST,
ST [VetName Char Protocol defined description of a cical encounter.
VDY | Planned Stady Day oVt |Num Plarned study day oFVISIT. Shoud be aninteger
TAETORD | Plarned Ordr of tlement [ Nom Number 313, Tl e
Wihin Arm
RO | Epoch T =D =
12, Tria Arms),
RPUASE | ReproPhace Tar Defnedin e
RPALDY | Phrned Toom = Erprosced ot
Obsenation al
RPPLSTOY | Plarned ReproPhase Day of [ Num 2
ObsStart cinicaltials.
RPPLENDY | Plarned o = eendor Trpremeed
Otsnd cinical tials.
TBIC | Date/Time of Collecion | Gar [ 50| Colection date and time of an choervation
201
ETDIC | Sar Dt/ e of Crar |50 | tart date/Bime of am cbmervation
Obseration 801
“ENDTC | End DateTime of Char | 150 | End date/time of e bsarvation
Observation 8601
o7 Study Day of T At =
Visit/Collection/
O[Sy Dyt T At == 2
“Hov s‘m Day ET T et
—NoMDY mmm Study Dayor [Nom
0 occuron difeent daysnto a singe study day with hurnan ciricaltias.
—NOMEL Tar NOMDY, wihina & e s
TRPDY | ActualRepro Phase Dayof | Num =}
Observation
—RPSTOY o [
b Start cinicaltals.
—RPENDY T
ObsEnd cinicaltals.
TBUR [ Duration s |60 | Collected drmion o - tmrvention, orfinding E e
801
STPT [ Plnned Time PontName [ Ghar T wh =
a5 an elapsed t —TPTNUM and —TPTREF.
TPTNGM | Plarned Time Point Nrmber_| N Numeric version of pl
E red Hapsed Time from | Ghrar | 50 oo o e T i
Time Point Ret 801 2 date/time variable, but an
TRTREF | Time Point Reference Tar e e T e e B e e
PREVIOUS MEAL
RFTOTC | Date/Tirne o Reference Tone | Char [ B0 | Date/time For 2o reference im point definad by “TETREE
201
B Tar E;
Period eference
RFSTDTC and RFENDIC in Demography
TR |Gt oReferece [ Gar =
Peiod reference
RFSTOTC and REENDTC in Demographs
THLNT | Evaastion el G [0 )
201 " inDTC. Exarmple: " P2M" 2 months asthe
i i i

Prefix the custom domain variables
with a 2 character custom domain co

e
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SDTM Table 2.2.5
Timing

29




Custom Findings Class Domain

If your custom topic is “Dermatology Findings” use root variables from

—_—
2.2.3 The Findings Observation Class

SDTM Tab

le 2.2.4

Identifiers

Te1231 o
Variable. ‘Vvu.klabd ‘Yvrv Rele ‘Dﬂwﬂ!\r—\
—=
o
Table 2.24.1 Al Obwarvation Clossss—identifiors Mcummurm Test, or format. The short value can be up to 8 characters. Examples: "PLAT, 5YSBP~, "RRMIN', “EYEEXAM:.
e oo T o
T
o [ e G e
e e o e T3Pt i, e o s ) N e c ‘ ST T
— — e T T—= b O
TG == e e SR T
e bt - “BODSYS gan | Char Body Systemor
5 — e S o
e o7 T oo Ve i S R B
e st et o e ey T o vl . et s iy S — e
e
o il Pl 33 LiitOrginalUnis —oRRES
— ORREF -ORRES, If
Reference D o WD for an £CC |Original Units ORRES licabl  spirometry tests.
E i the ~STRESC E —ORRI
Lo Standard Format -STRE
. For example, “NONE", "NEG", and "NEGATIVE" in ~ORRES and
L  these results effectively have the same meaning, they could be represented in standard format in - STRESC as "NEGATIVE"
i STRESN [Used for continuous or numeric results hndmg’\r\ tandard format; copied In numeric format from - STRESC. - STRESN
Link 1D Char aone- F ample, | should store all numeric test results or finding
D oo e
o e
_t

