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Upon completion of this webinar, you should be able to:

Describe the CDISC organization and purpose

Demonstrate finding and downloading the standards

= Create an online account

= Access the CDISC Library

Explain the high level principles of CDASH, SDTM and Controlled Terminology (CT) standards
Demonstrate the use of the CDISC standards in the NCI GLIB ALS



CDISC Organization

= Standards development began in 1997 by volunteers from industry and FDA
* Funded and incorporated as non-profit organization (2000)
* Robust standards development

= 100s of volunteer SMEs

= Standards development process controlled by SOP

= Global, open, consensus-based

= |nput from 1000s of stakeholders during public review



CDISC Standards - Supports the Whole Clinical Research Process

www.cdisc.org/standards

CDISC Standards in the Clinical Research Process
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Accessing the Standards

Navigate to www.cdisc.org

Create a user account

= Use your NIH email (so you have access to Member areas)

Log in

Access standards from the public web pages

Access additional files from the CDISC Library and Archives

Access Controlled Terminology directly from NCI EVS


http://www.cdisc.org/

CDISC Standards - Why

= Defined, consistently formatted data concepts and structures increases predictability, understanding
and usability of data for all stakeholders, with reduced need for re-training

= Standardized data supports a more efficient process throughout the data lifecycle including
reusability in programming (study databases, edit checks, derivations, tabulations, analysis),

= Standardized data supports analytics-based oversight, data aggregation, data mining
= Global standard - “everyone” is using it - facilitates more effective collaboration

= CDISC standards are useful beyond original use case (interventional, regulatory)



Without Standards- Unnecessary Variability
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With Standards - Predictable Format/ Organization

Datasets are defined
‘ )
® ‘ with standardized
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dapted from slide courtesy of Armando Oliva, M.D. and Amy Malla, FDA



CDISC Standards - Why

= Required by FDA:
= SEND, SDTM, ADaM, Define-XML and Controlled Terminology
= All NDAs, BLAs and ANDAs with study start dates after 16 December 2016

https://www.fda.gov/forindustry/datastandards/studydatastandards/default.ntm
= Required by PMDA:
= SDTM, ADaM, Define-XML and Controlled Terminology
= Started pilot in October 2016 for NDAs

https://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html

= Recommended and used by other global regulatory authorities

= Also used by researchers in other types of research (e.g., academic research, public health,
observational trials)


https://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html
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Standard Organization of Data: General Observation Classes
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Data about things the

study participant takes into
their body.

-- means this is Model-
level, generic, “root”
variables

Interventions Model

2.2.1 The Interventions Observation Class

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

Variable Variable Label Type |Role Description
Name
Topic Variable
-TRT Mame of Treatment | Char | Topic 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.
Qualifier Variables
-MODIFY [ Modified Treatment | Char | Synonym Qualifier of | If the value for --TRT is modified for coding purposes, then the modified text is placed here.
Name --TRT
-DECOD [ Standardized Char | Synonym Qualifier of | Standardized or dictionary-derived name of the topic variable, -TRT, or the modified topic variable {—-MODIFY), if applicable.
Treatment Name --TRT Equivalent to the generic drug name in WHO Drug, or a term in SNOMED, ICD9, or other published or sponsor-defined
dictionaries.
-MO0D Mood Char | Record Qualifier Mode or condition of the record (e.g., "SCHEDULED", "PERFORMED").
—-CAT Category Char | Grouping Qualifier Used to define a category of topic-variable values.
-SCAT Subcategory Char | Grouping Qualifier Used to define a further categorization of --CAT values.
--PRESP Pre-specified Char |Variable Qualifier of | Used when a specific intervention is pre-specified on a CRF. Values should be *Y" or null.
--TRT
—-OCCUR [ Occurrence Indicator | Char | Record Qualifier Used to record whether a pre-specified intervention occurred when information about the occurrence of a specific intervention
is solicited.
--STAT Completion Status Char | Record Qualifier Used to indicate when a question about the occurrence of a pre-specified intervention was not answered. Should be null or
have a value of NOT DONE.
—-REASND [ Reason Mot Done Char | Record Qualifier Reason not done. Used in conjunction with -STAT when value is "NOT DOMNE".
--INDC Indication Char | Record Qualifier Denotes the indication for the intervention (e.g., why the therapy was taken or administered).
-CLAS Class Char |Variable Qualifier of | Class for a medication or treatment, often obtained from a coding dictionary.
--TRT
—-CLASCD | Class Code Char |Variable Qualifier of | Used to represent code for —CLAS.
--TRT
--DOSE Dose Mum | Record Qualifier Amount of --TRT given. Not populated when --DOSTXT is populated.
-DOSTXT | Dose Description Char | Record Qualifier Dosing information collected in text form. Examples: <1 per day, 200-400. Not populated when —-DOSE is populated.
-DOSU Dose Units Char |Variable Qualifier of | Units for --DOSE, --DOSTOT, or —-DOSTXT. Examples: "ng®, "mqg", "mag/kg".
--DOSE, -DOSTXT or
--DOSTOT
—~DOSFRM | Dose Form Char |Variable Qualifier of | Dose form for the treatment. Examples: “TABLET", "CAPSULE".
--DOSE, -DOSTXT or
--DOSTOT
-DOSFRQ | Dosing Frequency Char | Variable Qualifier of | Usually expressed as the number of doses given per a specific interval. Examples: "Q2H", "QD", "PRN".
per Interval --DOSE, -DOSTXT or
--DOSTOT
-DOSTOT | Total Daily Dose Mum | Record Qualifier Total daily dose of —TRT using the units in --DOSU. Used when dosing is collected as Total Daily Dose.
-DOSRGM | Intended Dose Char |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 Char |Variable Qualifier of | Route of administration for the intervention. Examples: "ORAL", "INTRAVENOUS".
Administration --TRT
—-LOT Lot Mumber Char | Record Qualifier Lot number for the intervention described in --TRT.
-LOC Location of Dose Char | Record Qualifier Anatomical location of an intervention, such as an injection site. Example: ARM for an injection.
Administration
—LAT Laterality Char | Variable Qualifier of | Qualifier for anatomical location further detailing laterality of intervention administration. Examples: "RIGHT", "LEFT",




