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The Methodological Question Being Addressed:  
 
Should use of patient and clinician perspectives be incorporated in the guidelines for 
development, refinement, feasibility and usability of ePROs in schizophrenia trials? 
 
Introduction (Aims):  
 
Patient-centered outcomes research (PCOR) improve care quality and patient outcomes by 
providing information that patients, clinicians, and family members need regarding treatment 
alternatives, emphasizing patient input to inform the research process and development of 
assessment tools. Although ePROs has been implemented successfully in many populations, 
there is insufficient evidence regarding the performance of ePROs in schizophrenia. Symptom 
exacerbations are not timed events. Knowing that patients are under no direct obligation to 
enter data on a real-time basis, and that they can wait days or even weeks and then try to recall 
their experience, ePRO can provide the necessary assurance that data was entered by the 
patient at the time the episode occurs. The aim of the present study was to provide patient and 
clinician perceptions of completing ePROs, expectations of ePRO devices for PCOR and on-site 
clinical visit to refine ePRO deployment in schizophrenia. 
 
Methods:  
 
35 individuals with schizophrenia were enrolled, and 12 clinicians were surveyed. Participants 
completed assessment of the ePRO (Awareness of Insight: AIS) disseminated as push messages 
weekly for 6 months, CGI-S, SF-36, PANSS, and Brief Assessment of Cognition (BACS). 
Compliance rates, feasibility and usage, user acceptability and reliability and validity estimates 
were assessed. 
 
Results:  
 
Compliance rates showed a consistent decrease in use of ePRO device from Week 1 to Week 24 
(90% to 62%). 80% participants found the app easy to use, 58% indicated operational issues 
(app did not work, font size was too small, difficult to press buttons due to EPS), 58% indicated 



it was easier to answer the questions on an app than to a clinician, and 25% indicated they 
could not differentiate between options for each question (e.g., rarely and sometimes). 
Additionally, 54% indicated they did not like the frequency with which they had to answer the 
ePRO questions. 92% of clinicians indicated they liked the email notifications for participants 
flagged for aberrant changes in Insight as opposed to logging into a dashboard daily, and 83% 
indicated that they thought the app was helpful to get information on the participant outside of 
clinic visits. Clinicians also reported the quality of the phones resulted in delays in data uploads 
and data collection for 86.36% of subjects. Internal Consistency for the ePRO, AIS, was high (α = 
0.81), AIS correlated with PANSS G12 (r = 0.50, p = .009) and with the PANSS Disorganization 
factor (r = 0.41, p = .011). Test-retest reliability are moderate, ICCs = 0.70. 
 
Conclusions:  
 
Health-related smartphone apps are being widely considered for individuals with schizophrenia 
for self-monitoring and follow-up. Many clinicians believe that ePROs may 
improve patient outcomes compared with traditional methods of monitoring change, which 
usually does not occur until a clinic visit which can be weeks or months apart. Importantly, the 
issues encountered in this population are likely to differ according to the type of electronic 
device, study design (eg, frequency of assessments), and the content of the instruments used. 
User Acceptability, feasibility, comparison with standard validated measures and accessibility 
are important factors to consider for validation of ePROs beyond the psychometric analysis.  
 


