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Methodological Question Being Addressed: Does the VRFCAT demonstrate acceptable 
psychometric properties, practicality, and validity to serve as an endpoint in schizophrenia 
clinical trials? 
 
Introduction: The FDA requires drug developers focused on cognitive improvement in 
schizophrenia to demonstrate the functional relevance of any improvements with a co-primary 
measure of functional capacity.  The Virtual Reality Functional Capacity Assessment Tool 
(VRFCAT) uses a realistic simulated environment to create a series of routine activities of daily 
living.  The FDA recently accepted the VRFCAT into its Clinical Outcome Assessment (COA) 
Qualification Program as a co-primary measure of functional capacity in schizophrenia. This 
program is intended to qualify COAs that can be relied on to have a specific interpretation and 
application in any drug development program and regulatory review. This presentation 
describes data supporting the successful application for the VRFCAT to enter into the FDA COA 
Qualification Program and plans for producing a final qualification package.  
 
Methods: The VRFCAT is a digital performance-based outcome measure that assesses the 
ability to prepare a meal, shop, use transportation, and handle money, four of the key 
functional outcome challenges in schizophrenia. It is one of only four COAs that have been 
accepted into the FDA Qualification Program, although the final qualification determination has 
not yet been made. Following a series of early method development studies, data were 
collected in a large (N=334) psychometric and validation study of the VRFCAT in primarily 
chronically ill patients with schizophrenia and healthy controls that assessed cognition with the 
MATRICS battery (MCCB) and functional capacity with the UCSD Performance-based Skills 
Assessment (UPSA).  Complementary data were collected in a study of 55 patients with recent-
onset psychosis and matched controls  conducted at UCLA.  
 
Results:  In the large study of primarily chronically ill patients, the VRFCAT demonstrated high 
sensitivity to impairment in patients vs. healthy controls (d=1.2), high test-retest reliability 
(ICC=0.81), no practice effects (d=-0.04 compared to d = 0.35 for the UPSA), and large 
correlations with the UPSA (r=−0.56) and MCCB (r=−0.57). Similar results were found in early 
phase patients, including a large patient vs. control difference (d = .82) and large correlations 
with the UPSA (r = -0.66) and MCCB (r = .70), as well as strong correlations with real-world role 
(r = -.52) and social (r= -0.41) functioning. The VRFCAT was also found to have low burden from 
the perspectives of patients and testers.  
 



Conclusion: The VRFCAT demonstrates a wide range of good psychometric characteristics, 
convergent validity, and practical strengths in early and late phases of schizophrenia that 
supported its acceptance into the FDA COA Qualification Program.  The FDA requires additional 
data analyses and further data collection to support a full qualification package.  Our current 
data analytic activities include evaluating the latent structure and treatment sensitivity of the 
VRFCAT.  We also recently received a grant from the FDA to collect new qualitative evidence to 
confirm the content validity of the VRFCAT.  We will conduct semi-structured interviews with 
patients, family members, and peer support specialists to determine whether they view the 
VRFCAT as important and meaningful for independent functioning. 
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