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Overall Abstract: Fueled in part by the 21st Century Cures Act, there has been an increased 

emphasis from FDA and other stakeholders on the use of Real-World Data (RWD) and 

RealWorld Evidence (RWE) in the treatment development process. There has been considerable 

progress incorporating RWE into the clinical evidence generation plans across a range of 

therapeutic areas (eg., oncology). Indeed, the COVID-19 pandemic has provided an important 

impetus to refine the way industry and regulatory stakeholders think about RWE.  

 

In spite of these advances, there has been relatively less progress in the use of RWE in 

behavioral and mental health. There are few, if any, use cases of regulatory decisions in across 

psychiatric indications that have been influenced or informed by RWE. There are a number of 

potential reasons for this. First and foremost is the nature and quality of real-world data that are 

routinely gathered in behavioral health clinical settings and the relationship between these data 

and those gathered in randomized controlled trials. Across psychiatric indications, the primary 

outcomes that are routinely used in clinical trials are almost never collected in routine care. This 

makes it challenging to draw comparable conclusions regarding efficacy/effectiveness from 

behavioral health RWD. A second limitation that is not unique to behavioral health is that the 

patients seen in clinical trials are not representative of those seen in routine care. Comorbid 

psychiatric (and medical) conditions are the norm, not the exception, and so comparability across 

settings is difficult to evaluate. Finally, data gathered in routine clinical care, is either subjective 

and largely unstructured (as is the case with data from electronic health records) or lacks depth 

and clinical richness (as is the case with insurance claims data).  

 

Despite these myriad challenges, there are opportunities to innovate the ways that RWE can be 

used more effectively in behavioral health research. The continued development and refinement 

of data science methods such as natural language processing provide tools to help derive 

structure and clinical meaning from the traditionally variable and unstructured data captured in 

routine behavioral health care. In addition, the explosion of tools to gather, aggregate, and 

process vast amounts of patient generated health data holds great promise to augment the kinds 

of information gathered in clinical settings, which often do not capture the most important 

features of a patient’s journey.  

 

The overall objective of this panel is to take a critical and in-depth look at the challenges for 

using RWE in behavioral health and to explore opportunities for innovation. We aim to solicit 

input from diverse stakeholders across industry, academia, and regulatory bodies. We will also 

hear from experts in therapeutic areas that are farther ahead in the use of RWE than behavioral 

health. This panel will serve as an important point of departure for a journey to help define the 

field of RWE for behavioral health.  

 

Learning Objectives:  



 
 
1. Be familiar with the construct of RWE and why it is important to facilitate treatment 

development in general.  

2. Characterize both the challenges and opportunities for using RWE in mental and behavioral 

health. 

 


