Contract Initiation Request Form Instructions

Sections 1-5 to be Completed by Study Team:

After Study Team receives study Protocol from the industry Sponsor: 
1. Download Contract Initiation Request Form (CIRF) located here. The CIRF (OSR-010-F03) is designed specifically for industry sponsored clinical trials. Please use a standard OSR-010 for all other sponsored projects.
2. Complete study team portions (CIRF Sections 1-5):
· Section 1: Please include Protocol identifiers, study specific information, and Sponsor contact information. 
· Section 2: Submit significant financial interest declarations for all personnel sharing responsibility for the design, conduct, or reporting of the research. Please consult Children’s policy on Financial Conflict of Interest (RIA-03) for further information regarding this requirement. Additional pages may be attached. The SFI declarations identified should match the list submitted in Section 3.0 of your IRB-ITHS Application. In lieu of signing CIRF Section 2, the IRB-ITHS SFI signature page may be attached provided the Protocol title is included with each signature.
· Section 3: Identify any subcontracts anticipated for the project.
· Section 4: Please contact your center business office with questions related to advance activity setup under the policy on Advance Activities (ORF-003).
· Section 5: Include PI signature.
3. Send the following paperwork to your Center Business Office (CBO):
· Sponsor Protocol.
· CIRF with:

· SFI signatures in CIRF Section 2, OR 
· IRB application SFI signature pages (IRB Section 3.0).
· Sponsor’s draft consent, if available.
Section 6 to be Completed by Center Business Office:

After CBO receives paperwork:  

1. Complete CIRF Section 6; obtain Center Director and Chief Academic Officer signatures.
2. Forward paperwork to rescontracts@seattlechildrens.org. 
3. Provide Study Team with advance activity number from ORF. Please note that ORF service standard for activity setup is 5 business days.

Section 7-9 to be Completed by OSR:

After Negotiator receives paperwork via rescontracts@seattlechildrens.org: 

1. Make initial contact with Sponsor and Study Team to determine contract and IRB timelines.
1. Forward Protocol to Clinical Research Budget Analysts (CRBA).
2. Check PIRO for IRB submission.
3. After IRB submission is confirmed, route CIRF to IRB for signature (CIRF Section 7).
4. After contract and budget negotiation final, obtain remaining CIRF signatures:
· CRBA (CIRF Section 8).
· CBM (CIRF Section 8).
· Negotiator (CIRF Section 9).
· Institutional Signature (CIRF Section 9).
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