
Research Team

IRB

CTO

GCRC

Research 
Pharmacy

OSR

BGRO

Sends Protocol + Clinical Trial Agreement + Proposed 
Internal Budget + Sponsor Contact Information to 

Research Team/PI

Sponsor

Submits (1) IRB Protocol Application Package to IRB, 
(2) Protocol + CTA + Internal Budget + Sponsor 

Contact Info to CTO and OSR, (3) Protocol and GAC/
CTU Application to GCRC

Receives IRB Protocol 
Application Package, 

Assigns Reviewer and 
Meeting

Receives Full Sponsor 
Package as received by 

Research Team

Prepares GCRC Patient 
Care Estimates based 
on Requested Services 

in GCRC/CTU 
Application 

(1) Sends a copy of 
full Sponsor Package 

to Research Pharmacy 
and (2) Prepares 

Ancillary Estimates

Reviews the protocol 
and prepares 

estimates

Sends GCRC/CTU 
Patient Care 

Estimates to CTO

Sends Pharmacy 
Estimates to CTO

Incorporates 
all estimates 
into overall 

budget
Meeting with 
CTO, GCRC, 

Pharmacy, 
Research 
Team to 

discuss the 
budget and 

protocol 
requirements 
as necessary

Drafts the Internal 
Budget + counter 

proposal and sends to 
Sponsor

Reviews the counter 
proposal

Conducts 
negotiation

Agreement 
Reached?

Finalize 
Internal 

Budget and 
signs off

Yes

Signs off the 
Final Budget

Signs off the Final 
Budget

Approved?
Sends notification 
to Department and 

OSR
Yes

No

Executes the 
contract

Generates RX and 
SPAN

Notification of 
Approval is sent to 
IRB, GCRC, CTO, 

PI, SC

No

Study may begin

Clinical Trials Pre-Award Budget and Contract Process


