
PI/Department reviews protocol 
and feasibility to determine Yale’s 
participation

PI/Department provides the 
following to OSP via IRES PD: 
• Draft Clinical Trial Agreement 

(CTA)
• Sponsor Correspondence
• Draft Budget
• Payment Schedule

OSP responsibilities for Clinical Trial 
Agreement (CTA)
• Review, negotiate,  approve & 

execute CTA
• Confirm consistency between 

CTA, including budget, and 
informed consent form (ICF)

OSP sends final CTA including final 
budget to PI for review and 
signature

OSP obtains all signatures and 
submits to Award Set Up (ASU)

ASU sets up the award in Workday 
upon receipt of the Award Budget 
Setup (ABS) form and IRB approval

ASU sets up the award in Workday 
upon receipt of the Award Budget 
Setup (ABS) form and IRB approval

OSP Process Complete 

Department and/or 
YCCI negotiates and 
finalizes budget with 

industry sponsor

Department or YCCI 
initiates budget 

discussion

Department and/or 
YCCI collaborates 
with regulatory to 
confirm ICF aligns 

with budget 

OSP collaborates with 
Department and/or 

YCCI to negotiate final 
payment terms for 

CTA

Final budget sent to 
OSP

PI submits application 
to IRB (or requests 
authorization from 

HRPP to use external 
IRB) 

Department and/or 
YCCI collaborates 
with regulatory to 
confirm draft ICF 

aligns with budget 

HRPP/IRB assigns 
consistency review to 
OSP. OSP reviews ICF 
and provides review 
to IRB/HRPP. IRB/
HRPP notifies PI of 
any ICF revisions 

needed for 
consistency with CTA 

Upon IRB approval, PI 
and/or Department 

notifies OSP
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OSP negotiates and executes 
Confidential Disclosure Agreement
(CDA)

OSP negotiates and executes 
Confidential Disclosure Agreement
(CDA)

OSP negotiates and executes 
Confidential Disclosure Agreement
(CDA)

Principal Investigator (PI) connects 
Sponsor with the 
Office of Sponsored Projects (OSP)

Principal Investigator (PI) connects 
Sponsor with the 
Office of Sponsored Projects (OSP)

IRB Submission Budget Review
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https://your.yale.edu/policies-procedures/forms/1304-fr04-award-budget-setup-abs-form
https://your.yale.edu/policies-procedures/forms/1304-fr04-award-budget-setup-abs-form
https://your.yale.edu/policies-procedures/forms/1304-fr04-award-budget-setup-abs-form
https://your.yale.edu/policies-procedures/forms/1304-fr04-award-budget-setup-abs-form
https://your.yale.edu/research-support/office-sponsored-projects/clinical-trials/confidentiality-agreements-cdas
https://your.yale.edu/research-support/office-sponsored-projects/clinical-trials/confidentiality-agreements-cdas
https://your.yale.edu/research-support/office-sponsored-projects/clinical-trials/confidentiality-agreements-cdas
https://your.yale.edu/research-support/office-sponsored-projects/clinical-trials/confidentiality-agreements-cdas
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