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Slide By: Ellen Pinnow, MS Health Programs Coordinator
FDA, Office of Women’s Health, Slide from 2006 CDISC US

[nterchange

Results

Format of the variables evaluated

5.1.1 Demographics Domain Model — DM

DML.xpt, Demographics — Version 3.1, June 25, 2004. One record

Controlled

‘“female” AND

eSEX was reported using
the SDTM controlled term

Variable Name Variable Label 3 Terms or or format Of “M” “F” Or
AGE Sgei.v;geﬁt:a:hfume i “U” in 3/6 of the NDA

i ' submissions

AGEU [Aze Units 'R

— I/]e1 used “male” or “female”
FACE o : - .1 used “1!! or uzu

o1 reported both “male” or

Women' s
Health

“1 7 or “2”




IHEBORALVW(KRERD ER

USUBJID |VSSEQ |VSTESTCD VSTEST VSPOS VSLOC |VSORRES |VSORRESU
ABC-001-001 12 SYSBP [Systolic Blood Pressure | SITTING |LEFT ARM 95 mmHg
ABC-001-001 13 DIABP |Diastolic Blood Pressure | SITTING |LEFT ARM 44 mmHg

Relationship

Relationship

ABC-001-001 Systolic Blood Pressure LEFT ARM

Relationship
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EROMEIL

Y
11 Position of Subject VSPOS Position of the subject during a Record the position of subject at time of test. | Position may be pre-defined as part of CRF | Recommended/
measurement or examunation. label or site may be given one or more Conditional
{POSITION} (See Section 2.2) options to select from.
VSPOS Vital Signs Position of Char |(POSITION)  [Recor ) d asurement or exa : |Perm |SDTM 223
Subject Quali SUPINB S ,ANDNG Sl'I'I'JNG |
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USUBJID |VSSEQ |VSTESTCD VSTEST VSPOS VSLOC |VSORRES VSORRESUI
ABC-001-001 12 SYSBP |Systolic Blood Pressure | SITTING |LEFT ARM 95 mmHg I
ABC-001-001 13 DIABP |Diastolic Blood Pressure | SITTING |LEFT ARM 44 nlmHg_I
CBIoodPressurePanel ’
key BloodPressure — .
4 English = ) Adopt Archetype
00000
. Q systolic B
@ystolchloodPressure . SystolicBP /"Q Diastolic B

| 120 mmHg

D

@iastolicBloodPressure ' DiastolicBP

(( data ' 80 mmHg

D

=24 hour average

24 hour average
Interval
Occurrences: 0.1 (optional}

Math. function: Mean
Interval width: 24 hours

S

Blood Pressure
S—

/S

Estimate of tive average biood pressure over a 24 hour period.

Data/ Q Mean Arterial Pressure [§

\_ Q Pulse Pressure 2

\_T comment [E

T Cuff size

B

/s Location B
T Method B

T Mean Arterial Pressure Formula [5

T Diastolic endpoint &

‘ g Device [§
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Clinical Research
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VIRV (BEEERTEY—)) - IRTE21—

| The vertical force exerted by a mass as a result of gravity. (NCI) |

Note: The original representation

ORRES
- value - PQ

ORRESU [————

BLFL baselinelndicator : BL

Note: set to TRUE for original representation

|~ asCollectedindicator : BL
|

Mote: Canonical representation

STRESC
STRESN |- value:PQ
_ PerformedclinicalResult
STRESU ==

- asCollectedindicator : BL

Mote: set to FALSE for conversion

st

STAT — negationindicator ; BL

REASND — negationReason ; DSET[SC]

ll‘U
=
n

‘- actualDateRange : IVL[TS.DATETIME]

Dy
e factualStudyDayRange ; IVL[PQ.TIME]

Note: Attribute request sent to SCC |
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A7LYRI -G

