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Submission of Additional Documents to CTO to be uploaded in RAMSeS as part of Award 
UMCIRB Approval Letter 

UMCIRB-stamped Informed Consent Form(s) 
Final Sponsor Budget 

P.I. Has Preliminary Discussion with Sponsor 

 

Confidentiality Agreement 
Submit Sponsor Confidentiality Agreement to CTO for Review, Negotiation & Signature 
 

 

P.I. Receives Protocol & Determines Feasibility 
Use Pre-Study Checklist as a Guide 

 

P.I. Contacts Other Departments to Determine Current Specific Costs for Non-SOC Tests and Procedures  
Laboratory Tests, X-rays, IRB, Pharmacy, etc. 

 

Prepare Preliminary/Internal Budget to determine financial feasibility 
 Clinical Trial Salary Worksheet and Clinical Trial Test & Assessment 
Cost Worksheet 

Prepare & Submit Proposal in RAMSeS with following attachments: 
Clinical Trial Salary Worksheet and Clinical Trial Test & Assessment Cost Worksheet 

1572 (or for Device Trials, Investigator Agreements) 
Protocol with Schedule of Events   

Sponsor Budget 
Draft ICF  

After Proposal Approved by CTO, P.I. may further Negotiate Budget with Sponsor                     
Notify CTO if Sponsor budget is revised after internal budget approval. 

CTO negotiates CTA with Sponsor/CRO  Electronic UMCIRB Submission – enter in e-
Pirate; requires all departmental and ancillary 
approvals prior to entering IRB’s queue for review 

CTA Execution 
CTO obtains institutional signature  
CTO forwards partially executed CTA to Department for PI and Sponsor signature 

CTO Awards Proposal in RAMSeS 

PI Determines Which Costs Are Routine, aka Standard of Care (SOC): Is Drug/Biologics Study a “Qualifying Trial” for 
Medicare purposes?  Will sponsor pay for investigational device? Sponsor should pay for all non-SOC costs. 

Submit CTA to CTO for initial review for 

deal-breaker language 

CTO uploads fully executed CTA 
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*All individuals working on a clinical trial must certify effort. 

 
 
 
Special Notes:  
 

 Clinical Trial Office requires CTO approval of RAMSeS proposal prior to beginning CTA negotiations.   
 
 

 P.I.s are not authorized to sign any agreements on behalf of the University). 
o P.I.s do so at the risk of operating outside of the legal protection of the University. 
o They would also be breaking the related policy. 

 

 Notify CTO and IRB of any changes in key study personnel, protocol amendments or ICF revisions. 
 

 You may not receive payment if you do not send invoices to sponsor/CRO per the contract. 
 

 Submit Contract Amendments to CTO for review and University signature. Some may require new proposal in RAMSeS. 
 

 Send IRB renewal letters and IRB acknowledgment of study closure to CTO and DHS Grants Office. 
 

 If your project continues past the end date on your RAMSeS proposal, you should complete a No Cost Extension Form 
and submit it to the CTO. Enter an end date  which  has a cushion, in case it runs a little longer than expected. You no 
longer have to complete a new RAMSeS proposal for NCEs. 

 

 If you have a change in PI, complete the Internal Departmental PI/Admin Unit Change Request form. You no longer have 
to complete a new RAMSeS proposal for changes in PIs. 

 
 

 Submit Financial Guarantee in RAMSeS to keep your account open, if you foresee a possible delay in required CTA 
Amendment to extend contract term. 

 
 
 
 

 

Departmental Staff processes 
EPAFs for all study personnel 

for a % of their time 

Account established in Grants & Contracts Administration Start Clinical Trial 

Salary redistribution may be 
processed through Effort Reporting 
System if the Time & Effort Report* 
shows a -/+ effort on trial during a 
the certification period 

Preliminary Financial Compliance 
Review 
Triggered by receipt of first patient 
payment and corresponding Time & 
Effort Report 

Submit invoices for fees and 
completed work to sponsor 
or CRO per contract 
throughout the study. 
 


