SOP – Developing a New Study with the Network Coordinating Center (pre-award)

This SOP standardizes Coordinating Center procedures when collaborating with an investigator on development of a new study that will involve the Coordinating Center and, if applicable, network clinics. The process focuses on grants to federal funding agencies but can be adapted to other funding sources.

This SOP is aligned and conducted in parallel with the SOP – Budget Development, Amendment & Monitoring Procedures and shown in the SAMPLE WORKFLOW – Study Approval Process. Study vetting and selection criteria are referenced throughout this SOP (see TEMPLATE – Study Vetting and Selection Criteria). 

Suggestion: Busy clinics rarely have dedicated research time for clinicians and other personnel or the means to provide compensation for unfunded grant development. Limit grant development efforts with clinics until funding is secured to preserve capacity for study activities.

Developing a New Study with the NETWORK Coordinating Center

CONSULT AND PRE-AWARD
1. Initial inquiry by the PI is received by the NETWORK Coordinating Center, which reviews inquiry, obtains additional information as needed, and schedules consultation or refers the PI to other relevant resources
2. An initial consultation is conducted with the PI and NETWORK Coordinating Center. Typical agenda items include:
1. Project overview
2. NETWORK overview and process of working together
3. Discussion of potential fit with NETWORK priorities and brainstorm possible network collaboration
4. Anticipated funding mechanism

3. The NETWORK Coordinating Center determines whether the project will proceed and assigns a project manager.

4. The project manager provides a template for the PI to complete with study information relevant to the NETWORK and clinics (see TEMPLATE – Study Information Sheet), describes the new study review process (see TEMPLATE – Study Vetting and Selection Criteria), and answers questions, as needed.

5. The project manager facilitates NETWORK Coordinating Center review using established selection criteria (see TEMPLATE – Study Vetting and Selection Criteria) and iterative development of the study information sheet with the PI (may include additional consult meetings). Typically, the NETWORK Coordinating Center provide feedback on feasibility methods, and budget.

6. The project manager adds a discussion of the new study opportunity to the next NETWORK GOVERNING BOARD meeting agenda and distributes the study information sheet to all board members.
7. NETWORK Coordinating Center personnel present the new opportunity to the NETWORK GOVERNING BOARD for review using established criteria (see TEMPLATE – Study Vetting and Selection Criteria). The GOVERNING BOARD may approve the opportunity with or without modification, require additional review, or deny the project.
8. The project manager notifies the PI of the review outcome and proceeds with further pre-award support (below) or refers PI to relevant resources.
9. The project manager facilitates development discussions with the PI and appropriate NETWORK Coordinating Center personnel, as needed. Topics include:
1. Research question and related evidence
2. Study design, methods, and protocol
3. Scopes of work and budgets for the NETWORK Coordinating Center and participating clinics
4. Required grant documents 

10. The project manager implements scope of work and budget development (see SOP – Budget Development, Amendment, and Modification Procedures)

11. The project manager implements clinic recruitment if identification of participating clinics is required during the pre-award phase (see SOP – Conducting a Study with the Network Coordinating Center (post-award), Site Recruitment Section). 

12. The project manager drafts required documents, facilitating NETWORK Coordinating Center involvement, as needed. Required documentation may include:
· NETWORK letter of support 
· Clinic letters of support (only if required for application and there is sufficient lead time)
· Description of the NETWORK
· Gather information from participating clinics, if applicable
· Descriptive information about participating clinics, if applicable
· NETWORK facilities and resources content
· NETWORK and clinic scopes of work, budgets, and budget justifications
· Facilitate site subcontract, if needed
· Obtain biosketches from collaborators, as needed

13. The project manager sends all grant documentation to the PI and confirms grant submission.

14. The project manager sets a schedule of events according to the anticipated study start date to follow up with the PI about funding outcomes and study start date.


REFERENCE TOOLS AND TEMPLATES
· SAMPLE WORKFLOW – Study Approval Process
· SOP – Budget Development, Amendment, and Modification Procedures
· SOP – Conducting a Study with the Network Coordinating Center (post-award)
· TEMPLATE – Study Information Sheet
· TEMPLATE – Study Vetting and Selection Criteria
