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Introducing CDISC



Introduction to CDISC

| . - Clinical Data Interchange
| ol Profit oTeamizalion Standards Consortium

1. Development of industry standards to support the

a) electronic acquisition

b) exchange

c) submission and

d) archiving

of clinical trials data
2. Development of global, platform independent standards
5. Improve data quality and accelerate product development



CDISC Standards Cl’t@l
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Study Data A
Tabulation Model (SDTM) Analysis Data Model
AN
(ADaMm) Operational Data Model
(ODM)
Laboratory Data Model
(LAB)
AN

Case Report Tabulation Data
Definition Specification
(CRTDDS) — (define.xml)

y Standard for Exchange

of Nonclinical Data (SEND)

- Protocol Representation
(PR)

Clinical Data Acquisition
Standards
Harmonization (CDASH)

Trial Design Model (TDM)
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Understanding SDTM

Stu dy 4

Data o
Laboratory Data Model

Tabulation RN (LAB)

onal Data Model

Model (SDTM) | A—

Case Report Tabulation Data
e Definition Specification
T (define.xml)

_ -
- ~ Trialbe - dataset and variables submittea as part.of:oo
CllnlcalDataACqulsltlon .‘ ......
Standards R L 3 A
Harmonization (CDASH) """:':':::::::::::::::::::::::::::::::::::::::::::::::::::::':' """""
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Understanding SDTM

1.Study Data Tabulation Model V1.1

2.Study Data Tabulation Model Implementation
Guide: Human Clinical Trials = V3.1.1

http://www.cdisc.org/sdtm/



Before and After - SDTM CI’tQI
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Before After

Standard

Domain
Names

Standard
Variables

< <<

Standard
Variable
Names
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Before and After - SDTM

Before

e Reviewers had to familiarize
themselves with unique
domain names, variables and
variable names used in an
application - TIME
CONSUMING

e Good portion of review time
spent “cleaning up the data”

e |Inefficient, error-prone

After

e Standard Domain Names =
Easy to Find Data

e Standard Variables/Variable
Names = Immediate
Familiarity with the Data

e Consistency

e Minimal learning curve

e TIME EFFICIENT



CDISC Submission Metadata Model cvtel
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Seven distinct metadata attributes :

1. The Variable Name

2. A descriptive Variable Label, up to 40 characters

3. The data Type

4. The set of controlled terminology for the value or the

presentation format of the variable (Controlled Terms or

Format)



Before and After - SDTM

5. The Origin or source of each variable

6. The Role of the variable, which determines how the variable
is used in the dataset.

7. Comments or other relevant information about the variable

or its data.



Types/Classes of Domains in SDTM Cvt("l
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Special
Domains

Interventions Events Findings

RSO | occurr

SUbstUS| 14 & axmacire ). oF Bre - -planng

- -with the study assessm( - OCCUT]

- period (e.g., .concomita -

General Clinical Lo
. Event 3.1.2 v3.1.2
Observation | ... X
Classes Micro MB Micro MS . .
v3.1.2 v3.1.2 Trial Design

(5 Tables)



Categorization Of Variables in SDTM CI’tﬁl
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Variables
l l
Roles Core/Being

1.ldentifier 1.Required
2.Topic Rule - Expected
3.Timing express an algorithm § permjssible
4 Rule in the Trial Design

. e model.
5.Qualifier - Grouping wuaiiyiers

Result Qualifiers

Synonym Qualifiers
Record Qualifiers
Variable Qualifiers
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Categorization Of Variables in SDTM CI’tﬁl
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}
Variable Qualifiers — “ore/Being
are used to further modify or . Required
describe a specific variable within Expected

an observation and is only

: : .Permissible
meaningful in the context of the

variable they qualify.
>. E. g. --ORRESU, --ORNHI, and --ORNLO

CoerTY T S\vrerT e Tro

Synonym Qualifiers
Record Qualifiers
Variable Qualifiers
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Categorization Of Variables in SDTM cvtaw!
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Variables
i ' .
Rol- R, Core/Being
1.1dent Permissible Variables — : ReqUired
2. Topic — Variables may be present - EXpected
3. Timir in the domains — .Permissible
4. Rule can be included as needed

5.Qualifier - Grouping Qualifiers
Result Qualifiers
Synonym Qualifiers
Record Qualifiers
Variable Qualifiers

Copyright © 2010, Cytel Statistical Software & Services Pvt. Ltd.
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Categorization Of Variables in SDTM fmﬁ?w!

