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 No  

Study Opportunity Proposed to Principal 

Investigator (PI), Study Coordinator (SC) or 

Erlanger Institute for Clinical Research (EICR) 

Process Ends 

Sponsor Sends Confidential Disclosure 
Agreement (CDA) to PI/SC/EICR for 

execution 

Is Erlanger PI involved? If PI only, he/she 

executes & returns 

to sponsor. 

Process Ends PI/SC/EICR sends CDA to IRB 

Admin for EHS legal review 

CDA returned to PI/SC to obtain VP signature 

& Sponsor sends study information to PI/SC 

Process Ends Is PI and EHS selected by sponsor? 

To next 
step… 

Yes 

No 

No 

Yes 

Yes 

Study Initiation 

phase. 

Interested? 

CDA acceptable? 

Yes 

No 
CDA changes returned 

to PI/SC/EICR to return 
to sponsor 

PI/SC/EICR reviews study for feasibility 

Still Interested? 

Yes 

No Process Ends 

Feasibility Questionnaire is completed by 
PI/SC/EICR and submitted to sponsor & onsite 

selection visit occurs. 

No 

Selection 

Phase 

Pre-Award Contract Analysis of Clinical Research 

Study 
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PI/SC/EICR complete & submit relevant 

documents per MCA checklist to IRB Admin 
www.utcomchatt.org  

PI/EICR negotiates budget with sponsor. 

Approved MCA & final budget is sent to IRB 
Admin to load in Collaborator.  

Research  conducted by non-EHS 

investigator:  
Submit investigator-site agreement & BG 

to IRB Admin for PSO & legal to review & 

obtain hospital research fees. 

Research conducted by EHS or EHS 

investigator:  

Submit agreement & BG to IRB Admin for 
PSO & legal to review & obtain hospital 

research fees 

Track changes are forwarded to sponsor via IRB 
Admin/EICR/SC/PI 

Additional changes from sponsor/PI 

Final Agreement is signed by  

EHS VP/PI/Sponsor  

Yes 

No 

PI/EICR/SC send executed agreement to 

IRB Admin to load with IRB approval letter 

to generate MediTract #. 

PI/SC/EICR receives study documents to 
obtain approvals and execute agreements. 

 

Are Contract Ancillary Services Involved? 

No 

Yes Contact group to setup 
agreement for services  

(ACE, LabCorp, 

PathGroup, TIIA, etc.) 

IRB Admin routes documents for review in 

Collaborator – Legal, Purchasing, Payor Relations, 
Finance & Compliance  

 

IRB Admin sends final BG & 

protocol to EICR for eChart 

study record creation 

Revenue Integrity completes 

MCA 
Research conducted by 

EHS or EHS investigator:  
Submit to Contract 

Committee to create & 

execute agreement 

Contract Analysis of Clinical Research Study 

http://www.utcomchatt.org/
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Patient Enrollment 

Begins 

EHS research 

team 

Non-EHS 

research team 

Charges are coded during 

claims processing & 

released  

Patient/Payor is billed at 

the end of the month. 

SC sends completed BG to eChart.Research 

@erlanger.org to associate patient to study & 
supporting documentation for medical record 

(informed consent, notes, results, etc.) 

No 

Yes 

Associate patient to appropriate 

Research study 

Yes 

Are research services provided? 

Are Contract Ancillary 

Services Involved? 

SC sends completed BG to 

eChart.Research 

@erlanger.org to review & 

identifies research charges 

SC reviews research patient’s charges 

& makes changes if needed 

Second review is 
performed 

For questions, email: 

eChart.Research@erlanger.org 

No 

Identification of Research Patients & Billing 

Notify Contract 

Ancillary Group 
of research 

services 

 

Charges are released 

Patient/Payor is billed. 

Billing%20Grid%20Masters/Copy%20of%20Clinical%20Research%20Billing%2010-17%20(2).xls
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BG Billing Grid 

CDA Confidential Disclosure Agreement 

EHS Erlanger Health Systems 

IRB Institutional Review Board 

EICR Erlanger Institute for Clinical Research 

MCA Medicare Coverage Analysis 

PFS Patient Financial Services 

PI Principal Investigator 

PSO Privacy and Security Office 

SC Study Coordinator 

 

 

Abbreviations List 