Data about things that
happen to the participant

that aren’t planned
interventions or
measurements/tests

Events Model

2.2.2 The Events Observation Class

Table 2.2.2.1 Events—Topic and Qualifier Variables—One Record per Event

Variable Variable Label Type | Role Description
Name
Topic Variable
--TERM Reported Term | Char | Topic | Topic variable for an event observation, which is the verbatim or pre-specified name of the event.
Qualifier Variables
—-MODIFY | Modified Reported Term | Char | Synonym If the value for --TERM is modified for coding purposes, then the modified text is placed here.
Qualifier of
—-TERM
~LLT Lowest Level Term Char | Variable MedDRA Lowest Level Term.
Qualifier of
—-TERM
—-LLTCD Lowest Level Term Code | Num | Variable MedDRA Lowest Level Term code.
Qualifier of
—LLT
-DECOD | Dictionary-Derived Term | Char | Synonym Dictionary or sponsor-defined derived text description of the topic variable, --TERM, or the modified topic variable (--MODIFY), if
Qualifier of applicable. Equivalent to the Preferred Term (PT in MedDRA).
--TERM
—-PTCD Preferred Term Code MNum | Variable MedDRA Preferred Term code.
Qualifier of
--DECOD
—HLT High Level Term Char | Variable MedDRA High Level Term from the primary path.
Qualifier of
--TERM
—-HLTCD High Level Term Code Num | Variable MedDRA High Level Term code from the primary path.
Qualifier of
--HLT
—-HLGT High Level Group Term | Char | Variable MedDRA High Level Group Term from the primary path.
Qualifier of
--TERM
—-HLGTCD | High Level Group Term | Num | Variable MedDRA High Level Group Term code from the primary path.
Code Qualifier of
-HLGT
—CAT Category Char | Grouping Used to define a category of topic-variable values.
Qualifier
-SCAT Subcategory Char | Grouping Used to define a further categorization of --CAT values.
Qualifier
--PRESP Pre-Specified Char | Variable Used to indicate whether the event described by --TERM was pre-specified on a CRF. Value is Y for pre-specified events, null for
Qualifier of spontaneously reported events.
-TERM
—-OCCUR | Occurrence Indicator Char | Record Used to record whether a pre-specified event occurred when information about the occurrence of a specific event is solicited.
Qualifier
—-STAT Completion Status Char | Record Used to indicate when a question about the occurrence of a pre-specified event was not answered. Should be null or have a value
Qualifier of NOT DONE.
—-REASND | Reason Mot Done Char | Record Reason not done. Used in conjunction with --STAT when its value is "NCT DONE".
Qualifier
-—-BODSYS | Body System or Organ Char | Record Body systemn or system organ class assigned for analysis from a standard hierarchy (e.g., MedDRA) associated with an event.
Class Qualifier Example: "GASTROINTESTINAL DISORDERS™.




Results from planned

measurements and tests

findings Model

2.2.3 The Findings Observation Class

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

Variable Variable Label Type | Role Description
Name
Topic Variable
-TESTCD | Short Mame 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", "5YSBP®, "RRMIN®, "EYEEXAM".
Exam
Qualifier Variables
-TEST MName of Measurement, | Char | Synonym Qualifier of | Long name For —-TESTCD. Examples: Platelets, Systolic Blood Pressure, Summary (Min) RR Duration, Eye Examination.
Test, or Exam -TESTCD
-MODIFY | Modified Term Char | Synonym Qualifier of | If the value of --ORRES is modified for coding purposes, then the modified text is placed here.
--ORRES
-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 =
Examination Detail --TESTCD and --TEST “Thyroid Transcription Factor 1"
—-CAT Category Char | Grouping Qualifier Used to define a category of topic-variable values. Examples: "HEMATOLOGY", "URINALYSIS®, "CHEMISTRY™, "HAMD 177,
"SF3& V2.0 ACUTE", "EGFR MUTATION ANALYSIS™
-SCAT Subcategory Char | Grouping Qualifier Used to define a further categorization of --CAT values. Example: "WBC DIFFERENTIAL".
-POS Position of Subject Char | Record Qualifier Position of the subject during a measurement or examination. Examples: "SUPINE®, "STANDING", “SITTING™.
During Observation
--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.
Class Example: MedDRA SOC.
—ORRES Result or Finding in Char | Result Qualifier Result of the measurement or finding as originally received or collected. Examples: "120", "<1%, "POS"~.
Original Units
—-ORRESU | Criginal Units Char | Variable Qualifier of Unit for --ORRES and --ORREF. Examples: "in", "LB", "kg/L".
--ORRES and --ORREF
—~ORNRLO | Normal Range Lower Char | Variable Qualifier of Lower end of normal range or reference range for results stored in --ORRES.
Limit-Original Units --ORRES
—-ORNRHI | Normal Range Upper Char | Variable Qualifier of Upper end of normal range or reference range for results stored in --ORRES.
Limit-Original Units --ORRES
—ORREF Reference Resultin Char | Variable Qualifier of Reference value for the result or finding as originally received or collected. —-ORREF uses the same units as -ORRES, if
Original Units --ORRES applicable. Examples: value from predicted normal value in spirometry tests.
—STRESC | Result or 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.
Standard Format --STRESC should store all results or findings in character format; if results are numeric, they should also be stored in
numeric format in --STRESN. For example, if various tests have results "NONE", "NEG", and "NEGATIVE" in --ORRES and
these results effectively have the same meaning, they could be represented in standard format in --STRESC as "NEGATIVE".
—STRESN | Numeric Result/Finding | Num | Result Qualifier Used for continuous or numeric results or findings in standard format; copied in numeric format from --STRESC. -STRESM
in Standard Units should store all numeric test results or findings.
—-STRESU Standard Units Char | Variable Qualifier of Standardized units used for -STRESC, --STRESN, --STREFC, and --STREFM. Example: "mol/L".
--STRESC and
--STRESN and
--STREFC and
--STREFN
-5THNRLO | Normal Range Lower Num | Variable Qualifier of Lower end of normal range or reference range for standardized results (e.g., -STRESC, --5TRESN) represented in
Limit-Standard Units --5TRESC and standardized units (—-STRESU).
-STRESN
-STMRHI | Normal Range Upper Num | Variable Qualifier of Upper end of normal range or reference range for standardized results (e.g., --STRESC, --STRESN) represented in
Limit-Standard Units --STRESC and standardized units (-STRESU).




Organize all data by “Topic”: Domains

* Root variables from one Class in the SDTM (Model) are used to form a topic-based Domain
* Topic/Domain-specific 2 character codes are prefixed to the root variables (AE for Adverse Events, VS for Vital Signs)

2.2.4 Identifiers for All Classes

Al of the f

Sowing identifier variables are available for se in any domain based on one of the 3 general observation casses. STUDYID, DOMAIN, and --SEQ are required in all
domains ba on class

SPDEVID, or POOLID.

ed on one of the 3 general obser

s Each general cla

domain must also include at least one of the following subject identifiers: USUBIID, APID,

Allidentifier variables are allowed for all implementation guides.

Table 2.2.4.1 All Observation Classes—Identifiers

p—
2.2.1The Interventions Observation Class

Variable | Variable Label Type| Description
Study Iden Crar | Unique identifer for a stud
Domain Abbreviation | Char | 2-character abbrewiation for the domai most relevant to the observation. The domain abbreviation is also used as a prefic for varabies to en
uniqueness whon datasets aro marged
USURID | Unique Subject Chiar [ Identifer used 1 uniquely identily a subJect 3cross il StuGIes 1of 3 SppICaTIons of SUbMISSIonS MvohIng the product
APD ‘Char [Idontifer or 8 sngle associated person, 3 group of associated perons, of A pool of associated persorrs. Il APID identifies 3 pool, POOLDEF records
must exist for each assockated person. (Soe Table 4131, Dataset and Section & i < to Associated Persons)
POOLID An entiher used to identity a resul from a group of subjects that s not assignable to a specific subject
SPDEVID nscx-define x a device.
NHOID | Non-Host Organism_ | Char | Sponsor-defined dentifier for @ hon-host organism. This variabie shotld be populated with an intuitive name based on the idertity of the non-host
Identier organtsm as reported by the lab. Example: "A/Cakomia/7/2009 (HINT}"
FETUSID | Fetus ide ‘Char [ Identfier used to identify a fetus from a maternal subject for prenatal evaluations. FETUSID niquely identiies a fetus within a subject. Not (o be used
with human cinical riaks.
FOD  [Foc Char | Identificatio ol for which a measurement, 1est, o
Study Specific eamination w 1%, or a more specific focus (e g, "O0"
Interest o "Upper left quadran ning
SQ Sequence Number imber to ensure uniqueness of recor for a subject (or within a parameter, in the case of the Trial Summary domain). May
b any vald number (inchaging decimals) and doas not have 10 start at 1
Group D Char | Optional group identifier, used to link togeth: of related records within a subject In @ domain. Also sed to ik together a biock of related
records in the Tial Sumemary Information (Section 3.3}
REFD__| Relorence D Chiar | Optional internal or external dentifier such a5 lab specimen D, or UUID for an ECG wavelor or a medical image
RECID | imvariant Record | Char | Identifier for a record that is Urigue within a domain for 2 study and that femains invariant through subsequent versions of the dataset, even If the
Identifier content of the record is modified. When a record i deleted, this value must not be reused to identify another record In either the current or future
versions of the domain
SPID | SpomorDefined | Char | Sponsor-defined identiler. Example: pre-printed ine kientiler on a Concomitant Meacalions page
Identfer
TNGD | Lk 0 Chiar | 1dentifier 1ed 1o ik related rocords acros
INKGRP | Link Group 1D Crar