AN LM A e

=
1 |March 1L, 2011
. |
3 | Domain Vs
]
5 |befin VNCT: Measurements mcluding but not limeted to blood pressure, temperature, respiration, bady surface ares, BME, height snd wesght.
G | Glossary | o berm in COISC lossary.
7 |Mindmap Mame  Vital Sions
B | Formula | WMot Aaplicesle
5 |BRIDG version 303
a
1 | Decision Souree
VEEAT, VESCAT, VEDRVEL are valke WS variabie per
S0TAIG.1.2 pages 983 10 145 and can be added but is nol.
inchuded in the first release of SHARE. Decision: VECAT and
2| VEECAT need erminclogy 20101117 42 15 Snare F2F
3 = : :
150 21090
Set of 150 21090 Datatype
SHARE Generic Codelist  Valid Assigned Defined BRIDG Mappng Performed BRIDG Performed Datatype Constraint '
Variable Label Used  Definition -DataType Master  Values Value Class  DBefined Attribute  Mapping Class. _Attribute Constraint Antribute |
| Domain | 2 [Cuersa Capezs Cagezz | T 1 T 1
The short name of the
| Test Short Namz | ¥ tmst desoribad in —-TEST, | Char | | | | Defin=dChiservation namelode |n& |na L] | cade
| Test Hame ¥ | Hame of the test Char | | | | DefinedOhseryation | nameCode |na [na (o) | displaylarma
The LOINC code of &
| LOINC Cade ¥ |temst. Char | | | | DefinedOhseryation nameCode | R e len |transiatian.cade
| Method ¥ | DefinedOtservation | methodCade | Prrformed04servation methodCade fin) | displaylame
| Position ¥ Defi ervitior odyPasitionCade | Perfomreclservation BodyPositionCade (LD | displey hame
appraschénatomicSite appraschinatcmicSit
| Location | ¥ | | | | | | Definadfhsaryation Crede | BerformesObseration =Cods [eis) | displaylams
appraschinatemicSite appraschinatomicSit
| Lateraiity | r | | | | | | Definedfhsmryation LateralityCods | Performe d0hsarvation sLateralityCode s | display ames.
The dabe= and time of the VL LOW =T5.DATET
| DateTime of Assessment ¥ result, Char (120 8601) | | | na 'na | Performe 804 tion ! Ra IME= |bavw.valis
General grompt question
regesding whether or nat
Aariy esIssEmEnts were
collectad during the
& |--BERF | Mssmssments Collectad |- study. Char | | | |na na | BerformesO: n | negatios a0 B | value
[ndicator that & test {ar
a graup of kst or all
testc) has no evailabls
| Completion Status ¥ result(s). Char | | | |na 'na | Beriorme d04servation | negatipnlndicatar LN |value
The rationale why an
assessrment was nat
6| --REASHD | Amazan Mot Berformed ¥ abtained. Char | | na \na | Performedl , negati | DEETIODY |iern. displayName
Study Day of callection
of the assessment with
reannct bn the dabe and
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Scientific Concepts CONTENT

(BRIDG, Terminology, Data Types...)
BRIDG

————
XML V3 Tabular

XML Format(s)

Transport
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SHARE CONTERM

1 SDTM & CDASH Developmeant
2 |Twpe of domain Domains
3 [Events AE
4 | Events M
5 |Ewents LClinical Events
G |Events oS
7 _|Events O
8 | Findings W5
9 | FAndings ECG
LD |Findings IE
L1 |Findings SC
L2 |Fimdings CrA
Fimdings LE
L4 | Findings PE
L5 |Findings FA
L6 |Findings o5
L¥ | Intervention =
LB |Intervention EX
L9 |Intervention Su
0 | Special Purnposs [
1l |Special Purposs SUPPQLUIAL
2 |Special Purposs RELREC
| Study Consbruction
!3 |Concepks S
| Study Consbruction
!4 | Concepks SE
| Study Consbruction SDTMIG Section 7
!5 |Concepks TDM
6 |
L
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Longer Term CDISC Share
Development Plan

Major Development Phases Continuing SW Releases
(do not need to be aligned with Phases)

Continuous smaller
increments in content

SDTM

| @seud

CDASH

Oncology, Devices,
TA (current)

SEND and new TA

ADaM and new TA

new TA
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eSDI Initiative

B The electronic Source Data Interchange (eSDI)
initiative started in November 2004 with the
encouragement from the Food and Drug
Administration (FDA)

Organized F-D A

eSDI initiative

Leveraging the CDISC
Standards to Facilitate the
use of Electronic Source Research

Data within Clinical Trials
<Version 1.0>
q Date: 20-Nov-2006
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