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PURPOSE
The OnCore™ CTMS and EPIC EMR systems support an interface that communicates information about research studies from OnCore to EPIC to create a study record within EPIC.

REVISIONS FROM PREVIOUS VERSION
– Initial writing

POLICY
– As part of the study registration process, the Clinical Research Office (CRO) reviews each study to determine if it:
a) May generate billable charges within EPIC and/or
b) Involves an investigational drug (inpatient/oncology) or device

DEFINITIONS
CRO – UB’s Clinical Research Office
CSR – Central Study Registration system
CTMS – Clinical Trial Management System
EMR – electronic medical record (referred to as EPIC in this document)
RPE – Retrieve Process for Execution - OnCore-EPIC interface to integrate protocol and subject level information from OnCore to EPIC

SYSTEM of RECORD- 
OnCore is the system of record for protocol and subject level information – any edits needed to protocol record or subject status is initiated in OnCore
EPIC is the system of record for subject demographics

RESPONSIBILITIES
– Study Team
Enter new study into CSR system
Ensure all study team members have been entered into CSR
Identify any specialized EPIC tools required for study

– CRO - CSR Processor:
Review the CSR entry for study locations and presence of known elements of the study that satisfy the criteria noted in 3.1
Notify OnCore specialist of study via CSR of upcoming study and requirement for study to be entered via RPE into EPIC environment
Notify EPIC liaison of study via CSR of upcoming study that will be entering EPIC upon IRB approval within OnCore. Requested services (if known) will also be communicated at this time for follow-up by EPIC team with study team member identified in CSR form

– OnCore Specialist
Initiate protocol build from information within CSR into OnCore environment
Build study calendar and coverage analysis
Communicate with EPIC team to ensure complete build

– EPIC Team
Review CSR form for studies identified as requiring EPIC follow-up with study team regarding any specialized EPIC tools requested by study team
Communication with OnCore team to ensure complete build

PROCEDURE
– Study team enters study into CSR system ensuring: 
Identify if study will receive care or procedures within participating entities
Ensure all study locations have been identified in which study procedures may take place
Identification of any specialized EPIC tools requested
Complete study team member entry with staff roles identified

– CRO-CSR Processing
Assess CSR entry to establish if study requires integration into the EPIC system
Identify request from study team for build of any specialized tools in EPIC
Ensure each study team member requiring EPIC access have completed EPIC training and have an EPIC EMP# included in their OnCore staff record
Provide information to study team for any study staff requiring access/training as identified in 6.2.3
Notify OnCore specialists of study that will require EPIC integration
Notify EPIC  team of study that will be integrated into the EPIC EMR and any request for specialized tools to be built
Complete CSR processing as per usual and customary practice and send summary email to include informational instructions for next steps/requirements

– OnCore Specialist
Review incoming CSR form for integration into EPIC
OnCore specialist will be informed when study has been moved to a ‘submitted’ status in CLICK IRB through morning reports 
Begin protocol build in OnCore to include:
Calendar build for subject visit
Initiate coverage analysis
Recording of NCT #, IND/IDE # and associated information
Enter study staff and assign appropriate roles as per CSR form
Provide coverage analysis and calendar to study staff for approval to finalize
 
– EPIC Team
Review incoming CSR form for integration into EPIC
Reach out to study team for any specialized tools requested
Create requested tools for inclusion in EPIC record





MATERIALS
Flow diagram of registration process
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