SDTM Table 2.2.3
Findings Observation Class

‘Table 2.2.5.1 All Obsarvation Classes—Timing Varisblez

Variable  [Variable Label Type | Format | Bescrption
Name
VISTNUF | Vst Narrber Toom z VST,
ST [VetName Char Protocol defined description of
VDY | Planned Stady Day oVt |Num Plarned study day oFVISIT. Shoud be aninteger
TAETORD | Plarned Ordr of tlement [ Nom Number 313, Tl e
Wihin Arm
RO | Epoch T =D =
12, Tria Arms),
RPUASE | ReproPhace Tar Defnedin e
RPRLDY Toom = Erprosced ot
Obsenation al
RPPLSTOY | Plarned ReproPhase Day of [ Num 2
ObsStart cinicaltials.
RPALENDY o = eandor [Fr—p
Otsnd cinical tials.
TBIC | Date/Time of Collecion | Gar [ 50| Colection date and time of an choervation
201
ETDIC | Sar Dt/ e of Crar |50 | tart date/Bime of am cbmervation
Obseration 801
“ENDTC | End DateTime of Crar |50 | End dateftime o the hesrvation
Observation 8601
o7 Study Day of T =
Visit/Collection/
O[Sy Dyt T == 2
“Hov Smdy Day ET N
—NoMDY mmm S«udy Dayor [Nom
0 occuron difeent daysnto a singe study day
—NOMEL Tar NOMDY, wihina & e s
DT ualRepro Phase Day of | Num Erpressed s an
—RPSTOY o [
b Start cinicaltals.
—RPENDY T
ObsEnd cinicaltals.
TBUR [ Duration Tar [0 |G - tmrvention, orfinding
801
STPT [ Plnned Time PontName [ Ghar =
a5 an elapsed t —TPTNUM and —TPTREF.
TPTNGM | Plarned Time Point Nrmber_| N
TETM | Planned apsed Tame from | Ghar |50 oo o e T i
Time Point Ref 801 2 date/time varisble, butan
TRTREF | Time Point Reference Tar B e S o
PREVIOUS MEAL
RFTOTC | Date/Tirne of Reference Tine | Char | B0 | Date/time for  ixed eference e point ddhned by TPTREF.
201
B Tar E;
Period eference
RFSTDTC and RFENDTC
TR |Gt oReferece [ Gar
Peiod reference
RFSTOTC and REENDTC.
VLT | Evaastion ot G [0 )
201 i in —DIC. Exarmple: *PM"
i i e

Prefix the custom domain variables
with a 2 character custom domain code
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SDTM Table 2.2.5
Timing
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CDASH Example: Meditation

= This topic (meditation) is not found in SDTMIG (or CDASHIG)

= |t most closely aligns with Interventions Class
= Subject experiences it and experience can cause physiological change
= Can be described using start and end date/time, or collected duration
= Can be described using an amount with a unit (e.g., 2 hours)

= A frequency and/or regimen can be described

Meditation CRF

Describe type of meditation you practice

For how many years have you
been practicing meditation?

For how long do you
Meditate each session?

How frequently do you meditate?

m) NATIONAL CANCER INSTITUTE
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Example: Create Meditation Custom Domain Specifications

Start with
CDASH

Model

CDASH XM-Meditation SDTM™ XM-Meditation
CDASH Question Text/ Prompt Mapping Instructions VARIABLE VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION NOTES CORE
Variable TERMS,
CODELIST OR
— FORMAT
STUDYID P |sTUDYID Study Identifier Char Identifier REQ
DOMAIN Domain Abbreviation Char XM Identifier Default to XM REQ
USuUBJID Unigue Subject Identifier Char Identifier follow implementation rules
XIVISE Seqguence Number Num Identifier ollow implementation rules
XMTRT P [xmTRT Name of Meditation Regimen Char Topic REQ
XMDOSE ihatbiathadlongiieaboach shiclail i P |XMDOSE Meditation Session Length MNum (XMDECOD)  Record Qualifier PERM
ssion?
XMDOSU ART AT == Dicact > XMDOSU Meditation Session Length Unit Char (UNIT) Variable Qualifier PERM
XMDOSFRQ e =i > XMDOSFRQ, Frequency of Meditation Sessions  Char (FREQ) Variable Qualifier PERM
ico?
XMCDUR For how many years have you been To populate XMDUR, Concatenate XMDUR Duration of Meditation Practice Char 1SO 8601 Timing PERM
practicing meditation XMCDUR with XMCDURU and format as
150 8601 Period
(XMCDURU  display UNIT value: YEAR To populate XMDUR, Concatenate

XMCDUR with XMCDURU and format as

150,800 Seriod

Many CDASH
variables are a 1:1
match with SDTM

m NATIONAL CANCER INSTITUTE

Add in the SDTM
submission-only
variables

Apply standard
programming to
transform other
collected values to
SDTM




CDASH Example: Meditation

= Apply CDASH Metadata
= Find the appropriate fields for each question
= Apply root Question Text or Prompt

= Apply the root variable for database setup

T

CDASH Model Identifiers CDASH Model

M) NATIONAL CANCER INSTITUTE

Interventions Class

CDASH Model Timing

Prefix the custom domain variables
with a 2 character custom domain code
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CDASH Example: Meditation

CDASH has been applied as much as possible:

Meditation CRF

What is the type of meditation practiced? XMTRT

For how many years have you
been practicing meditation?

CDASH Root Question Text:
What [is/was] the duration of the [event/intervention]?

XMCDUR XMCDURU

What is the frequency of the
meditation practice?

XMDOSFRQ

Creating custom domains may reveal deficiencies in CDASH
metadata which should be reported to the CDASH team.

At least make sure your question MEANS the SAME thing.