Table 2.2.1.1 i Pe Episode
Variable ‘v"uumb.u ‘w" Role ‘D«a(rﬁnn
Name
Topic Variable
TRT ‘Namso”’ea\men\ lrhav [Topu: ‘The!op-( Tor the Intervention observation, usually the verbatim name of the treatment, drug, medicine, or therapy given
duing servation
Qualifier Variables
~FODIFY | Modied Treatment | Crar | Synonym Gualierof | the valus for TRT acedn
Name TRY
“DECOD [ Standardzed Gar Qi the topic variable, TRT, or the modiied opic varble (-MODIFY), f appicable
Treatment Name kL Fquivalent tothe genertc Drg,  1CD9,orother
dictionares
MOOD | Mood G | Record Qualiier | Mode o condition of the record (¢ 9. SCHEDULEDY, “PERFORMED) —_— =
T [Gategory Char [ Grouping Quatfer |t P varable vales 2.2.5 Timing Variables for All Classes
SCAT [ Subcategory Char [ Grouping Qualfier [ AT values.
PRESP | Pre-specified Char [T The following timing variables are available for use in any domain based on one of the 3 general observation classes, except where restricted in the assumptions for the standard
— domain models in the implementation guides. See Sections 2.2.6-2.2.11 for additional guidance relating to special- purpose domair
-occuR[§2.2.2 The Events Observation Class
. " . Table 2.2.5.1 All Observation Classes—Timing Variables
STAT Table 2.2.2.1 pe Variable Variable Label | Type|Format  Description
[Variable | Variable Label ‘me‘we Description
| Name VISTNUM | Visit Nurmiber Nurn Chrical encounter rumbar Numenc version of VIS, used for serting.
Topic Variable AT Vst Name Cras it of & civcal encounter
A 3 oo R T T ey chy T Sndibe v
Qualifier Variables TAETORD | Planned Ordar of Element | Nurn ‘Number that gives the planned order of the Element within the Arm (see Saction 3.1.7, Trial AT}
cicd Term | Char | Synonym TERM \Whthin A
Qualfierof POGT [Epoth e Ehoch soaated wih he tart date or tart date and e of the obaeevalbon, o the Gl ime of ofection f St dale/ime B ot
TERM, colected (see Section 3.1.2, Tral Arms
| Char | Variable MedDRA Lowest LevelTerm. A [opra P Tror Roproductive Phase with which the Repeodactve Stage of e Reproductiv Path s scociaind Defred T p——
Qualifer of RPHASE vartable ts Required when any Roproductive Phase Day vartable s usod. Not to be used with human
TERM, RPPLDY | Planned Repro Phase Day of | Num ‘planned day within the Reproductive Phase on which the observation was scheduled 10 occur. Expressed 2 an Integer, Not(c
evel Term Code. | Num | Varable MiedDRA Lowest LevelTerm code. s D o e
Quaero TPPLSTDY [ Paned epo e Doy [N T doy wiin o e Bocvs P o S I Ao Exprssed 2 o ey ot 5 5 o il o
o St S,
BECOD Term | Crar [Synonym . TERM, orthe MODIFY), TR e - p T e e P e 1Pyt o T e
D05 Quairof | abpcabe. Eaunalent 0 the Prered T (° n MecRA) ’ e RPALENDY | Pared Reeo Pase Doy f o octve e of the end vation Epresed as 1 Fiege vt
e (el e e I L
DOSRGM rton St Dl Time o T p——
AT Fiigh Level Term Char | Variable. MedDRA High Level Term from the primary path. [Obeanetion
Qulferof TNDTC | End Date/Time o Crar 150 [Enddatmioms of o chsaraon
e i - - ¥ Study Dy o ity day o v coloctor oo cxpeesd I nger day e A Dt
Lot “} 2.2.3 The Findings Observation Class Visi/Collection/Exam
10C STOV Sty Day of St of o Tl 100y Ga7 O ST O GESGaion EXpressed 1 e 3oy Ve 1 The Sponsor Gefined RFSTOTC T Doy aphis
a7 Table 2:2:31 Findi sl | |
_LAT Variable | Variable Label Type| Role Desecription TNDY Study Nom ‘Actual study day of end of obsenvalion expressed In Integer days felative (0 the sponsor-0eNined RFSTDTC in Demographics.
Name  Observaion
Sero [rig Topic Variable NOMOY | Nominal Study Dy Tor o oy data colloction and eperting =
Coff [FTESTCD [Short Name of Char [Topic Short TEST wsed Tom horiontal uations | | uy disy (e output on a tabulsion reporty N
Measurement, Test, or format. The short value can be up to §characters. xamples: ‘PLAT", SYSBP" ‘RRMIN', "EYEEXAM- OV Label for Norinal Stdy Day_| Chir A iabe o 3 given value of ~NOMDY, wihin 3 doran, 35 pese
AT Ca Bam RPDY | Actual ReproPhase Day ol | Num e Reproductive Phase on which the
Qualifer Varisbles r——
. [Char of [ Long name For TESTCD. 2 z W Actual Repro Prase Dy of | Norm St Gy Wi T ot P of T S5t of the obsanvation, EXpressed a5 an teger ot 1o e Used Wi hman
TESTCD
Char | Synonym Qualifier of |7 the value of ~ORRES s modiied for coding purposes, then the modiied toxt s placed here. Dyl [Nam i e Reproductivs Phase of the ond of the chmervation. Expred 25 1 loges. Nt 1 5 e with Faran
—ORRES
st or | Char | Varable Qualiver of | Further description of ~TESTCD and ~TEST. Example: “The percentage of ces with +1 mtensity of staning” when MITEST = e [ 150 o of an event, miervention, of g, Used orly  callected on the CRF and nct dered
] TESTCD and TEST | “Thyroid Tanscrption Factor T-. B
Char | Grouping Qualifier Used to define a category of topic-variable values. Examples: *HEMATOLOGY", “URINALYSIS®, “CHEMISTRY", *HAMD 17°, - -
*5£36 V2.0 ACUTE', “EGFR MUTATION ANALYSS".
fegory Char | Grouping Qualiier Tzaton of —CAT values. Bxample: WBC DIFFERENTIAL”
REASND Positon of Subject | Char | Record Qualfier Position of the subject during 3 measurement o examination. Examples: “SUPINE', “STANDING, STTTING"
During Observat
“BODEYS BODSYS [ Body System or Organ | Chr | Record Qualfier Body System or OrganCl et
Class Example: MedDRASOC.
ORRES [Resultor Fndingin | Char | Result Qualiier Result o Tected. Examples: 120, <, 05
Orginal Units
“ORRESU [ Oniginal Units Char |Varable Qualfier of | Untfor ~ORRES and ~ORREF. Bxamples: ", LB, g/L"
~ORRES and ~ORREF
“GRNRG ower [ Crar of [Towerend ORRES.
Limit-Original Units —ORRES
ORNRHT ) Car o |Upperend E
Limit.Origial Units ORRES
ORREF | Reference Resultin | Char | Variable Qualfier of or collected. ~ORREF uses RRES,
Orginal Unis ORRES lcab alue in sprometry tests
STRESC |Resultor Findngin | Char | Result Qual < s, copied or
Standard Format STRE : y
numeric format n ~STRESN. For example, fvaious tests have results“NONE", "NEG:, and "NEGATIVES in —ORRES and
c ~STRESC as ‘NEGATIVE"
STRESN | Numenc Resul/Finding | Num | Result Qualfer Used or cor or numerc results or fndings n standard forma. copied in umeric format rom —STRESC. —STRESN
should store all numeric test resulsor findings.
STRESU [ Standard Units Varable Qualifier of | Standardized unis used for ~STRESC, ~STRESN, ~STREFC, and —STREFN. Bxample: moll”.