An Example Observation

Unique Subject Identifier Topic

—~ ~

Subject 123 had a serious and severe headache starting on
study day 2

‘w Qualifier
Timing
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Categorization Of Variables in SDTM

Dataset Structure

Subject ..
. Topic ualifier Timing
Identifier P Q \
USUBJID | AETERM | AESER AESEV AESTDY
Unique SUbJ ect RCpOI’th Term for Serious Event SCVGI’itY/ Study Day of
Identifier the Adverse Event Intensity Start of Event
123 HEADACHE YES SEVERE 2




Categorization Of Variables in SDTM CVt(’;l
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Dataset Structure

Required Expected Permissible

N L

USUBJID | AETERM | AESER AESEV AESTDY

Unique SUbJ ect RCpOI’th Term for Serious Event SCVGI’itY/ Study Day of
Identifier the Adverse Event Intensity Start of Event

123 HEADACHE YES SEVERE 2




Categorization Of Variables in SDTM

Cytel
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Example Events Data (MH)

USUBJID MHSEQ MHCAT MHTERM MHSTAT MHONGO |VISITNUM
ENDOCRINE/METABOLIC [HYPERTHYRO |PAST DISEASE /

1111-0001 1 MEDICAL HISTORY IDISM SYNDROME N -2
ENDOCRINE/METABOLIC HYPOTHYROI |PAST DISEASE /

1111-0001 2 MEDICAL HISTORY DISM SYNDROME N -2
RESPIRATORY MEDICAL PRESENT DISEASE

1111:0001 | 4,3 HISTORY ASTHMA / SYNDROME -2

Qualifiers

T
Identifiers opic
Timing




Characteristics of SDTM Domains Smgtﬂ

Domains —

1.Domain: Collection of observations with
common topic. Generally each domain is
represented by a dataset.

2.Each domain has a unigue two-character domain
name (e.g., AE, CM, VS)

3.Variables in domain begin with the domain
orefix: (e.g., VSTESTCD)
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Characteristics of SDTM Variables

Variables —
1.Variable Name: limited to 8-chars

2.Date/time format — ISO 8601 is a text string
YYYY-MM-DDT hh:mm:ss (not a SAS format)

3.Controlled terminology —

1. CT (**) published externally (ex: MedDRA or follow
CDISC-specific terminology)

2. CT (*) value from a sponsor-defined code list



Concepts of Data Mapping

Mapping Process

Source Datasets: Standard A Target Datasets: Standard B
e.g.: Client’s legacy standard datasets e.g.: CDISCSDTM
CDISC ADaM

Client’s new standards
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Data Mapping — Step 1

Mapping Domains

Target Domains Source Domains
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Data Mapping — Step 2

Mapping Variables

Target Domain Variables

COM
VAR

Source Domain Variables

DEMO

STUDYID COMVAR.STUDYID
DOMAIN

USUBIJID COMVAR.USUBIID
SUBIJID DM.SUBIJID
RFSTDTC COMVAR._RFSTDT
RFENDTC COMVAR._RFENDTC
SITEID DM.SITEID

INVID

INVNAM

BRTHDTC DM.BRTHDTC

AGE DM.AGE

AGEU DM.AGEU

SEX DM.SEX




Data Mapping — Step 3

Mapping Variables - Logic

DEMO (\I/(ZII\;I . .
Mapping Logic
STUDYID COMVAR.STUDYID Direct
DOMAIN Compute
USUBIJID COMVAR.USUBIJID Direct
SUBJID DM.SUBJID Direct
RFSTDTC COMVAR._RFSTDT Date Conversion
RFENDTC COMVAR._RFENDTC Direct
SITEID DM.SITEID Direct
INVID Not mapping
INVNAM Not mapping
BRTHDTC DM.BRTHDTC Direct
AGE DM.AGE Direct
AGEU DM.AGEU Direct
SEX DM.SEX Value Conversion




