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NEW CONCEPT DISEASE MILESTONES 

• Invented during creation of Therapeutic Area User Guide „Diabetes“ v1/2014  

from handling of disease history  

to handling of timing of events of interest (study related) 

 

• Adding an event of interest to related domains was inconsistent:  

 

- e.g. a hypoglycemic event  was added as –TPT        to LB (finding)  

                                                             but as –TPTREF to EX (intervention) 

 

- construction of RELREC to link all related information of those events was 

insufficient 
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NEW CONCEPT DISEASE MILESTONES 
(CONTINUING) 

• New timing variables RELMIDS, MIDS, MIDSDTC and domains TM and SM designed  

• Variables to be used in related domains, TM and SM to describe milestones/events 

on trial/subject basis, no RELREC needed for those events 

 
OLD NEW 
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• describe Disease Milestones (events of interest) at trial level  
•  observations or activities expected to occur 
•  expected to happen before the study, or during the study  
•  no current CT  

 

Example TM:  
Diabetes trial: initial diagnosis of diabetes and the hypoglycemic events occur during 
trial have been identified as Disease Milestones of interest.  
 

 

DOMAIN MODEL - TM 
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•  describe Disease Milestones (events of interest) at subject level  
•  record the timing per subject of Disease Milestones that have been defined in the 
 Trial Disease Milestones (TM)  

•  Milestones occurring once (TMRPT = N) use MIDS = MIDSTYPE or abbreviation;  
•  Milestones occurring multiple times (TMRPT = Y) use MIDS = abbreviation of  
 MIDSTYPE + sequence number.  

•  start date/time is the critical date/time, and must be populated 

DOMAIN MODEL - SM 
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 Example SM: 
Subject 1: Initial diagnosis of diabetes in October of 2005; partial date so SMDY is not 
populated.  No end date/time was recorded for this Milestone. Two hypoglycemic 
events occurred, only start date/times have been collected. 
Subject 2: Initial diagnosis diabetes in May 2005, full date. No hypoglycemic events. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Example TM: 
 
 

 

Both domains linked by MIDSTYPE. 
 
 
 

Example related domains EX, LB: 
 
 
 
 
 
 
Related domains linked by MIDS. 

EXAMPLES 

HYPO 1 

HYPO 1 
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THANK YOU 
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