Order of variables: (1) ldentifiers, (2) Topic, (3) Qualifiers, (4) Timing
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| 2.2.1 The Interventions Observation Class | ' |
6.1.3.1 Exposure

Table 2.2.1.1 Interventions—Topi

Variable | Variable Label EX - Description/Overview
Name An interventions domain that contains the details of a subject’s exposure to protocol-specified study treatment. Study treatment may be any intervention that is prospectively
RT Name of Treatment sed as a test material within a study, and is typically but not always supplied to the subject.
EX {Specification
_MODIFY | Modif\ed Treatment ex.xpt, Exposure — Interventions, Version 3.3. One record per protocol-specified study treatment, constant-dosing interval, per subject, Tabulation.
MName Variable Variable Label Type | Controlled Terms, |Role
—-DECOD Standaryjzed Name Codelist or
Treatmer§ Name Format'
STUDYID Study Identifier Char Identifier
—NQOD Mood \ DOMAIN Domain Abbreviation Char | EX Identifier
= Category \ USUBIID Unique Subject Char Identifier
- \ Subca‘_tegc,rv \ Identifier
= \Pre-specified EXSEQ Sequence Number Num Identifier
. - once Indickior 11 [EXGRPID [ Group ID Char Identifier
. EXREFID Reference ID Char Identifier
-- has been re P laced with a wm\ EXSPID Sponsor-Defined Char dentifier
. Identifier
2-character Domain code EXLNKID [ Link ID Char identifer
. . o Link Croup D Char |dentifier
to make this topic-specific Name of Treatment ]| Char |* Topic
Char | * Grouping
for exposure to study Qualfer
EXSCAT Subcategory of Char | * Grouping
treatments / Treatment Qualifier
. ﬁescri ption EXDOSE Dose Num Record
(n — ﬁe Units Qualifier
EXDOSTXT | Dose Description Char Record
C / Qualifier
O — M | Dose Form EXDOSU Dose Units Char | (UNIT) Variable
" _I ) Qualifier
GJ (- EXDOSFRM | Dose Form Char | (FRM) Variable
O GJ -DOSFRQ | Dosing Frequency Qualifier
per Interval EXDOSFRQ | Dosing Frequency per | Char | (FREQ) Variable
E > Interval Qualifier
CG b —DOSTOT | Total Daily Dose EXDOSRGM | Intended Dose Regimen | Char Variable
Q —DOSRGM | Intended Dose Qualifier
>< +— Regimen EXROUTE | Route of Administration | Char | (ROUTE) Variable
I I I C Qualifier
_ROUTE Route of EXLOT Lot Number Char Record
Administration Qualifier
_LoT Lot Number EXLOC Location of Dose Char [(LOC) Record
—LOC Location of Dose Administration Qualifier
Administration EXLAT Laterality Char | (LAT) Variable
AT | Laterality [ B Qualifier




Interventions domains

Example

| 2.2.1 The Interventions Observation Class

Table 2.2.1.1 Interventions—Topic and 6.1.5 Procedures
Variable | Variable Label Type | PR - Description/Overview
. An interventions domain that contains interventional activity intended to have diagnostic, preventive, therapeutic, or palliative effects.
—TRT Name of Treatment har re .
Specification
pr-xpt, Procedures — Interventions, Version 3.3. One record per recorded procedure per occurrence per subject, Tabulation.
~MODIFY | Modifidd Treatment | Char | [\orable | Variable Label Type | Controlled Terms, | Role
Name N Codelist or
~DECOD | Standardi Char Format'
Treatment Name STUDYID | Study Identifier Char Identifier
DOMAIN Domain Abbreviation Char | PR Identifier
-MOOD | Moed \ Char | |usuBID Unique Subject Identifier | Char Identifier
—CAT Category \ Char
—-SCAT Subcategory \ Char PRSEQ Sequence Mumber Num Identifier
—-PRESP Pre-specified Char
PRGRFID Group ID Char Identifier
—~0OCCUR Occurrence Indicator [Nhar PRSPID Sponsor-Defined Char Identifier
|dentifier
_STAT Completion Status Ch PRLNKID Link ID Char Identifier
. Char Identifier
—REASND | Reason Not Done Char [[§J| PRTRT Reported Name of Char Topic
— Procedure
—-INDC Indication Char
_CLAS Class Char PRORCOD | Stancardized procedure | Char | * Synonym
MName Qualifier
—CLASCD | Class Code Char -
PRCAT Category Char | * Grouping
DOS Qualifier
- S Dose — Num PRSCAT Subcategory Char | * Grouping
—DOSTAT | Dose Description Char Qualifier
-DOsu Dose Units Char | 'PRPRESP | Pre-specified Char | (NY) Variable
Qualifier
PROCCUR | Occurrence Char | (NY) Record
—~DOSFRM | Dose Form Char Qualifier
PRINDC Indication Char Record
Qualifier
—-DOSFRQ | Dosing Frequency Char | |PRDOSE Dose Num Record
per Interval Qualifier
PRDOSTXT | Dose Description Char Record
—-DOSTOT | Total Daily Dose Num Qualifier
-~DOSRGM | Intended Dose Char PRDOSU Dose Units Char | (UNIT) Variable
Regimen Qualifier
PRDOSFRM | Dose Form Char | (FRM) Variable
—-ROUTE Route of Char Qualifier
Administration PRDOSFRQ | Dosing Frequency per Char | (FREQ) Variable
—LoT Lot Number Char Interval Qualifier
—LOC Location of Dose Char [| |PRDOSRGM |Intended Dose Regimen | Char \a‘aria_ble
Administration Qualifier
_LAT Laterality Char PRROUTE Route of Administration | Char [ (ROUTE) Variable




Example
events domain

|2.2.2 The Events Observation Class |

Table 2.2.2.1 Events—Topic and| 6.2.1 Adverse Events

Variable | Variable Label AE - Description/Overview
Name

An events domain that contains data describing untoward medical occurrences in a patient or subjects that are administered a pharmaceutical product and which may not
I —~TERM | Reported Term necessarily have a causal relationship with the treatment.