NATIONAL CANCER INSTITUTE



Example: Meditation CDASH Metadata

| CDASH XM-Meditation
CDASH Question Textf Prompt Mapping Instructions
Variable
-STUDYID STUDY Direct
XMTRT What is the type of meditation practiced? Direct

| XMDOSE What is the length of each medidation Direct

| session?

XMDOSU display UNIT values Direct

-KMDGSFRQ What is the frequency of medidation Direct

| practice?

XMCDUR For how many years have you been To populate XMDUR, Concatenate
practicing meditation XMCDUR with XMCDURU and format as

| IS0 8601 Period

XMCDURLD  display UNIT value: YEAR To populate XMDUR, Concatenate

ANMCDUR with XMCDURU and format as
IS0 28601 Period
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SDTM Example: Meditation (Topic and Qualifiers)

Custom
Domain
Code

| |
2.2.1 The Interventions Observhtion Class

Table 2.2.1.1 Interventions—Topic and Qualifier Varialjles—One Record per Constant-Desing Interval or Intervention Episode

Variable ‘ Variable Label ‘ Type | Role \ ‘ Description
Name
‘ Topic Variable
~TRT Name of Treatment §Char The topic for the intervention observation, usually the verbatim name of the treatment, drug, medicine, or therapy given

during the dosing interval for the observation.

Topic \
\

Qualifier Variables
-MODIFY dified Treatment har | Synonym Qualifier If the value for --TRT is modified for coding purposes, then the modified text is placed here.
Npe -TRT
-DECOD |5 rdized har | Synonym Qualifier of}| Standardized or dictionary-derived name of the topic variable, --TRT, or the modified topic variable (—-MODIFY), if applicable.
TreatrNent Name -TRT Equivalent to the generic drug name in WHO Drug, or a term in SNOMED, ICD9, or other published or sponsor-defined
dictionaries.
~-MOOD  [Mood  \ | S| o
—CAT Category \ fchar VARIABLE VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION NOTES CORE
—-SCAT Subcategory\ khar TERMS,
—-PRESP Pre-specified \ rhar CODELIST OR
FORMAT
—OCCUR | Occurrence Indicat\ WChar | N crypyip Study Identifier Char Identifier REQ
~STAT Completion Status har | lpomain Domain Abbreviation Char XM 1dentifier Default to XM REQ
USUBIID Unigue Subject Identifier Char Identifier [follow implementation rules REQ

—REASND ReaSOI? Not Done tl‘& L8l X Identifier follow implementation rules REQ
—INDC Indication Name of Meditation Regimen Char Topic REQ
—-CLAS Class

Meditation Session Length Num (XMDECOD}  Record Qualifier PERM
—CLASCD | Class Code

Meditation Session Length Unit Char (UNIT) Variable Qualifier PERM
-DOSE Dose
—DOSTXT | Dose Description Freguency of Meditation Sessions Char (FREQ) Variable Qualifier PERM

-DOSU Dose Units

150 8601 Timing PERM

—-DOSFRM | Dose Form

r —-DOSTbT

har |Variable Qualifier of | Usually expressed as the number of doses given per a specific interval. Examples: "Q2H", "QD", "PRN".

--DOSE, -DOSTXT or

-DOSTOT

-DOSTOT | Total Daily Dose hum Record Qualifier Total daily dose of —-TRT using the units in --DOSU. Used when dosing is collected as Total Daily Dose.
| 8

—DOSFRQ | Dosing Frequency
per Interval

-DOSRGM | Intended Dose har |Variable Qualifier of | Text description of the (intended) schedule or regimen for the Intervention. Example: “TWO WEEKS ON, TWO WEEKS OFF~.

Regimen --DOSE, —DOSTXT or
--DOSTOT
—-ROUTE Route of har |Variable Qualifier of | Route of administration for the intervention. Examples: "ORAL", "INTRAVENOUS".
Administration --TRT
—-LOT Lot Number har | Record Qualifier Lot number for the intervention described in -TRT.
-LOC Location of Dose har | Record Qualifier Anatomical location of an intervention, such as an injection site. Example: ARM for an injection.

=
B

Variable Qualifier of | Qualifier for anatomical location further detailing laterality of intervention administration. Examples: "RIGHT", "LEFT",

Administration
m) NATIONAL CANCH |10




SDTM Example: Meditation (Identifiers)

