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Therapeutic Area User Guides (TAUGs) 

Pipeline of TAUG releases or updates	
  

 	
   2011	
   2012	
   2013	
   2014	
   2015	
   2016	
  

#TAUGs	
   1	
   4	
   7	
   9	
   12	
   10	
  





Therapeutic Area User Guides (TAUGs) 
Alzheimer's "
Asthma "
Cardiovascular "
Diabetes "
Dyslipidemia (Draft)"
Multiple Sclerosis "
Pain "
Parkinson's Disease "
Polycystic Kidney Disease "
Schizophrenia (Draft)"
Tuberculosis "
Virology"



Origin of domains in TAUGs 
The origin of the 53 domains used in TAUGS are distributed across:"

SDTMIG v3.2"
SDTMIG Medical Devices v1.0 (SDTMIG-MD v1.0)"
SDTMIG Associated Persons v1.0 (SDTMIG-AP v1.0)"
Draft domains proposed (TAUG Draft domains not yet in any SDTMIG)"

1" 2"

3"

4"

1"
2"
3"
4"



Why focus on Medical History? 



Domains Sorted by Level of Use 

#TAUG 	
  Domain	
   Alz	
   Asth	
   CV	
   Diab	
   Infl	
   MS	
   Pain	
   PD	
   PKD	
   QT	
   TB	
   Vir	
  
9	
   DI	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
  
9	
   FA	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
  
9	
   MH	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
  
7	
   CE	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
  
7	
   LB	
   X	
   X	
   X	
   X	
   X	
   X	
   X	
  
6	
   CM	
   X	
   X	
   X	
   X	
   X	
   X	
  
6	
   MO	
   X	
   X	
   X	
   X	
   X	
   X	
  
5	
   DU	
   X	
   X	
   X	
   X	
   X	
  
5	
   PR	
   X	
   X	
   X	
   X	
   X	
  
4	
   HO	
   X	
   X	
   X	
   X	
  
4	
   PF	
   X	
   X	
   X	
   X	
  



What is Medical History? 

Diagnosis"
Symptoms "
Method of diagnosis"
Family History"



Medical History is Mapped to… 

Diagnosis"
"

Symptoms "
"

Method of diagnosis"
"

Family History"

Medical History – MH"
"

MH or Findings About - FAMH "
"

DI (Device In-Use)"
"

APMH (or FAMH)"



MHCAT 



MHCAT 



MHCAT for Diagnosis 

1.   MHCAT = PRIMARY DIAGNOSIS"
"

2.   MHCAT = STUDY INDICATION"
"

3.   MHCAT = Disease!
"

4.   FA approach, FAOBJ = MHCAT/MHTERM"

4 approaches are used across TAUGs: 



MHCAT for Diagnosis: Approaches 1-3 

1. 

2. 

3. 

Disease! PRIMARY DIAGNOSIS"

Disease! STUDY INDICATION"

Specific Type! Disease!



MHCAT for Diagnosis: Approach 4 
Since MH is too general, put specifics in FA 



3 ways to capture symptoms 

MS"

Pain"



Parkinsons TAUG is the most complete 



Parkinsons TAUG is the most complete 



Date of Diagnosis vs. Onset of Symptoms 

2"

3"

1"



Schizophrenia TAUG has the final answer? 

A peek into the new SDTM version:"
"
"
"
"

SDTM v1.5 introduces MHEVTYP"



Standards Hierarchy 
Which standard is applicable in cases of ambiguity, such as:"

Should TAUGs released after Schizophrenia use MHEVTYP even though 
it has not been implemented in SDTM yet?"
"
Once the MHEVTYP is implemented in the SDTM, does it then supersede 
what is written in other TAUGs?"
"
Is it OK to submit draft TAUG domains before they are implemented in 
SDTMIG?  Can they be used in other therapeutic areas?"
"



Conclusions & Recommendations 

We are happy to see how TAUG  development is aiding in the work to 
extend and improve future versions of CDISC standards "
"
Future TAUG versions should reduce variation as much as possible"
"
Electronic Metadata Repositories (e.g. SHARE) and the use of “Research 
Concepts” can be utilised to improve this"
"
The standards hierarchy needs to be clarified"
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