\ T
“MODIFY | Modffied Reported Te ﬁ Specification
ae.xpt, Adverse Events — Events, Version 3.3. One record per adverse event per subject, Tabulation.

LT | Term Variable Variable Label Type | Controlled Role
Name Terms, Codelist
or Format'
STUDYID Study Identifier Char |dentifier
LLICD | Lowest Lelel Term Cd '5GMAIN— [Domain Abbreviation | Char | AE Identifier
USUBIID Unique Subject Identifier | Char |dentifier
~bEcoD chhunanf—DeYd 9 AESEQ Sequence Number Num |dentifier
AEGRFPID Group ID Char |dentifier
~PTCD | Preferred Term COdle | FAFREFID | Reference D Char Identifier
AESPID Sponsor-Defined Char |dentifier

—HLT High Level Term

Reported Term for the | Char Topic

“HLTCD | High Level Term Codd Hedrepe har g’:a‘l’iﬁe"’f':‘
AELLT Lowest Level Term Char | MedDRA Variable
- Qualifier
—HLeT High Level Group Ter "AF 17D [ Lowest Level Term Code | Num | MedDRA Variable
Qualifier
“HLGTCD | High Level Group Ter] AEDECOD | Dictionary-Derived Term | Char | MedDRA zy:ac;g
Code
AEPTCD Preferred Term Code Num | MedDRA Variable
—CAT Categnry Qualiﬁer
AEHLT High Level Term Char | MedDRA Variable
—SCAT Subcategory Qualifier
AEHLTCD  |High Level Term Code | Num | MedDRA Variable
—-PRESP Pre-Specified Qualifier
AEHLGT High Level Group Term | Char | MedDRA Variable
Qualifier
—-OCCUR | Occurrence Indicator | [ AEHLGTCD | High Level Group Term | Num | MedDRA Variable
Code Qualifier
-STAT Completion Status AECAT Category for Adverse Char | * Grouping
Event Qualifier
—REASND | Reason Mot Done AESCAT Subcategory for Adverse | Char | * Grouping
Event Qualifier
—-BODSYS | Body System or Orgaf | AEPRESP Pre-Specified Adverse Char | (NY) Variable

Class Event Qualifier



Example
events domain

2.2.2 The Events Observation Class
Table 2.2.2.1Events—Toy 4 2 6 Medical History
Variable Variable Label L. .
Name MH - Description/Overview
TERM Reported T 1§ medical history dataset includes the subject's prior history at the start of the trial. Examples of subject medical history information could include general medical history,
-- poi e
ecological history, and primary diagnosis.
~MODIFY ) Moyified Repg Specification
mh.xpt, Medical History — Events, Version 3.3. One record per medical history event per subject, Tabulation.
—LLT Level { I\Variable Variable Label Type | Controlled Terms, |Role
Name Codelist or Format!
Tie T STUDYID Study ldentifier Char Identifier
- DOMAIN Domain Abbreviation Char | MH Identifier
USUBIID Unique Subject Identifier | Char Identifier
~DECOD | Diction MHSEQ Sequence Number Num Identifier
“PTCD Preferred Te MHGRPID | Group ID Char Identifier
MHREFID Reference ID Char Identifier
MHSPID Sponsor-Defined Char Identifier
_HLT High Level Te S
MHTERM Reported Term for the  § Char Topic
Medical History
P—
—HLTCD High Level Ter] | MHMODIFY | Modified Reported Term | Char Synonym
Qualifier
MHDECOD | Dictionary-Derived Term | Char | * Synonym
—~HLGT High Level Grg Qualifier
MHEVDTYP |Medical History Event Char | (MHEDTTYP) Variable
—HLGTCD |High Level Grd Date Type Qualifier
Code MHCAT Category for Medical Char |* Grouping
History Qualifier
—CAT Category MHSCAT Subcategory for Medical | Char | * Grouping
History Qualifier
-SCAT Subcategory | |MHPRESP | Medical History Event Char | (NY) Variable
Pre-Specified Qualifier
—-PRESP Pre-Specified | [MHOCCUR | Medical History Char | (NY) Record
Occurrence Qualifier
—-0OCCUR | Occurrence Inf [ MHSTAT Completion Status Char [(ND) Record
Qualifier
-STAT Completion S [ MHREASND | Reason Medical History | Char Record
Not Collected Qualifier
—REASND | Reason Not DY | MHBODSYS | Body System or Organ | Char | * Record
Class Qualifier
—BODSYS | Body System
Class




Example

findings domain

2.2.3 The Findings Qbservation Class

Table 2.2.3.1 Findings—Topic and

6.3.6 Laboratory Test Results

A findings domain that contains laboratory test data such as hematology, clinical chemistry and urinalysis. This domain does not include microbiclogy or pharmacckinetic data,

.xpt, Laboratory Test Results — Findings, Version 3.3. One record per lab test per time point per visit per subject, Tabulation.

Variable | Variable Label LB - Description/Overview
Name
_TESTCD | Short Name of which are stored in separate domains.
Ma;nﬁsummt‘ festofl g Specification
\ |
TEST N:Arrmerisuremenﬂ Variable | Variable Label Type | Controlled Role
Test, o Name Terms, Codelist
—MODIFY Modrr.ec?qann or Format'
STUDYID Study Identifier Char |dentifier
~TSTDTL Measuremnagt, Test, or] | DOMAIN Domain Abbreviation | Char | LB |dentifier
Examination il USUBJID Unigue Subject Char |dentifier
—CAT Category \ Identifier
LBSEQ Sequence Number Num |dentifier
_SCAT Subcategory \ LBGRPID Group ID Char |dentifier
—POS Position of Subj LBREFID Specimen ID Char Identifier
During Observation LBSPID Spon_snr—DefinEd Char |dentifier
~BODSYS | Body System or OGN\ o ecien [ Lab Test or har | (LBTESTCD) Topic
Class Examination Short
—ORRES Result or Finding in Name.
Original Units
—~ORRESU | Original Units mzp g TAD 1E5t O Char |(LBTEST) Synonym
Examination Name Qualifier
—~ORNRLO | Normal Range Lower
Limit-Original Units LBCAT Category for Lab Test | Char |* Grouping
—~ORNRHI | Normal Range Upper Qualifier
Limit-Original Units LBSCAT Subcategory forLab | Char | * Grouping
—-ORREF Reference Result in Test Qualfier
Original Units LBORRES Result or Findingin | Char Result
~STRESC | Result or Finding in Original Units Qualifier
Standard Format LBORRESU | Criginal Units Char | (UNIT) Variable
Qualifier
LBORMRLO |Reference Range Char Variable
“STRESN | Numeric Result/Findin ppertimitin©rig Qualifier
in Standard Units LBORNRHI |ReferenceRange | Char Variable
—STRESU | Standard Units Upper Limit in Orig Qualifier
Unit
LBSTRESC |Character Char | (LBSTRESC) Result
Result/Finding in Std Qualifier
Format
—-STNRLO | Normal Range Lower
Limit-Standard Units
LBSTRESN | Numeric MNum Result
—STHNRHI Normal Range Upper Result/Finding in Qualifier
Limit-Standard Units Standard Units




Example
findings domain

2.2.3 The Findings Observation Class

Table 2.2.3.1 Findings—Topic and 6.3.17 Vital Signs

Variable Variable Label
Mame

VS - Description/Overview

A findings domain that contains measurements including but not limited to blood pressure, temperature, respiration, body surface area, body mass index, height and weight.