Table 2.2.4.1 All Observation Classes—ldentifiers

Variable Variable Label Type | Description
MHame
STUDYID | Study ldentifier Char | Unique identifier for a study.
DOMAIM | Domain Abbreviation ar | 2-character abbreviation for the domain most relevant to the obsenation. The domain abbreviation is also used as a prefix for variables to ensure
uniqueness when datasets are merged.
UsUBID Unique Subject Ch% Identifier used to uniquely identify a subject across all studies for all applications or submissions involving the product.
Identifier \
SOCIaD ons | Char tifier for a single associated person, a group of associated persons, or a pool of associated persons. If APID identifies a pool, POOLDEF records
ldentifier exist for each associated person. (See Table 4.1.3.1, Pool Definition Dataset and Section &, Applying Model Fundamentals to Assocdiated Persons).
POOLID Pool Identifier Char Anuentifier used to identify a result from a group of subjects that is not assignable to a specific subject.
SPDEVID | Sponsor Device Char | Spor€or-defined identifier for a device.
ldentifier
MNHOID MNon-Host Organism | Char | Sponsor\defined identifier for a non-host organism. This varable should be populated with an intuitive name based on the identity of the non-host
ldentifier organism \s reported by the lab. Example: "A/Califomia/ 72009 (HINT)"
FETUSID Fetus ldentifier Char Id_lenti'fier 1:0 icl o ST
with human nical VARIABLE VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION NOTES CORE
FOCID Focus of Char | ldentification oa fo JERNEE
) - CODELIST OR
Study-Specific examination ws ORMAT
(right eye) or “Upp study Identifier Identifier REQ
--SEG) Sequence Number Mum | Sequence number 1
L id be Domain Abbreviation XM Identifier Default to XM RECQL
'w > H = idk Identifier follow implementation rules REQ
m GI‘CHJP ] Char Dptinnal gn:upm XMSEQ Seguence Number Mum Identifier follow implementation rules REQ
records in the Trial XMTRT Name of Meditation Regimen Char Topic REQ
~REFID Reference ID Char | Optional internal or fypose Meditation Session Length Num (XMDECOD)  Record Qualifier PERM
-RECID Invariant Record Char | Identifier for a recor
Identifier content of the reco XMDOSU Meditation Session Length Unit Char (UNIT) Variable Qualifier PERM
versions of the domilyvposerg Frequency of Meditation Sessions  Char (FREQ) Variable Qualifier PERM
--5PID Sponsor-Defined Char | Sponsor-defined idd]
Identifier XMDUR Duration of Meditation Practice Char 1SO 8601 Timing PERM
—-LMKID Link IC» Char | ldentifier used to ling
multiple measurements/assessments performed at each study visit
—-LMKGRP | Link Group ID Char | Identifier used to link related records across domains. This will usually be a many-to-one relationship. For eample, multiple tumor

measurements/assessments will contribute to a single response to therapy determination record.

m) NATIONAL CANCER INSTITUTE
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SDTM Example: Meditation (Timing)

Table 2.2.5.1 All Observation Classes—Timing Variables

Variable Variable Label Type | Format | Description
Mame
WVISITNUM | Visit Number MNum Clinical encounter number. Mumeric version of VISIT, used for sorting.
WISIT Visit Name Char Protocol-defined description of a dlinical encounter.
VISITDY Planned Study Day of Visit Mum Planned study day of VISIT. Should be an integer.
TAETORD Planned Order of Element MNum Mumber that gives the planned order of the Element within the Arm (see Section 3.1.2, Trial Arms).
Within Arm
EPOCH Epoch Char Epoch associated with the start date or start date and time of the observation, or the date/time of collection if start date/time is not
collected (see Section 3.1.2, Trial Arms).
RPHASE Repro Phase Char Reproductive Phase with which the Reproductive Stage of the Reproductive Path is associated. Defined in Trial Paths domain. The
RPHASE variable is Required when any Reproductive Phase Day variable is used. Not to be used with human dinical trials.
RPPLDY Planned Repro Phase Day of | Num The planned day within the Reproductive Phase on which the observation was scheduled to occur. Expressed as an integer. Not to
Observation be used with human dlinical trials.
RPPLSTDY | Planned Repro Phase Day of | Mum The planned day within the Reproductive Phase of the start of the observation. Expressed as an integer. Not to be used with human
Obs Start dinical trials.
RPPLENDY | Planned Repro Phase Day of | Mum The planned day within the Reproductive Phase of the end of the observation. Expressed as an integer. Mot to be used with human
Obs End clinical trials.
-DTC Date/Time of Collection Char | 150 Collection date and time of an observation.
8501
--STDTC Start Dates/Time of Char | 150 Start date/time of an observation.
Observation Ba01
-—-EMDTC End Date/Time of Char | 150 End date/time of {
Observation BsM SDTM XM-Meditation
- Study Day of Mum Actual study day d VARIABLE VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION NOTES CORE
Visit/Collection/Exam TERMS,
--STDY Study Day of Start of Mum Actual study day d CODELIST OR
Observation FORMAT
—-ENDY Study Day of End of MNum Actual study day JSTUDYID Study Identifier Char Identifier REQ
Observation
-NOMDY MNominal Study Day for MNum The nominal stud§ DOMAIN Domain Abbreviation Char XM Identifier Default to XM REQ
Tabulations to occur on differsl USUBJID Unigue Subject Identifier Char Identifier follow implementation rules REQ
-NOMLBL | Label for Nominal Study Day | Char Alabel for a given fiXMSEQ Sequence Number MNum Identifier follow implementation rules REQ
—-RPDY Actual Repro Phase Day of MNum The actual day witf XMTRT Mame of Meditation Regimen Char Topic REQ
Observation human dinical trig]
—-RPSTDY | Actual Repro Phase Day of Mum The actual day wit XMDOSE Meditation Session Length Num (XMDECOD)  Record Qualifier PERM
Obs Start dinical trials.
-RPENDY | Actual Repro Phase Day of Num The actual day withxMDOSU Meditation Session Length Unit ~ Char (UNIT) Variable Qualifier PERM
— finical trials.
-DUR Duration Char | 150 duratiorll xMDOSFRQ, Frequency of Meditation Sessions  Char (FREQ) variable Qualifier PERM
8401
I L — e e romt ame | Char | Test descriptio Bl YMDUR Duration of Meditation Practice  Char | | 150 8601 Timing PERM
as an elapsed ti
~TPTHNUM | Planned Time Point Number | Num Mumeric version cl
--ELTM Planned Hapsed Time from | Char | 150 Planned Elapsed ti = e eeerm i Jugw e =39
Time Point Ref 8501 useful where there are repetitive measures. Not a dock time or a date/time variable, but an interval.
-TPTREF Time Point Reference Char Description of the fixed reference point referred to by --ELTM, —TPTNUM, —TPT, --STINT, and --ENINT. Examples: “PREVIOUS DOSE,
“PREVIOUS MEAL".
-RFTDTC Date/Time of Reference Time | Char | IS0 Date/time for a fixed reference time point defined by - TPTREF.
Point 8401
-STRF Start Relative to Reference Char Identifies the start of the ocbservation as being before, during, or after the sponsor-defined reference period. The sponsor-defined
Period reference period is a continuous period of time defined by a discrete starting point and a discrete ending point represented by
RFSTDTC and RFENDTC in Demographics.
--ENRF End Relative to Reference Char Identifies the end of the observation as being before, during or after the sponsor-defined reference period. The sponsor-defined
Period reference period is a continuous period of time defined by a discrete starting point and a discrete ending point represented by
RFSTDTC and RFENDTC in Demographics.
—-EWLINT Evaluation Interval Char | IS0 Duration of interval associated with an observation such as a finding --TESTCD. Usually used with —DTC to describe an interval of
Bal this duration that ended at the time represented in --DTC. Example: "-P2M" to represent a period of the past 2 months as the
evaluation intenval for a question from a questionnaire.
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Example: Meditation SDTM Custom

