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# TAUGs Based on Date and Version SDTM version SDTMIG

1 Therapeutic Area User Guide for 
Parkinson’s Disease

NEUROLOGY

This is the provisional Parkinson’s disease user guide for Human Clinical Trials 
corresponding to
the CDISC Study Data Tabulation Model. It is based on the CDISC Submission Data 
Standards
and domain models but includes draft domains slated for a future release of the SDTM
Implementation Guide.
·This work was funded by National Institute of Neurological Diseases and Stroke 
(NINDS),
funded under a subcontract with KAI Research, Inc., via NINDS contract N01-NS-7-
2372.

2012-12-18 

v1.0 - Provisional

- -

2 Therapeutic Area Data Standards User 
Guide for Alzheimer’s Disease and Mild 
Cognitive Impairment
NEUROLOGY

CFAST Alzheimer’s Development Team
• This document corresponds to the SDTM v1.4 and SDTMIG v3.2.

2013-12-16

2.0 TAUG-Alzheimer’s v2.0

1.4 3.2

3 Therapeutic Area Data Standards User 
Guide for Multiple Sclerosis

NEUROLOGY

Multiple Sclerosis Outcome Assessments Consortium and the CFAST Multiple Sclerosis 
Development Team
• This document corresponds to the SDTM v1.4 and SDTMIG v3.2.

2014-05-02

Provisional Multiple 
Sclerosis User Guide v1.0 
release

1.4 3.2

4 Therapeutic Area Data Standards User 
Guide for Traumatic Brain Injury 

NEUROLOGY

This document is based on SDTM v1.4 and SDTMIG v3.2, and on CDASH v1.1 and 
CDASHUG v1.0.
• This document is based on SDTM v1.4 and SDTMIG v3.2, and on CDASH v1.1 and 
CDASHUG v1.0. 

2015-12-02 

Version 1.0 for provisional 
use

1.4 3.2

5 Therapeutic Area User Guide for 
Huntington's Disease

NEUROLOGY

CFAST Huntington's Disease Standards Team
• This document is based on SDTM v1.5, SDTMIG v3.2, SDTMIG-PGx v1.0, and 
SDTMIG-MD v1.0 (provisional).

2018-10-01

1.0 Provisional

1.5 3.2
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Origins of domains used in TAUGsSDTMIG v3.2

SDTMIG-MD 
V.1.0

SDTMIG-AP 
V.1.0

Draft domains 
proposed

SDTMIG-PG 
V.1.1
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1) Define TA
2) Rawdata mapped into any existing SDTMs
3) Any TAUG
4) Any CT

EXAMPLE from TAUG != REQUIREMENT
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# Year TAUGs TAUGs in Neurology

1 2012 1 1

2 2013 3 1

3 2014 3 1

4 2015 5 1

5 2016 9

6 2017 5

7 2018 4 1

8 2019 5

9 2020 6+
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# SDTM PD AD HD MS TBI Total Comments
1 DI + + + + + 5
2 DU + + + + + 5
3 MO + + + + 4 Is decommissioning
4 *DO + + + + 4 SDTMIG-MD
5 MH + + + 3
6 PR + + + 3
7 NV + + + 3
8 BS + + + 3
9 LB + + 2

10 AG + + 2
11 CE + + 2
12 OE + + 2
13 FA + + 2
14 BE + + 2
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AD PD MS TBI HD
Cognitive Impairments Tremor Depression Loss of Consiousness Irritability

Speech Problems Walking Impairment Pain Memory Loss Depression

Depression Gait Impairment Numbiness/Tingling Speech Problems Pain

Sleeping Changes Spacticity Sexual Dysfunction Confusion Fatigue

Gait Slowed Pain Fatigue Dizziness/Vertigo Sleeping Problems

Dizziness/Vertigo Depression Spacticity Blurry Vision Walking Impairment

Swalllowing (Advanced 
Stages)

Bowel/Bladder Problems Lower And Upper Extremity 
Impairments

Tinnitus Upper And Lower Extremity Impairments

Pain Fatigue Walking Impairment Sleeping Impaired Dizziness/Vertigo

Sleeping Impaired Bowel/Bladder Problems Changes in Behavior and/or 
Mood

Cognitive Impairments

Dizziness/Vertigo Dizziness/Vertigo Speech Problems

Cognitive Impairments Cognitive Impairments

Speech Problems



New domains, pt.1
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SPECIAL PURPOSE DOMAINS 

1) SM
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SPECIAL PURPOSE DOMAINS 

1) SM

INTERVENTIONS

1) AG

2) ML
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SPECIAL PURPOSE DOMAINS 
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STUDY REFERENCES SECTION
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New domains, pt.2, Morphology/Physiology
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SPECIAL PURPOSE DOMAINS 

1) Cardiovascular System Findings (CV)
2) Musculoskeletal System Findings (MK)
3) Nervous System Findings (NV)
4) Ophthalmic Examinations (OE)
5) Respiratory System Findings (RE)
6) Urinary System Findings (UI)
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SPECIAL PURPOSE DOMAINS 

1) Cardiovascular System Findings (CV)
2) Musculoskeletal System Findings (MK)
3) Nervous System Findings (NV)
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5) Respiratory System Findings (RE)
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PROS:

o Clearly defined rules and 

codelists

o Consistency

o Principles

o TA
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CONS:

o Duplicated information

o Specific domains 

(important/not important)

o Updates

o No validation 
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Q U E S T I O N S ?



Intego Group, LLC
555 Winderley Place, Ste. 129, 

Maitland, FL 32751 
Phone: +1 (407) 512-1006
www.intego-group.com
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