—~TESTCD | Short Name of
Measurement, Test, or

VS § Specification

Exam Vital Signs — Findings, Version 3.3. One record per vital sign measurement per time point per visit per subject, Tabulation.
\ | [Variabl Variable Label Type | Controlled Role
—TEST Nzrrmerisuremenﬂ Name Terms, Codelist
Test, o or Format'
-MODIFY MDdl'ﬁed‘rm STUDYID Study Identifier Char Identifier
DOMAIN Domain Abbreviation | Char | VS Identifier
-TSTDTL | Measurem Test, or| | USUBID Unique Subject Char Identifier
Examination il Identifier
—CAT Category WSSEQ Sequence Number Num Identifier
VSGRPID Group ID Char Identifier
_SCAT Subcategory \ VSSPID Sponsor-Defined Char Identifier
—POS Position of Subject :
During Observation VSTESTCD | Vital Signs Test Short | Char | (WSTESTCD) Topic
_BODSYS | Body System or Organ Name
Class
—ORRES | Resultor Findingin | 1erreT ™ [Vital Signs Test Name | Char | (VSTEST) Synonym
Original Units Qualifier
—-ORRESU | Original Units
V5CAT Category for Vital Char | * Grouping
—~ORNRLO | Normal Range Lower Signs Qualifier
Limit-Original Units VSSCAT Subcategory for Vital | Char | * Grouping
—~ORNRHI | Normal Range Upper Signs Qualifier
Limit-Original Units V5POS Vital Signs Position of | Char | (POSITICN) Record
—ORREF | Reference Result in Subject Qualifier
Original Units VWSORRES Result or Finding in Char Result
—STRESC | Result or Finding in Original Units Qualifier
Standard Format VSORRESU | Criginal Units Char | (VSRESU) Variable
Qualifier
VSSTRESC | Character Char Result
“STRESN | Numeric Result/Findin pesulyFnding in =t Qualifier
in Standard Units
-STRESU | Standard Units
VSSTRESN | Numeric MNum Result
Result/Finding in Qualifier
Standard Units
WSSTRESU | Standard Units Char | (VSRESU) Variable
—-STNRLO | Normal Range Lower Qualifier
Limit-Standard Units VSSTAT Completion Status | Char | (ND) Record
Qualifier
-STNRHI | Normal Range Upper VSREASND | Reason Mot Char Record
Limit-Standard Units | Performed Qualifier
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Custom Domains

Based on the same General Observation Classes from SDTM (the Model)
= Uses the same root variables

= Uses published terminology

Follows same rules that have been used for Standard Domains (in the SDTMIG)
= SDTM CDISC Notes
= SDTMIG Sections 2, 4 and 8

You have to confirm that it is needed (no published domain for a topic)

You have to create a unigue (within your implementation) domain code for the 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)

24
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- Interventi

Example

Custom domain

2.2.1 The Interventions Observation Class
Table 2.2.1.1 Interventions—Topic and Qualifier Variables—One Record per Constant-Dosing Interval or Intervention Episode
Variable Variable Label Type | Role Description
Name
9 Topic Variable
—TRT MName of Treatment har | Topic 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.
Qualifier Variables
—-MODIFY Med Treatment | Char | Synonym Qualifier of | If the value for --TRT is medified for coding purposes, then the modified text is placed here.
N
"DECOD | Stand\dized Char Meditation
Treatme\ Name CONTROLLED TERMS,
~MOOD Mood \ Char ‘ VARIABLE VARIABLE LABEL TYPE CODELIST OR FORMAT ROLE IMPLEMENTATION NOTES CORE
—CAT Category N\ [Char ] | STUDYID Study ldentifier Char Identifier REQ
—SCAT | Subeategory Char I DOMAIN  Domain Abbreviation Char XM Identifier Default to XM REQ
—PRESP Pre-specified N Char : - o o
\ USUBJI[} Unigue Subject Identifier Char Identifier REQ
—~OCCUR | Occurrence Indicator | Chd }{MSE{I Sequence Mumber Mum Identifier REC
-
—STAT Completion Status | Char Mame of Meditation Regimen | Char Topic REQ
[ XMCAT  Categlory of Meditation Regimen Char (XMCAT) Grouping Qualifier PERM
RASND _[Reason NotDone _| Char } | XMDOSE  Length of Meditation Session Num Record Qualifier PERM
-] ndication ar
CLAS Class Char }{MDDSU Unit for Length of Meditation Session  Char [UNIT) WVariable Qualifier Minutes, Hours PERM
}{MFRE{I Frequency of Meditation Sessions Char (FREQ) Variable Qualifier PERM
—CLASCD | Class Code Char P - s
XMSTDTC Start Date of Meditation Sessions Char 150 8601 Timing PERM
-DOSE Dose Num | Record Qualifier Amount of --TRT given. Not populated when --DOSTXT is populated.
—DOSTAT | Dose Description Char | Record Qualifier Dosing information collected in text form. Examples: <1 per day, 200-400. Not populated when —-DOSE is populated.
-DOSU Dose Units Char | Variable Qualifier of | Units for --DOSE, —-DOSTOT, or —-DOSTXT. Examples: "ng", "mag", "mag/kg".
--DOSE, --DOSTXT or
--DOSTOT
—~DOSFRM | Dose Form Char | Variable Qualifier of | Dose form for the treatment. Examples: "“TABLET", "CAPSULE".
--DOSE, --DOSTXT or
--DOSTOT
—-DOSFRQ | Dosing Frequency Char | Variable Qualifier of | Usually expressed as the number of doses given per a specific interval. Examples: "Q2H", "QD", "PRN".
per Interval --DOSE, --DOSTXT or
--DOSTOT
—-DOSTOT | Total Daily Dose Num | Record Qualifier Total daily dose of —TRT using the units in --DOSU. Used when dosing is collected as Total Daily Dose.
—-DOSRGM | Intended Dose Char | Variable Qualifier of | Text description of the (intended) schedule or regimen for the Intervention. Example: "TWO WEEKS ON, TWCO WEEKS OFF".
Regimen --DOSE, --DOSTXT or
--DOSTOT
—-ROUTE Route of Char | Variable Qualifier of | Route of administration for the intervention. Examples: "ORAL", "INTRAVENOUS".
Administration —-TRT
—-LOT Lot Number Char | Record Qualifier Lot number for the intervention described in --TRT.
-LOC Location of Dose Char | Record Qualifier Anatomical location of an intervention, such as an injection site. Example: ARM for an injection. 25
Administration
—LAT Laterality Char | Variable Qualifier of | Qualifier for anatomical location further detailing laterality of intervention administration. Examples: "RIGHT", "LEFT",