Types of Mapping

One to One Mapping

Source CRF Variables SDTM Variables

Date Of birth ------------------------------------- =P BRTH DTC



Types of Mapping

One to Many Mapping

Source CRF Variables SDTM Variables
..I;.I IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII *
0..:: ......
0’.’ ........
0‘. .....
L 4
0.‘.. -.... .
* ....
0. ..A
0..
L 4
0...
0..
0..
.0
0..
0..
‘A
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Types of Mapping

Many to One Mapping

Source CRF Variables SDTM Variables

.................
.................... ,
............. >
Baseline Visit \ ...cooessererrs
Date
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Automated Tool - manenie cvtel
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b1 Microsoft Excel - MapWizard_8feb_fill_test.xls
l_il_] File Edit View Insert Format Tools Data ‘Window Help

J4 v A AUTO
A l B | © l F H | | J | K L l M I
1 |Go Backto Navigation Pane
Target Information Source Metadata
2
Seq. No. |Domain Variable Name |Core |User Defined |Source Variable(ds.varname) Mapping Type Macro Calls/ SAS User Comments Mapped?
3 _| Detailson . ST Show Source Variable List || Show Mapping Form | S /M) .
4 1 DM STUDYID Req COMVAR.STUDYID AUTO « UDYID=5TUDYID; ¥
5 2 DM DOMAIN Req main ="DM"; v
5 3 |om USUBJID Req COMVAR.USUBJID DATA TYPE UBJID=USUBJID; ¥
7 4 DM SUEBJID Req DM.SUBJID Y;égif?ggﬁ%g;%?cm BJID=SUEJID; ¥
5 DM RFSTDTC Exp COMVAR._RFSTDT CONCATENATE 508601 _date{output_v ¥
EXTRACT FRFSTDTC, cdm_var_typ
COMPUTE hum,cdm_var_name=_
RFSTDT,cdm_informat=D
8 ated.);
g 3 (] ] RFENDTC Exp COMVAR._RFENDTC AUTO _RFENDTC=RFENDTC; Y
10 7 DM SITEID Req DIM.SITEID AUTO SITEID=SITEID; i
11 8 DM INVID Perm
12 9 DM INVNAM Parm
13 10 DM BERTHDTC Perm DM.BERTHDTC AUTO ERTHDTC=ERTHDTC; ¥
14| 11 [pm AGE Exp DIM.AGE AUTO AGE=AGE; v
15 12 DM AGEU Exp DIM.AGEU AUTO AGEU=AGEU; Y
13 (] ] SEX Req DM.SEX VALUE CONVERSION %ValueConversionMap(o ¥
utput_var=SEX,cdm_var_n
ame=5EX,cdm_var_value
s=M|F,sdtm_var_values=
16 M| F);
17 14 DM RACE Exp DIM.RACE AUTO RACE=RACE; ¥
15 DM ETHNIC Parm DM.RACEOTH COMPUTE if upcase(raceoth) = ¥
"MOROCAN" then ethnic
18 = "HISP";
19| 16 [om ARMCD Req COMVAR._ARMCD AUTO _ARMCD=ARMCD; ¥
200 17 |om AR Req COMVAR._ARM AUTO _ARM=ARI; ¥
21 13 DM COUNTRY Req DM, COUNTRY COMPUTE country = "RUS"; ¥
22| 19 [pm DMDTC Perm
231 20 Iom DMDY Perm
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