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mustHave

mustHave

Laboratory Test Result
(C36292)

Unit of Measure (C25709)

usesNClIcodelList

usesCodes defaultCode

mmHg (C49670);
cmHg (C147129)

mmHg (C49670)

Blood Pressure

mayHavi

Procedure Laterality
(C117526)

usesNCIcodelList

usesCodes

[LEFT (C25229); RIGHT (C25228)]
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—

(C0005823)
maVHave. Planned Time Points
Y (C2826271)
mayHave
Body position .
mayHave (C62164) usesNClIcodelList:
mustHave. Collection date/time
(C82515)
Procedure Location

(C117525)

defaultCode:

usesCodes

Biomedical Concept Specific Maps vs. Reference Maps

- " . SYSBP
mustHave—| Vital Signs Test Code (C83466) I—usesNCIcodeLnst—_—usesCodes% (C1306620); DIABP (C1305849)‘

Vital Signs Test Name (C49672) I—usesNCIcodeList——l—usesCodeSA{ (C1306620);

Systolic Blood Pressure
Diastolic Blood Pressure (C1305849)

SITTING (C62122)

commonlyUsedCodes%

SITTING (C62122), SUPINE (C62167);

STANDING (C62166)

usesNCIcodelList

commonlyUsedCodes defaultCode

SITTING (C62122), SUPINE (C62167); STANDING (C62166);
DECUBITUS (C77532); FOWLERS (C62173);
LATERAL DECUBITUS (C100758); LEFT LATERAL DECUBITUS (C62172);
PRONE (C62165); REVERSE TRENDELENBURG (C62169);
RIGHT LATERAL DECUBITUS (C62171); SEMI-FOWLERS (C62174);
SEMI-RECUMBENT (C111310); SLING (C92604);
TRENDELENBURG (C62168); UNCONSTRAINED (C90480)

ARM (C32141)
LEG (C32974);
CALF (C93027);

FINGER (C32608)

ARM (C32141)

Variable

Terminology

(Time potnt)
[Variabie]
ez
[Cosers]

|l




Biomedical Concept Specific Maps vs. Reference Maps

[Vital Signs Measurement (C49672))
I\

mus ave—HVital Signs Test Code (C83466) I—usesNCIcodeList—b_—usesCod s—p|

mustHave

Laboratory Test Result Vital Signs Test Name (C49672) }—usesNCIcodeList—P_—usesCod s—p| tal Signs Specific
(C36292) mustHave Terminology

Unit of Measure (C25709)
usesNCIcodeList mayHave PIanFCegS'glg;r;)mts Specify—>

mayHave

Body positi )
usesCodes defaultCode mayHave CCea164) usesNCIcodeList-»|POSIHON (CZL148) || —defaultCod
A4

<
‘Vital Signs Specific ‘Vital Signs Specific
mustHave. Collection date/time usesCodes |
(C82515)

Terminology Terminology
mayHa Procedure Location

(C117525)

Terminology

Procedure Laterality usesNCIcodelList -

Vital Signs Specific
Terminology

(C117526)

usesNCIcodeList
usesCodes defaultCode
usesCodes defaultCode
o =y
Vital Signs Specific Vital Signs Specific Vital Signs Specific Vital Signs Specific
Terminology Terminology Terminology Terminology
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Next Steps for Concept Development
« Complete end-to-end metadata mapping

« Collection

¥  Analysis

-  Additional concepts (e.g., demographics, study drug
exposure, etc.)

 Decide on the amount of study specific metadata that should be
represented in the map

* Incorporate FDA safety end-point use-cases
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5. Art of the Possible




CDISC 360 — Art of the Possible

« What will follow is a User Experience presentation

* Purpose:
* lllustrate how the CDISC 360 concept model will enable automation
 For illustration only: CDISC 360 will not deliver software to the industry

« Scope of the User Experience:

* Use the CDISC Library to create a simple study specification
» Use concepts to generate an eCRF and Define-XML

=» These automations reflect what CDISC 360 achieved to date
« After this User Experience, we will show how the back end works today

cdisc
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Thank You!

Peter Van Reusel
Sam Hume