Domain Metadata

SDTM
VARIABLE

STUDYID
DOMAIN
USUBJID
XMSEQ
XMTRT
XMDOSE
XMDOsU

XMDOSFRQ,

XMDUR

XM-Meditation
VARIABLE LABEL

Study Identifier

Domain Abbreviation
Unigue Subject Identifier
Sequence Mumber

Name of Meditation Regimen

Meditation Session Length

Meditation Session Length Unit
Frequency of Meditation Sessions

Duration of Meditation Practice

Char

Char

Char

Num

Char

Num

Char

Char

Char

TYPE

CONTROLLED
TERMS,
CODELIST OR
FORMAT

XM

(XMDECOD)

(UNIT)

(FREQ)

150 8601

ROLE

Identifier

Identifier
Identifier
Identifier
Topic

Record Qualifier

Variable Qualifier

Variable Qualifier

Timing

IMPLEMENTATION NOTES

Default to XM
follow implementation rules
follow implementation rules

REQ

REQ

REQ

REQ

REQ

PERM

PERM

PERM

PERM

CORE

m) NATIONAL CANCER INSTITUTE
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Example: Vacation

= Most closely aligned with Event Observation Class

= Something that either happens or does not happen for each subject

(similar to Medical History)

= Can be described using start and end dates

Vacations

Did the subject have a Vacation in the past 12 months?

YVOCCUR

What was the vacation start date?

YVSTDAT

What was the vacation end date?

YVENDAT

Was the vacation ongoing as of the Screening Visit?

YVONGO

M) NATIONAL CANCER INSTITUTE
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Example: Vacation - Events Observation Class

CDASH YV - Vacation SDTM YW-Vacation
CDASH Question Text/ Prompt Controlled Mapping Instructions VARIABLE VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION  CORE
Variable Terminology TERMS, CODELIST NOTES
OR FORMAT
STUDYID STUDY Direct STUDYID Study Identifier Char Identifier REQ
DOMAIN Domain Abbreviation Char YV Identifier Default to YV REQ
USUBJID Unique Subject Identifier Char Identifier REQ
YVSEQ Seguence Number Num Identifier REQ
Default to
YVTERM Vacation Event Char Topic VACATION REQ
YVPRESP Pre-specified Char (NY) Variable Qualifier DefaulttoY PERM
'YWVOCCUR Did the subject have a Vacation withinlNY_Z} Map the collected value to YWOCCUR;
the past 12 months? I wate YUTERM with "VACATION", Populate this with
populate YVEVLINT with "-P L2 |YVOCCUR Occurrence of Vacation  Char (NY) Record Qualifier the collected value EXP
YVSTDAT What was the vacation start date? Convert to 1ISO 8601 and populate
YWSTDTC YVSTDTC Start Date of WVacation Char 1SO 8601 Timing EXP
YVENDAT What was the vacation end date? Convert to 150 8601 and populate
YVENDTC YVENDTC End Date of Vacation Char 1SO 8601 Timing EXP
YVEVLINT Evaluation Interval Char 1SO 8601 Timing PERM
YVOMNGO Was the vacation ongoing as of the (NY_2) If"Y", populate YWENRTPT with
Screening Visit? "OMNGOING"; if "N" populate YVENRTPT
with "BEFORE"; if "U" populate
YVENRTPT with "UNKNOWN" End Relative to
YVENRTPT Reference Time Point Char (STEMRF) Timing PERM
End Reference Time Default to
YVENTPT Point Char Timing SCREENING VISIT  PERM
Some CDASH variables will
be a 1:1 match with SDTM
41
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Example: Vacation - Events Observation Class

