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A3.16 Exclusions from Randomisation 
 

Prior to first contact by research worker 

with participant or carer 
1 

During telephone contact with participant 

or carer prior to baseline assessment 
2 

During baseline assessment 3 

1. Point of exclusion: 

After completion of baseline assessment 

but prior to randomisation 
4 

 
No     0 

Yes     1 

Ineligible for the trial 

Unknown    88 

2. 

If Yes:                                                                                  (circle all that apply) 

a. No clinical diagnosis of mild to moderate probable or possible Alzheimer’s Disease     1 

b. No co-existing depressive illness likely to need treatment with antidepressants     2 

c. Depression less than four weeks duration at referral     3 

d. Participant current taking antidepressants     4 

e. Participant’s dementia is too severe to complete the baseline CSDD     5 

f. Case is considered too critical to be randomised (e.g. because of suicide risk)     6 

g. Participant displays absolute contraindications to one or more of the trial treatments     7 

h. Participant is entered on another trial     8 

i. There is no identifiable family carer or other informant to give collateral information     9 

j Participant has a baseline CSDD score of 0 to 7 inclusive     10 

 
No     0 

Yes     1 

Consent not given for the trial 

Unknown 
   88 

3. 

If Yes:                                                                                  (circle all that apply) 

a. Participant declined to give consent for the trial     1 

b. Carer declined to give consent for the trial on behalf of the participant     2 

c. Carer declined to give consent to provide collateral information     3 

d. Referring Investigator withdrew their consent for the participant to enter the trial     4 

e. Other: ______________________________________________________________     5 

 




