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For Patient Participants:
    
    Patient has a diagnosis of dementia,  
Patient has a primary caregiver that is eligible for and (identified as having primary responsibility for patient) 
agrees to join the study
Patient is covered by Medicare or Medi-caid or is Medi-pending,
Patient death is not imminent (assessed by asking the referring provider “Would you be surprised if this patient 
died in the
next 6 months or is hospice eligible?”),
Patient speaks either English, Cantonese, Mandarin, or Spanish,
Patient lives in California or Nebraska or Iowa,
Patient is age 18 or older
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For Caregiver Participants:

18 or older
Speaks either English, Cantonese, Mandarin, or Spanish,
Has primary responsibility for dementia patient that is eligible for and agrees to join the study
�
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Amendments 
Trial Protocol Amendments 
 

1. The screening visit, consents, and all outcome measurement were conducted via phone. 
2. A $25 gift card was provided for completion of all 6-month and 12-month surveys. 
3. The original trial protocol stated that QoL-AD would be collected with the caregiver only if the person with 

dementia was unable to complete it. Prior to study initiation, however, we decided to always collect all 
primary and secondary study outcomes with the caregiver for consistency. 

4. The Agile Survey was administered to 132 participants in the intervention group 3-4 months following 
enrollment. It was then discontinued to minimize participant burden. The results from this survey were 
previously published (Possin et al., 2017).  

5. The intervention was provided during normal business hours.  
6. Several changes to the outcome measures and statistical analysis plan were made between submission of 

the trial protocol (10/31/2014) and enrollment of the first participant (3/20/2015). The final outcome 
measurement and statistical analysis plan is described in the Statistical Analysis Plan. 

 
Statistical Analysis Plan Amendments 
 

1. Initially, the FAST was used as the measure of dementia severity. The Quick Dementia Rating Scale 
(QDRS; Galvin 2015) was published shortly after study initiation and was felt to be a more appropriate 
measure for the study, and so a shift was made at that time.  

2. The Statistical Analysis Plan indicated that we would not include 6-month data in the patient outcome 
treatment effect analyses because of the timeline of care that first addresses caregiver needs before taking 
actions to address patient needs. Because of this timeline of care, caregiver outcomes are expected to be 
impacted by 6-months, and PWD outcomes by 12-months. Guided by reviewer feedback that this may be 
confusing to include 6-month caregiver data but not 6-month patient data, we added the 6-month data to the 
models for the patient outcomes. The results were nearly identical to when these data were excluded from 
the analyses. The same patient outcomes (emergency department visits and quality of life) were significant 
using each method. In sum, we made this change for clarity and completeness but it did not impact the 
study findings. 
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