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Draft SDTMIG 3.1.4 – Batch 2 
Death Details domain - DD
Short summary from Stefan Bordasch
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Death Details domain - Definition

• Defined as Findings domain: “One record per finding per subject”
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Death Details domain - Assumptions

• Domain should capture information about the death like
• Cause of Death
• Primary and Secondary Cause
• Location of Death
• Wheater it was witnessed

• Intention to collect this information on a designated CRF page
• Do not derive from other information, e.g. AE or DS domain
• Should be in addition to that other domains – linked in RELREC

• No extra Controlled Terminology in place for DDTESTCD / DDTEST



Death Details domain - Examples

• DD domain example

• …and as combination for a RELREC entry
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Draft SDTMIG 3.1.4 – Batch 2 
Subject Status domain - SS
Short summary from Stefan Bordasch



Subject Status domain - Definition

• Defined as Findings domain: “One record per finding per visit per subject”



Subject Status domain – Definition (2)
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Subject Status domain - Assumptions

• SS domain is about “accommodate repeated survival questions where 
mortality is assessed many times during an ongoing study follow-up period”

• Domain is for data relating to the subject status, not for assessments

• Expected information:
• Status Collection Date
• Status Question
• Status Response

• Controlled Terminology terms not part of latest SDTM Terminology file



Subject Status domain - Examle

• SS domain example



Subject Status domain – how to use

• Regardless of the method of contact, the information should be stored in 
the appropriate topic-based domain

• Don‘t enter per FUP visit a line in DS domain for the actual status – only 
the final result

• The visit of each SS entry has to be defined in TV domain and has to 
appear in SV domain

• For the case that the subject has died…
• Store the survival status in SS domain, SSORRES = DEAD
• In DS create a line for final result of Follow-Up epoch
• In DM set the Death Flag DTHFL=Y and enter the Death Date in DTHDTC
• Depending on the protocol about the FUP period an AE entry has to exist
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Thank you

For further information, 
please contact your marketing manager
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