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•Current status of CDISC Terminology
• The Future of Standards
•Why do we need to change?
• Examples of current challenges
• and why they don’t need to be challenges
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Accessing CDISC Standards today

Excel
Text
PDF
ODM/XML
RDF/OWL

PDF Standards source
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Accessing CDISC Standards today

Access via API

Excel
Text
PDF
ODM/XML
RDF/OWL

PDF Standards source
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Accessing CDISC Standards in the future

Excel
Text
PDF
ODM/XML

Excel
Text
PDF
ODM/XML

PDF Standards no longer 
source for standards

Access via API

Replaces PDF Standards with machine understandable linked standards
Biomedical Concepts

RDF/OWL

Downloads of 
less importance
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Biomedical Concepts
What is it?

Right

Test
Result

Value

Units

Position

Systolic Blood Pressure

mmHg

Standing

Sitting

Supine

Location

Arm

Laterality

Left

A collection of variables
A real-world entity
Something a physician would recognize
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Complicated words for something quite simple



Biomedical Concepts

A collection of variables
A real-world entity
Something a physician would recognize

At the same time it contains the details required for a 
data manager or programmer
E.g. links to CDISC terminology

Test

Result

Value
Format = 3.0

Units

Position

Systolic Blood Pressure
C25298

mmHg

Standing

Sitting

Supine

Location

Arm
C32141

Laterality

Left
C25229

Right
C25228

C49670

C62166

C62122

C62167
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Biomedical Concepts

A collection of variables
A real-world entity
Something a physician would recognize

At the same time it contains the details required for a 
data manager or programmer
E.g. links to CDISC terminology

And when viewed in the study it is represented as a 
CRF or the SDTM annotated aCRF
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Complicated words for something quite simpleWhat is it?



Biomedical Concepts

Definition of what something is and what it consists of
(so not the structure) 13



•We need to be in control
• Too many documents to manage 
• Computers/Machines need to help us

• Development/Implementation is slow
• We don’t understand the impact of changes
• Better ways of versioning is needed 
• E.g. no company is able to implement all 4 releases/year of SDTM CT

•We need more precise ways of expressing our standards
• The world isn’t tabular 

• Traceability
• Protocol, CRF, SDTM, ADaM, Report different sides of the same coin

Why is this change happening?
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Example 1: FDA Technical Conformance Guide
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Would you follow CDISC or FDA?



Example 2: Race/Ethnicity

Subject

Asian

Black or 
African 

American

Reported RaceReported Race

Not 
Hispanic or 

Latino
Reported Ethnicity

X

X

X
X

USUBJID: 1

+ 

MULTIPLE

Female

Reported Sex
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Example 3: The BUN mystery

• Validation tools report of incorrect 
submission value!
• BUN has been stolen!

• Ongoing project, 8 trials
• Project decision: 

Always use latest SDTM CT
• Everything runs smoothly



The BUN mystery – whodunnit?

2016-03-252015-12-18

SDTM SDTM



What is a version?

2016-03-252015-12-18

BUCHE

BUPREN

CDISC
Terminology

2015-12-22

CDISC
Terminology

2016-02-25

Exists in
Exists in

Exists in
Exists in
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What is a version?

2016-03-252015-12-18

BUN UREAN

BUCHE

BUPREN

CDISC
Terminology

2015-12-22

CDISC
Terminology

2016-02-25

Exists in
Exists in

Exists in
Exists in

Exists in
Exists in

?



The Versions
The
Versions



12 versionsreleases

Codelist item changes - QSCAT

1

1

2

1



Codelist items - INTP

C41255INTP
Submission Value

Exists in codelist C101847 Cardiovascular Test Code
Label

C106479 Reproductive System Findings Test Code

C112024 Skin Response Test Code

C116106 Pharmacogenomics Findings Test Code

C120523 Holter ECG Test Code

C71153 ECG Test Code

In your SDTM submission...
...do you know from which codelist you picked your INTP?    



Codelist items - Unknown

C17998
UNKNOWN

U

Two Submission Values!

Submission Value

Submission Value

17 Codelists

Sex codelist

No Yes Response



Codelist items - Unknown

C17998
UNKNOWN

U

Two Submission Values!

Submission Value

Submission Value

17 Codelists

Sex codelist

No Yes Response



Codelist items - Unknown

C17998
UNKNOWN

U

Two Submission Values!

Submission Value

Submission Value

9 Codelists

Sex codelist

Does your define know ?



Where did Protocol deviation go ...



Where did Protocol deviation go ...

C48251

C50996

PROTOCOL DEVIATIONCompletion/Reason for Non-Completion

A variation from processes or procedures defined in a protocol. Deviations usually do not 
preclude the overall evaluability of subject data for either efficacy or safety, and are often
acknowledged and accepted in advance by the sponsor. ...

Definition

An event or decision that stands in contrast to 
the guidelines set out by the protocol. (NCI)

Definition
Submission Value

Submission Value



Summary
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•We need to take control
• Linked data represents data more closer to the real world
• Adds precision
• Speed up development and implementation
• Better version management

• Biomedical Concepts important for harmonising our world
• No longer need a perfect structures

• Launch of 
• Browse all versions of CDISC Terminology
• Watch http://www.s-cubed.global.com

http://www.s-cubed.global.com/


Thank you for listening

Johannes Ulander ju@s-cubed.dk

www.s-cubed-global.com

mailto:ju@s-cubed.dk
http://www.s-cubed-global.com/