. Events

Example

Custom domain

2.2.2 The Events Observation Class
Table 2.2.2.1 Events—Topic and Qualifier Variables—One Record per Event
Variable Variable Label Type | Role Description
Name
Topic Variable
I -TERM | Reported Term Char | Topic | Topic variable for an event observation, which is the verbatim or pre-specified name of the event.
A\ - .
“MODIFY | ModNed Reported Tef§ Rl
VARIABLE VARIABLE LABEL TYPE CONTROLLED TERMS, ROLE IMPLEMENTATION C
CODELIST OR FORMAT NOTES
—LLT Lowest Lewg| Term . o
STU[}\"I[} Study Identifier Char Identifier RE(
[}DMNN Domain Abbreviation Char Yy Identifier Default to YV REC
CLLICDLowest Level TerN Cof ygupIID  Unique Subject Identifier Char Identifier RE(
Seguence Number Mum Identifier RE(
~DECOD | Dictionary-Derived Te§ YW TERM  Vacation Event Char Topic RE(
Default to ¥ when a value has
- referred Term Code re-specifie ar ariable Qualifier been pre-specified in
PTCD Preferred Term Code | YWPRESP Pre-specified Ch Y Variable Qualifier b pre-specified in YWTERM  PEF
W[}C{:UR Occurrence of Vacation Char (YM) Record Qualifier EXI
—HLT High Level Term | YVSTDTC Start Date of Vacation Char 150 8601 Timing EXI
WEN[}T{: End Date of Vacation Char I1SO 8601 Timing EXF
_HLTCD | High Level Term Code | YVEVLINT Evaluation Interval Char IS0 8601 Timing PEI
Qualifier of '
--HLT
—HLGT High Level Group Term | Char | Variable MedDRA High Level Group Term from the primary path.
Qualifier of
--TERM
—~HLGTCD |High Level Group Term | Num | Variable MedDRA High Level Group Term code from the primary path.
Code Qualifier of
-HLGT
—CAT Category Char | Grouping Used to define a category of topic-variable values.
Qualifier
-SCAT Subcategory Char | Grouping Used to define a further categorization of --CAT values.
Qualifier
—-PRESP Pre-Specified Char | Variable Used to indicate whether the event described by --TERM was pre-specified on a CRF. Value is Y for pre-specified events, null for
Qualifier of spontaneously reported events.
--TERM
—-OCCUR | Occurrence Indicator Char | Record Used to record whether a pre-specified event occurred when information about the occurrence of a specific event is solicited.
Qualifier
-STAT Completion Status Char | Record Used to indicate when a question about the occurrence of a pre-specified event was not answered. Should be null or have a value
Qualifier of NOT DOMNE.
—REASND | Reason Not Done Char | Record Reason not done. Used in conjunction with --STAT when its value is "NOT DONE".
Qualifier 26
—-BODSYS | Body System or Organ Char | Record Body system or system organ class assigned for analysis from a standard hierarchy (e.g., MedDRA) associated with an event.
Class Qualifier Example: "GASTROINTESTINAL DISORDERS™.
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Find

Custom domain

Example

2.2.3 The Findings Observation Class

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

Variable Variable Label Type | Role Description
Name
Topic Variable
—TESTCD [ Short Name of LShorchamcierualio fore ESl used asacolimn pamaubanconiaiinaa dalasel bomaaticalicunalioahoizonial
Measurement, Test, or Dermatology Findings
E
xam\ VARIABLE LABEL TYPE CONTROLLED ROLE IMPLEMENTATION
—TEST Namemeasurement, TERMS, CODELIST MOTES
Test, or Bam OR FORMAT
-MODIFY | Modified o .
STUDYID  Study ldentifier Char Identifier
~ISTDTL  [Measurement, Nest, or IDOMAIN  Domain Abbreviation Char ZD Identifier Default to ZD
Examination Det N - g e
USUBJIID Unigue Subject Identifier Char Identifier
—-CAT Category
ZDSEQ Sequence Mumber Mum Identifier
—SCAT Subcategory DTESTCD Dermatology Test Code Char (ZDTESTCD) Topic
-POS Position of Subject 7 - h lifi
During Observation ZDTEST Dermatology Test Char (ZDTEST) Synonym Cualifier
—-BODSYS |Body Systemor Organ |ZDORRES Dermatology Test Original Result Char Result Qualifier
Class S ZDORRESU Dermatology Test Original Result Unit Char (UNIT) Variable Qualifier
—ORRES Result or Finding in N o
Original Uniits ZDSTRESC Dermatology Test Standardized Result - Character  Char Result Qualifier
—ORRESU | Original Units ZDSTRESN Dermatology Test Standardized Result - Mumeric  Mum Result Qualifier
“ORNRLO | Normal Range Lower ZDSTRESU Dermatology Test Standardized Result Unit Char (UNIT) Variable Qualifier
Limit-Original Units ZDDTC Evaluation Interval Char ISC 8601 Timing
—~ORNRHI | Normal Range Upper Char | Variable Qualifier of Upper end of normal range or reference range for results stored in --ORRES.
Limit-Original Units --ORRES
—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
Original Units --ORRES applicable. Examples: value from predicted normal value in spirometry tests.
~STRESC | Result or 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.
Standard Format --5TRESC should store all results or findings in character format; if results are numeric, they should also be stored in
numeric format in --5TRESN. For example, if various tests have results "NONE", "NEG", and "NEGATIVE" in --ORRES and
these results effectively have the same meaning, they could be represented in standard format in --STRESC as "NEGATIVE".
—STRESN | Numeric Result/Finding | Num | Result Qualifier Used for continuous or numeric results or findings in standard format; copied in numeric format from --STRESC. -STRESN
in Standard Units should store all numeric test results or findings.
—-STRESU Standard Units Char | Variable Qualifier of Standardized units used for -STRESC, --STRESN, --STREFC, and --STREFM. Example: "mol/L".
--STRESC and
-5TRESN and
--STREFC and
-STREFN
—-STMNRLO | Normal Range Lower Num | Variable Qualifier of Lower end of normal range or reference range for standardized results (e.g., -STRESC, --5TRESN) represented in
Limit-Standard Units -STRESC and standardized units (--STRESU).
--5TRESN 27
-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
Limit-Standard Units --STRESC and standardized units (--STRESU).




Trial Design

= Structured datasets to hold protocol-level information
» Reference SDTMIG Section 7