CDASH YV - Vacation SDTM YW-Vacation
CDASH Question Text/ Prompt Controlled Mapping Instructions VARIABLE VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION  CORE
Variable Terminology TERMS, CODELIST NOTES
OR FORMAT
STUDYID STUDY Direct STUDYID Study Identifier Char Identifier REQ
DOMAIN Domain Abbreviation Char YV Identifier Default to YV REQ
USUBJID Unique Subject Identifier Char Identifier REQ
YVSEQ Sequence Number Num Identifier REQ
Default to
YVTERM Vacation Event Char Topic VACATION REQ
YVPRESP Pre-specified Char (NY) Variable Qualifier DefaulttoY PERM
YVOCCUR Did the subject have a Vacation within (NY_2) Map the collected value to YWOCCUR;
the past 12 months? populate YWTERM with "VACATION", Populate this with
populate YWEVLINT with "-P12M" YVOCCUR Occurrence of Vacation  Char (NY) Record Qualifier the collected value EXP
YVSTDAT What was the vacation start date? Convertto IS0 8601 and populate
YVSTDTC " IYVSTDTC Start Date of Vacation Char 1SO 8601 Timing EXP
YWENDAT What was the vacation end date? Convert to 150 8601 and populate
TVEND TG > YVENDTC End Date of Vacation Char 1SO 8601 Timing EXP
YVEVLINT Evaluation Interval Char 1SO 8601 Timing PERM
YVOMGO Was the vacation ongoing as of the NY_2) If"Y", populate YWENRTPT with
Screening Visit? "OMNGOING"; if "N" populate YVENRTPT
with "BEFORE"; if "U" populate
YVENRTPT with "UNKNOWN" o End Relative to
= |YVENRTPT Reference Time Point Char (STEMRF) Timing PERM
End Reference Time Default to
YVENTPT Point Char Timing SCREENING VISIT  PERM
Some CDASH values will
have a standard mapping to
the relevant SDTM variables
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Example: Vacation - Events Observation Class

CDASH YV - Vacation SDTM YW-Vacation
CDASH Question Text/ Prompt Controlled Mapping Instructions VARIABLE VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION  CORE
Variable Terminology TERMS, CODELIST NOTES
OR FORMAT
STUDYID STUDY Direct STUDYID Study Identifier Char Identifier REQ
DOMAIN Domain Abbreviation Char YV Identifier Default to YV REQ
USUBJID Unique Subject Identifier Char Identifier REQ
YVSEQ Seguence Number Num Identifier REQ
Default to
YVTERM Vacation Event Char Topic VACATION REQ
YVPRESP Pre-specified Char (NY) Variable Qualifier DefaulttoY PERM
YVOCCUR Did the subject have a Vacation within (NY_2) Map the collected value to YWOCCUR;
the past 12 months? populate YWTERM with "VACATION", Populate this with
populate YWEVLINT with "-P12M" YVOCCUR Occurrence of Vacation  Char (NY) Record Qualifier the collected value EXP
YVSTDAT What was the vacation start date?
YVSTDTC Start Date of WVacation Char 1SO 8601 Timing EXP
YVENDAT What was the vacation end date?
YVENDTC YVENDTC End Date of Vacation Char 1SO 8601 Timing EXP
YVEVLINT Evaluation Interval Char 1SO 8601 Timing PERM
YVOMNGO Was the vacation ongoing as of the (NY_2) If"Y", populate YWENRTPT with
Screening Visit? "OMNGOING"; if "N" populate YVENRTPT
with "BEFORE"; if "U" populate
YVENRTPT with "UNKNOWN" End Relative to
YVENRTPT Reference Time Point Char (STEMRF) Timing PERM
End Reference Time Default to
YVENTPT Point Char Timing SCREENING VISIT  PERM
Apply programming rules for
pre-specified Term (“Vacation”)
and Evaluation Intervals
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Example: Vacation - Events Observation Class

