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Children’s Healthcare of Atlanta (CHOA) and Emory University School of Medicine have formed a close partnership to advance pediatric research. This partnership often results in a grant or research study initiated at Emory requiring services or pediatric patient contact at CHOA facilities. This tip sheet offers suggestions to assist study teams initiating clinical research at CHOA.
	Tips To Get Your Study Going-Pre-Award


· Review the protocol; forward any items for clarification to the sponsor for guidance

· Let us know if any kits or supplies supporting the project are provided by the sponsor

· Anticipate additional charges for after-hours processing etc.
· Know preference or requirements for labs/procedures with several tests falling under one CPT code or with multiple codes (ex.. pregnancy urine or serum)

· Provide a statement of work or develop one in conjunction with your CHOA Sponsored Research Financial Coordinator (SRFC)
· Be prepared to meet with your CHOA SRFC within 5 working days of initiating the pre-award process 
· Always provide the final version of the protocol and alert your CHOA SRFC regarding any protocol changes
· Be prepared to address any clarification requested by CHOA ancillaries required for the project
· Provide RAS or research administrator contact at Emory as soon as possible
· Highlight sections in the protocol related to each ancillary required on the project

· Provide an IRB number if available or pending approval

· When using Emory IRB, remember to also complete and submit IAA to CHOA IRB.

· For any research administration related questions email grantsadmin@choa.org 
· Be prepared to provide documentation to the Coverage Analysis team for review (Final Protocol, Consent Forms, IND information, IRB, if available etc.)
	Tips To Keep Your Going-Post-Award 


· Complete Patient within Tracker 24 hours of any subject receiving services at CHOA facilities

· Keep enrollment in the Clinical Trial Management System (CTMS) or Project Enrollment Tracker Updated

· Keep track of the status of the subcontract for CHOA services; no subjects can be seen at CHOA facilities without a subcontract fully executed
· Provide any updates to protocol or study implementation (amendments etc.) to CHOA as soon as possible
· Review, sign, and return ancillary invoices in a timely manner
· Provide an IRB number if available or pending approval
· Ensure you have appropriate access for management of your study (P: drive access or CTMS)
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Purpose

The purpose of the Coverage Analysisis to ensure compliant
clinical research billing. A coverage analysis identifies all
clinical items or services associated with a clinical trial,
including identification of the financial accountable party,
such as the trial sponsor and/or third party payor.

Study Documents

Study Protocol is considered the "Road Map" for the
events/procedures that will take place during the research
study. The schedule of events provides the map for
reserach of the medicaid/medicare determinants in regards
to what procedure and at what time points of the
procedure are considered standard of care or not.

Sponsorship Budgets

Most Sponsors will supply the Pl and or their
industry/study site, with a study budget. The PI should
provide information on this budget as to what he considers
to be standard of care procedures versus research related
only procedures. This information is a good starting point
when researching the medicaid/medicare determinants to
support the PI's notes. The result of the determinant in
the CMS guidelines will be the final billing status.

Process

Once all pertinent study documents are received. The
Clinical Trial Feasibility Coordinator will begin working
on the coverage analysis. The therapeutic area,
disease, procedures, and time points of the procedures
during the study are all factored into researching the

CMS guidelines.

Review/Approval

Once the CAis completed and approved by the PI, the study
team will receive the final copy. Once the Notice of Award is
issued for the study, the Clinical Trial Feasibility Coordinator
will build the protocol according the CA in Epic for patient
enroliment and ultimately patient billing.

CONTACT INFORMATION

coverageanalysis@choa.org




V3 05.30.2018

