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ABSTRACT: Well-designed and 
conducted randomized controlled trials 
(RCTs) are the “gold standard” for evalu-
ating most health care interventions, but 
it is challenging to recruit large and rep-
resentative samples, costs can be pro-
hibitive, and some have limited real-
world generalizability. RCTs are increas-
ingly being conducted using cohorts and 
routinely collected data (registries, elec-
tronic health records, administrative da-
tabases) to identify eligible participants, 
outcome ascertainment, to implement an 
intervention, or a combination of these 
purposes. These designs may increase 
feasibility by reducing cost, time, and 
other resources and may facilitate the 
conduct of trials that more closely repli-
cate actual clinical practice. The Sclero-
derma Patient-centered Intervention Net-
work (SPIN) was one of the first groups 
to adapt the cohort multiple RCT design 
in its trials of tools to support quality of 

life among people with the rare autoim-
mune disease systemic sclerosis 
(scleroderma).   

OBJECTIVES: 

1. To summarize key design elements 
and potential advantages and challenges 
of using cohorts and routinely collected 
data to conduct clinical trials ; 
 
2. To describe the experience of one 
research group in using a cohort as an 
ongoing framework for clinical trials ;  
 
3. To describe lessons learned as an 
early implementer of cohort-based trials, 
including unanticipated advantages and 
disadvantages.   
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