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• Dosing diaries capture real-world, daily 

medication intake beyond site visits, reflecting 

participant-recorded data.

• Participants record information as events happen

• Reduces recall bias compared to reporting during 

site visits

Capturing dosing through Diaries



Challenges in Diary-Based Dosing
Lacks visit-

specific 
information

Planned dose 
weekly vs  Actual 
dose daily -> Date 

derivation

Titration data 
complexity

Free text fields 
and check 

boxes

Incomplete or 
missing diary 

data

Dose 
represented in 

more than 1 
unit



What the Standards Require?

Clear distinction between planned and performed 
dosing

Consistent and standardized dose representation

Accurate start and end dates for dosing records

Proper handling of missing or unconfirmed dosing



Handling Diary Data in SDTM



Test scenario
Consider a scenario where dosing data is collected from 3
sources: the drug is administered once during a clinic visit,
while the remaining doses are taken at home and recorded
in a patient diary. Additionally, the planned dose for each
participant is maintained in a separate dataset.

Planned 
Dose form

Study Drug 
Administration Form

Dosing 
Diary



Planned Dose 
Form



Study Drug 
Administration 
Form



Dosing Diary



Planned 
Dosing

• “SCHEDULED” records

• Planned start date sourced from PD form

• End date derived from subsequent planned 
start date

Performed 
dosing

• Clinical visit dosing – with mapped visit info

• Dosing Diary records – without visit, 
differentiated using ECCAT =  “DOSING 
DIARY”

Dosing Diary 
not returned 

or completed

• ECOCCUR = N

• ECREASOC = Diary Not Completed / 
Returned

Practical 
Strategies



Dose Level 
Changes

• Titration → ECADJ

• Other reasons → ECADJOTH (SUPPEC)

Practical 
Strategies

Dose Units

Dose volume (mL) → ECDOSE / ECDOSU
Dose strength (mg) → ECPSTRG / 
ECPSTRGU
Protocol dose (mg/kg) → SUPPEC



Test scenario
The final SDTM EC 

dataset 



Test scenario

The final SDTM 
SUPPEC dataset 



Test scenario
The final SDTM EX 

dataset 



This example illustrates how diary-based dosing

challenges were addressed and incorporated into

SDTM while preserving clarity, traceability, and

standards alignment.

Conclusion
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