CDASH YV - Vacation SDTM YV-Vacation
CDASH Question Text/ Prompt Controlled Mapping Instructions VARIABLE VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION  CORE
Variable Terminology TERMS, CODELIST NOTES
OR FORMAT
STUDYID STUDY Direct Identifier REQ
DOMAIN Domain Abbreviation Char v Identifier Default to YV REQ
USUBJID Unique Subject Identifier Char Identifier REQ
Identifier REQ
Default to
Topic VACATION REQ
YVPRESP Pre-specified Char INY) Variable Qualifier DefaulttoY PERM
YVOCCUR Did the subject have a Vacation within (NY_2) Map the collected value to YWOCCUR;
the past 12 months? populate YWTERM with "VACATION", Populate this with
populate YWEVLINT with "-P12M" YVOCCUR Occurrence of Vacation  Char (NY) Record Qualifier the collected value EXP
YVSTDAT What was the vacation start date? Convert to 1ISO 8601 and populate
YWSTDTC YVSTDTC Start Date of WVacation Char 1SO 8601 Timing EXP
YVENDAT What was the vacation end date? Convert to 150 8601 and populate
YVENDTC YVENDTC End Date of Vacation Char 1SO 8601 Timing EXP
YVEVLINT Evaluation Interval Char 1SO 8601 Timing PERM
YVOMNGO Was the vacation ongoing as of the (NY_2) If"Y", populate YWENRTPT with
Screening Visit? "OMNGOING"; if "N" populate YVENRTPT
with "BEFORE"; if "U" populate
YVENRTPT with "UNKNOWN" End Relative to
YVENRTPT Reference Time Point Char (STEMRF) Timing PERM
End Reference Time Default to
YVENTPT Point Char Timing SCREENING VISIT  PERM
Add SDTM-only submission variables
44
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Example: Dermatology Assessments

= Most closely aligned with FindingsObservation Class
= Results from Measurements, Tests or Observations
= Test names should use controlled terminology (standard or custom)

= Usually a Point in Time measurement, so not usually start/end dates

Dermatology Findings

Skin Condition Assessment Date | ZDDAT SKINCOND
Skin Condition ZDORRES SKINCOND
Skin Type Assessment Date ZDDAT_SKINTYPE
Skin Type ZDORRES_SKINTYPE
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Example: Dermatology - Findings Observation Class

CDASH
CDASH Variable

STUDYID

ZDORRES_SKINCOND

ZDORRES_SKINTYPE

ZDDAT_SKINCOND

ZDDAT_SKINTYPE

ZD - Dermatology Findings

Question Text/ Prompt Controlled
Terminology
STUDY
Skin Condition [SKNCOND)

Skin Type [SKNTYPE)

Skin Condition Assessment
Date

Skin Type Assessment Date

Mapping Instructions

Direct

Map response to ZDORRES;
Populate ZDTESTCD with
"SKINCOND"; Populate ZDTEST
with "Skin Condition"

Map response to ZDORRES;
Populate ZDTESTCD with
"SKINTYPE"; Populate ZDTEST with
"Skin Type"

Convert to 150 8601 and populate
ZDDTC where
ZDTESTCD=5KINCOND

Convert to 15O 8601 and populate
ZDDTC where ZDTESTCD=SKINTYPE

SDTM
VARIABLE

STUDYID
DOMAIN

USUBJID
ZDSEQ
ZDTESTCD
ZDTEST

ZDORRES

ZDSTRESC

ZDDTC

ZD-Dermatology Findings

VARIABLE LABEL TYPE
Study Identifier Char
Domain Abbreviation Char

Unique Subject Identifier Char

Sequence Number Num
Dermatology Test Code  Char
Dermatology Test Char
Dermatology Test

Original Result Char
Dermatology Test
Standardized Result -
Character Char
Evaluation Interval Char

CONTROLLED
TERMS,
CODELIST OR
FORMAT

D

(DERMCD)
(DERM)

150 8601

ROLE
NOTES

Identifier

Identifier Default to ZD
Identifier

Identifier

Topic

Synonym Qualifier

Result Qualifier

Result Qualifier

Timing

IMPLEMENTATION  CORE

REQ
REQ

REC,
REQ
REQ
REQ

Data Collection is typically horizontal
and de-normalized

m NATIONAL CANCER INSTITUTE

Test names and result values are
transposed into the vertical,

normalized SDTM data structure as in
all other Findings Class domains




Do You Need
Custom Codelists?
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Use Controlled Terminology

= Even for Custom domain, use standard, published CDISC codelists
as much as possible

= Common codelists: NY, NRIND, LOC, PQOS, LAT, DIR
= Extensible

= Non-extensible

= Subsets

= Only create custom codelists if CDISC does not have an appropriate
one that you can use

m) NATIONAL CANCER INSTITUTE
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Example: Custom Codelists for Meditation

