
OFFICE OF CLINICAL RESEARCH

Non-Federal

Intake Process

ocr@health.usf.edu

CDA/NDA sent to 

Patents & 

Licensing (P&L)

PI receives CDA/

NDA from Sponsor

Yes

OCR receives 

CDA/NDA from 

Sponsor

START

P&L reviews, executes 

CDA/NDA and provides 

executed copy to PI & 

OCR 

Draft Budget

Protocol

Draft Consent Form

Clinical Trial Agreement (CTA)

 CBA opens in SharePoint 

and Intake Tracking and 

sends request for required 

documents, if needed.

CBA Sends Approval To Enroll Letter 

(ATE) when:

 Contract fully executed

 IRB Approved

OCR sends project 

documents to SR to 

setup in FAST 

system and 

distributes Research 

Award Notice with 

chartfield string to 

PI’s team

Account Open in 

FAST with Initial 

Budget

Acronym Glossary

- CDA – Confidentiality Disclosure Agreement

- CBA – Clinical Research Contract and Budget Analyst

- CTA – Clinical Trial Agreement (contract)

- FAST – USF Financial System

- ICF - Informed Consent Form

- IRB - Institutional Review Board

- NDA – Non-Disclosure Agreement

- P&L Patents & Licensing

- PI – Principal Investigator

- OCR – Office of Clinical Research

- SR – Sponsored Research
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                     Contract and Budget Process – Business Operations Team

Contract and Budget Analyst

 Sends CTA for Patents and Licensing review, inserts USF required language, sends 

edited CTA to legal

 Negotiates CTA with Sponsor to agreed-upon language

 Sends Internal Form budget figures to Study Team for initiation of Internal Form

 Reviews Schedule of Events and Proposed Budget – arranges meeting with study team 

as needed. Completes Coverage/Procedure Analysis for Budget

 Obtains vendor quotes

 Proposes Budget to Study Team

 Negotiates Budget with Sponsor to agreed-upon terms

 Reviews ICF for compensation and subject injury terms before the ICF is sent to 

sponsor for initial review.  Initiates vendor contracts as needed.

 Combines CTA and budget for executable document

 Receives executable document from sponsor and sends to legal for stamp

 Routes document to PI, SR and sponsor
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