te xpt
Row | STUDYID | DOMAIN | ETCD | ELEMENT TESTRL TEENRL
1 EX1 TE SCRN| Screen Informed consent 1 week after start of Element
2 EX1 TE R Run-In Eligibility confirmed 2 weeks after start of Element
3 EX1 TE p Placebo | First dose of study drug, where drug is placebo | 2 weeks after start of Element
"“;'“’ % T“:"”’ %— 4 EX1 TE A Drug A | First dose of study drug, where drug is Drug A | 2 weeks after start of Element
1 @R 2 ICR 5 EX1 TE B Drug B | First dose of study drug, where drug is Drug B | 2 weeks after start of Element
T l® 3 [oRws(c
1@ 4 C Ch | CONTINUATION TREATMENT
T &R 5 C Chome [ CONTINUATION TREATMENT
1 CR & FU | Off Treatment Follow-up T EAuT AT !
2 |cRrs 1 SCRN Screen Randomized to CRS ti. Xp t
2 |Rs| 2 ICR | Initial Chemo + RT.
2 |es| 3 CRS | Chemo#RT (Surgery) It El’r"ﬁ;;fﬂ;r Zku:Z; Row | STUDYID | DOMAIN | IETESTCD IETEST IECAT TIVERS
2 |Rs| 4 (5] 35 weekrest 1 XYZ Tl INCLO1 | Has disease under study | INCLUSION
1 EX7 TA 2 CRS 5 SURG Surge
e m e = ”n wfgk"jgt 2 XYZ Tl INCLOZ Age 21 or greater INCLUSION
| B A 2 |crs| 7 c Chemo 3 XYL Tl EXCLON Pregnant or lactating | EXCLUSION
14 EX7 TA 2 CRS 8 C Chemo -
Text_ b aS e d TR T S e — AU [ OF Treatment Followan 4 XYZ Tl INCLO1 | Has disease under study | INCLUSION
- e - B | Age 18 or greater INCLUSION
|nf0r atl O n e o o Pregnant or lactating | EXCLUSION . .
I I l EX1 ™ 1 Start of Screen Epoch
2 EX1 ™ 2 On the same day as, but before, the end of the Screen Epoch | On the same day as, but aftor, the start of the Run-in Epoch DT M D
EX1 ™ 3 On the same day as, but before, the end of the Run-in Epoch | On the same day as, but after, the start of the Treatment Fpoch S S d
U S ef u | fo r EX1 ™ 4 1 week after start of Treatment Epoch t r u Ct u re ata’
EX1 ™ 5 2 weeks after start of Treatment Epoch At Trial Exit

Useful for Tool-Based
Activities / Analysis

Human
Understanding




CDISC Standards - CDASH for Data Collection (Source and EDC)

Clinical Data Acquisition Standards Harmonization:

CDASH HARMONIZES data collection with SDTM

Tabulation for Animal Model for Flanming

B Foundational Standard Therapeutic Area

M Data Exchange I Controlled Terminology

Non-clinical
Organize Plan Collect Organize Analyze

Framework



CDASH

Clinical Data Acquisition Standards Harmonization
Implementation Guide for Human Clinical Trials

Version 2.0

Prepared by the
CDISC CDASH Team

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

*Note: you must be logged into the CDISC website to access



CDASH Principles (or How CDASH Supports Getting to SDTM)

Study Site Subject
| stubyib | | smED | [ suBiD |

DEMOGRAPHICS

CDASH specifies a :
minimum set of fields: [REALUNRENS
- Logical set to have T | BRTHDAT | [ BRTHDTC | CDASH specifies a

a valid record Day  Month Year
- Target what is Sex

standard variable

: ( <Ex ) name, with
required for 1 Male recommendations for
regulatory 1 Female implementation that
requirements support
including SDTM Race RACE :
(7 Asian [ ] transformation to

SDTM data

[] Black or African American
[] Hawaiian or Other Pacific Islander
[C] Native American or Alaska Native

1 white [
[] Other, (please specify)

RACEOTH |




CDASH Principles (or How CDASH Supports Getting to SDTM)

CDASH
specifies
standard
wording for the
data collection

guestions, with
flexibility to
handle protocol-
specific
reguirements

CDASH specifies using
standardized value lists
that are harmonized with

Study Site Subject
[ stupbyip | | sitED | | suBip |
DEMOGRAPHICS
Birth Date
L __BRTHDAT ] [ BRTHDTC | SDTM requirements
Day Month Year
Sex [ p—
[1 Male
[1 Female E =
R | CDISC Submission Value ; CDISC Synonymis] Q
ace , - -
[ Asian  |5E% e
L1 Black or {= s
[] Hawaiianfy; Y
[] Native Arfi : Unknown
D Wht UMDIFFEREMNT AT EL
ite

] Other, (picase speuny)




CDASH- Demographics Example Metadata*

*There are 18 columns of metadata in the CDASHIG - these 3 are used as examples

CDASHIG Variable Prompt Controlled Terminology
Codelist Name
STUDYID [Protocol/Study] N/A
SITEID Site (Identifier) N/A
SUBJID Subject N/A
BRTHDAT Birth Date N/A
SEX Sex (SEX)
ETHNIC Ethnicity (ETHNIC)
RACE Race (RACE)




CDASH Supports Standardization and
Study Specific Requirements

= CDASH is flexible enough to support the needs of different studies
= EDC can be specified per study (and per protocol version)

= BUT, CDASH will ensure consistency from study to study for the same concepts

Study 1: Study 2:
SEX: | O MALE ) SEX. ,]O MALE
O FEMALE O FEMALE
O UNDIFFERENTIATED

O UNKNOWN




Controlled Terminology Principles

E L e e N

[CBaTH The assemblage of physcal properties or qualities by which maie is distnguisned | GOESE SOTM Sex of Indvidual Termnakogy
from female; the physical dsrencs between malks and fomale; the distinguishing
pecuianty of male or female. (W
F Femabs A person whe belangs mﬂ'ruumhltmmulg.rpruﬂ.mm'l'hn rrnl:uudhr Femals
e di or both. (REL
M Mak A person whe b-n:rrg mu'ruumhltnumulg,rpruum pﬂ'rnTI'lﬁlurrnumu-dm [SE ]
bural

H

u U; URK; Unknown Mot known, not o huunud, it rn-t:l:-l'lt-t:lI or refused. (WCI) Linknown
UNDIFFERENTIATED & person (one of unisexual specimens) whea s bom with genitalia andior secondary | Infersex:
sexual characlenstics of indeterminate sex, or which combires features of both sexes.
{NCI)

CleEFs | CEETH

Camiar | CEETH

1 .

CiTean | CHETH
Cafsoy | CHETH

* Thousands of standardized, defined terms

e Asingle way to represent each concept (CDISC Submission Value)

e Synonyms that promote usability

* Unique codes for each term and each codelist to support implementation

* Extensibility defined

* Process to request new terms and new codelists

* Connected to the NCI Thesaurus - many terminologies published and linked

e Published in multiple file formats (xls, CSV, ODM, HTML, PDF...)

e Additional “tools” to support implementation (e.g., files with mappings to related terminologies
like UCUM and LOINC)



CDISC Standards in the NCI GLIB ALS

A
1 FormOID

3 AE

4 AE

5 AE

6 AE

7 AE

8 AE

9 AE

10 AE

11 AE

12 AE

13 AE

~ |FieldOID

STUDYID

SITEID

SUBJID

AEYN

AECAT

AESCAT

AESPID

AETERM

AEOCCUR

AEPRESP

AESTDAT

G I L ]
~ VariableOID ~ DataDictionaryName - ControlType - PreText M

STUDYID Text What is the study identifier?

SITEID Text What is the site identifier?

SUBJID Text What is the subject identifier?
Were any adverse events

AEYN NY DropDownlList  experienced?

What is the category of the

AECAT LongText adverse event?

What is the subcategory of the

AESCAT LongText adverse event?

What is the adverse event

AESPID Text identifier?

AETERM LongText What is the adverse event term?
Did the subject have [pre-specified
adverse event/group of adverse

AEOCCUR NY DropDownlList events]?

AEPRESP NY DropDownList  Adverse Event Pre-Specified
What is the adverse event start

AESTDAT DateTime date?

Al md fm blom malirmien s sormed cbaek

SASLabel

Study Identifier

Study Site Identifier

Subject Identifier for the Study
Any Adverse Event

Category for Adverse Event
Subcategory for Adverse Event
Sponsor-Defined Identifier
Reported Term for the Adverse
Event

Adverse Event Occurrence
Pre-Specified Adverse Event

Start Date of Adverse Event
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