Codelist
Extensible Codelist Name Codelist Values Synonyms
Y KMCAT MEDITATION CATEGORIES
KMCAT FOCUSED ATTENTION
KMCAT OPEN MONITORING
KMCAT EFFORTLESS PRESEMCE
HKMCAT BUDDHIST
XMCAT HINDU Vedic, Yogic
XMCAT CHINESE
Y XMDECOD STANDARDIZED MEDITATIOM REGIMEMN NAME
XMDECOD ZEM MEDITATION Seated meditation, Zazen meditation
XMDECOD VIPASSANA MEDITATION Insight, Clear Seeing Meditation, Vipassana Dhura
¥MDECCOD MINDFULMNESS MEDITATION Anapanasati, MBSR, Palouse
XMDECOD LOVING KINDMNESS MEDITATION Metta Meditation, Compassion Meditation
XMDECOD MAMNTRA MEDITATION OM Meditation, MANTRA YOGA
XMDECOD TRANSCENDENTAL MEDITATION ™
XMDECOD YOGA MEDITATION Third Eye, Chakra, Trataka, Kundalini, Kriya Yoga, Mada Yoga, Sound Meditation, Tantra, Pranayama
XMDECOD SELF ENQUIRY MEDITATION Atma Vichara,
XMDECOD TAOIST MEDITATION EMPTIMNESS MEDITATION, ZUOWANG, VISUALIZATIOnN, INMER VISIONM, INTERNAL ALCHEMY, NEIGUAM, NEIDAM, CUNXIANG, ZHUANQI, DAOIST
XMDECOD QIGONG MEDITATIORN CHI KUMNG, CHI GUNG, LIFE ENERGY CULTIVATION,
XMDECOD CHRISTIAN CONTEMPLATIVE PRAYER, CONTEMPLATIVE READING, SITTING WITH GOD,
XMDECOD SUFI MEDITATION SUFI' WHIRLING, SUFI MANTRA, ZIKR, JIKR, DHIKR
XMDECOD GUIDED MEDITATION GUIDED IMAGERY, BINAUAL BEATS, RELAXATION
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Example: Custom Codelist/ Mapping Table for Dermatology

m NATIONA

Dermatology Findings Test Code Dermatology Findings Test Name Skin Condition Response
({DERMCD) ({DERM) {SKNCOND)
| SKINCOND Skin Condition Acanthosis Migricans
| SKINCOND Skin Condition Acne
| SKINCOND Skin Condition Actinic Keratosis
| SKINCOND Skin Condition Alopecia Areata
|SKINCOND Skin Condition Atopic Dermatitis
|SKINCOND Skin Condition Cellulitis
SKINCOMND Skin Condition Cold Sores
[|sxincon skin Condition Contact Dermatitis
| SKINCOND Skin Condition Dandruff
| SKINCOND Skin Condition Diaper Rash
| SKINCOND Skin Condition Dermatofibrosarcoma Protuberans
|SKINCOND Skin Condition Dry Skin
|SKINCOND Skin Condition Dyshidrotic Eczema
| SKINCOND Skin Condition Eczema
| SKINCOND Skin Condition Genital Herpes
| SKINCOND Skin Condition Genital Warts
| SKINCOND Skin Condition Herpes Simplex
| SKINCOND Skin Condition Hidradenitis Suppurativa
|SKINCOND Skin Condition Hives
|SKINCOND Skin Condition Hyperhidrosis
| SKINCOND Skin Condition Imiquimod
| SKINCOND Skin Condition Impetigo
| SKINCOND Skin Condition Isotretinoin
| SKINCOND Skin Condition Ichthyosis Vulgaris
| SKINCOND Skin Condition Keloids
|SKINCOND Skin Condition Keratosis Pelaris
|SKINCOND Skin Condition Moles
DERM-Codetable-Mapping-20190407 ®
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Custom Domain
Summary

And some Best Practices
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Summary of Custom Domains

Confirm that a custom domain is needed
= Check current SDTMIG, CDASHIG and TAUGS

= A currently published domain can be “custom” if used with an older
version of SDTMIG, but you should use that published domain if it fits
your purpose

Begin with the end in mind:

= Use General Observation Classes from CDASH Model and map to
SDTM

Follow same rules that have been used for Standard Domains (in the
SDTMIG)

= SDTM CDISC Notes
= SDTMIG Sections 2, 4 and 8

Create a unique (within your implementation) domain code for each custom
topic

= Cannot conflict with a standard domain code (CT DOMAIN list)
= X, Y and Z will never conflict - reserved for custom domains
= X = Interventions, Y=Events, Z=Findings (not required to use this way)

m) NATIONAL CANCER INSTITUTE
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Summary of Custom Domains

= Use published terminology as much as possible (e.g. NY, NRIND,
LOC, POS)

= Submit requests to NCI CDISC Harmonization Working Group
(NCICDISCSUPPORT@NIH.GOV)

= Confirmation that you need a custom domain for your topic

= |s this truly a new topic? Or should you use an existing domain?
= Domain Code (this is controlled terminology) you propose to use
= Confirmation of the Observation Class you propose to use

* Maintain an implementation-wide set of custom domain specifications
and custom controlled terminologies so everyone in your
Implementation can use the same ones for the same purpose

= Make custom domains consistent and make them available
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