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PI interested in 
pursuing a Clinical 

Trial

Sponsor provides 
draft CDA; study 

team uploads into 
RAPSS for review.

PI/Study Team 
performs 

Investigator 
Feasibility Review

CDA is reviewed 
& executed.

Study Team 
submits to 
OnCore via 

ePRMS module.

Sponsor selects 
site & provides 

startup 
material

CTO reviews 
submission for 
completeness

Study Feasibility 
Check via Deep6.

Does study 
appear feasible?

Does PI still wish 
to proceed?

SRB convened to 
review.

No

Yes

Study is 
terminated.

Joint decision 
to proceed.

No

Protocol Schedule of 
Events Built

(Approx 1 Week)

Medicare 
Coverage Analysis 
(MCA) Completed
(Approx 3 Days)

Contract Negotiated
(Approx 6-10 Weeks)

IRB Application (Central & Local)
(Approx 3-6 Weeks)

Other Departmental Processes – as required
(varies)

Budget Negotiated
(Approx 6-8 Weeks)

Partner Hospital Process/Approval 
(Approx 3-4 Weeks)

Study Team 
reviews calendar

(5 days)

Budget Build in 
OnCore
(3 days)

Calendar 
Released in 

OnCore
(1 day)

Budget Released 
in OnCore

(1 day)

Contract 
routed for 
signature  
(2 days)

Executed 
Contract 

Documented in 
OnCore  (1 day)

IRB Approval Received & 
Documented in OnCore

(3 days)

Study Team receives 
OnCore notification 

to open study to 
accrual

SIV Occurs
OnCore Study 

Opened to 
Accrual

Recruitment Begins 
& Study Team 

Documents Subject 
Accrual in OnCore.

No

Legend

Gray indicates CTO 
responsibility.

Blue is study team 
responsibility.

Gradient is a joint 
responsibility, or CTO 
service upon request.

Yes

CTO Intake 
Discussion to 
review study 

details.

Yes

Partner Hospital Submission/
Acknowledgement

OCRA or IRC
(Approx 1 Week)

Sample Feasibility 
Count via Deep6

(if requested)

*Time estimates are provided for planning purposes only. These ranges are dependent on timely responses to queries, complete and timely submissions, and complete engagement from the study team, investigator, and sponsor in all aspects of the 
startup process.
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