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Still waiting for the perfect diary 
data...
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INTRODUCTION



Questionnaire data in respiratory studies

Patients are asked to 
estimate their symptoms 
using the scale:
 0 – None
 1 – Mild
 2 – Moderate
 3 – Severe



TTE endpoints based on patient’s diaries - 1

For TTE endpoints an appropriate 
criterion should be maintained for
a certain period

In the further examples:
Event: AVAL <= 1 for all questions
T = 43 hours



TTE endpoints based on patient’s diaries - 2



STRUCTURE OF TTE DATASET



TTE specific variables



COMMON PITFALLS



Origin of the event and baseline value

Event starts at baseline before the treatment Event starts after the treatment start

Event:  AVAL <= 1



Censoring catches

Case1 - Event doesn’t occur Case 2 - Event starts after the planned 
data collection period

Case 3 - Maintenance of needed 
criteria is after the planned data 
collection period

Source line for censoring date

Event



DEALING WITH MISSING DATA



Fully and Partially missing data



Handling of partially missing data



Handling of fully missing data - template

1. Define the list of subjects for TTE analysis - SUBJ

2. Form the list of questions - QUEST

3. Generate the full list of planned time points – TPOINT

4. Produce diary template – cartesian product of SUBJ×TPOINT×QUEST

5. Limit the list of timepoints for each subject according to the latest 

available visit in SV



Handling of fully missing data - rules
q one or two consecutive 

entire symptom scores 
are missing -> AVAL 
takes the result of the 
next non-missing 
assessment: Case 1, 
Case 3

q more than two 
consecutive entire 
symptom scores are 
missing -> AVAL 
considers that visit as 
having failed the 
endpoint: Case 2



Handling of fully missing data – result of imputation
q one or two consecutive 

entire symptom scores 
are missing -> AVAL 
takes the result of the 
next non-missing 
assessment: Case 1, 
Case 3

q more than two 
consecutive entire 
symptom scores are 
missing -> AVAL 
considers that visit as 
having failed the 
endpoint: Case 2



Handling fully missing data – PHANTOM record

üADT is taken from SV

üRules to impute time should be defined additionally



Mingle with Baseline and Day 1 data

üDay 1 Morning -> Baseline

üNo need to create additional record for Day 1 Morning



ADaMs ARRANGEMENT FOR TTE CALCULATION



ADQS vs ADDIAR

ADDIAR – Analysis Diary Dataset helps:
o to apply additional restrictions to data for TTE analysis
o to facilitate QC process



Symptom data storage in ADaM
DIARY ADaM

Symptom name Param/Paramcd

Date, time of a symptom assessment ADT/ADTM

Time point of a symptom assessment ATPT/ATPTN

Visit of an assessment AVISIT/AVISIT

Symptom score AVAL/AVALC



TEE Calculation
Determine the intervals during 
which the event requires 
maintenance

Determine the duration of the 
maintenance that falls within 
these intervals and select only 
those intervals that meet our 
requirements

Select the start time of each 
qualifying interval



CONCLUSION



Points to consider during preparing Diary data 
for TTE analysis:

o define which diary data will be used for TTE analysis; 

o define strategy for dealing with missing timepoints;

o establish censoring rules while considering the period of interest;

o pay attention to defining baseline and its possible overlap with 

scheduled assessments;

o prepare diary data  in separate dataset.
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