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Trigger

A Sponsor begins formulation of the patient recruitment strategy for a new study.

Primary Scenario

The system selects a study and study version from a USDM-compliant information stream and 

extracts the study-subject Inclusion/Exclusion (I/E) criteria. The information is packaged and 

transmitted to participating Patient Screening Facilities where it is used to query health record 

systems for patients that meet the I/E criteria. The screening facilities, following relevant 

national/regional patient data privacy laws and taking into account all informed concent 
considerations, return de- identif ied, summary- level information to the Sponsor in response to the 

query. The returned results support calculation of patient recruitment estimates.  

Result
Sponsor acquires data for patient popultion sizes strategy and builds study patient recruitment 

models.
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