SOP – Conducting a Study with the Network Coordinating Center (post-award)
This standard operating procedure (SOP) is intended for studies that have been funded (post-award) and describes the steps to implement study startup, clinic recruitment, study conduct, dissemination, and study closeout. Some steps can be skipped if the Coordinating Center was involved in pre-award development.
This SOP is closely aligned and conducted in parallel with the SOP – Budget Development, Amendment & Monitoring Procedures.
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.
Conducting a Study with the NETWORK Coordinating Center (post-award)
STUDY STARTUP 
1. NETWORK Coordinating Center personnel meet to review the funded project (i.e., existing study information sheet, budget and scope of work) and assign a project manager.
2. The NETWORK Coordinating Center presents and reviews project with the GOVERNING BOARD, as needed 
3. If needed to assess recruitment feasibility, the project manager approaches clinic champions to assess general interest or gathers information from individual sites (e.g., broadcast emails, targeted follow-up)
4. The project manager facilitates discussion with the PI and NETWORK Coordinating Center, as needed to:
a. Review and discuss study revisions (e.g., research design, protocol)
b. Best practices for conducting their study with NETWORK practices. 
c. Provide feedback on: Effective clinic engagement should include regular, timely and relevant study status updates, preliminary findings, final results, and scholarly deliverables. Co-develop with the PI dissemination plans at study startup and support and track dissemination deliverables throughout the study lifespan.

i. Methods 
ii. Budget 
iii. IRB application 
iv. Study materials (recruitment materials, surveys etc.) 
v. Plan for dissemination of research findings
d. Review and negotiate the final scope of work and budget for working with NETWORK Coordinating Center and clinics (see SOP – Budget Development, Amendment & Monitoring Procedures)

SITE RECRUITMENT
1. The project manager screens for eligible clinics and sends the study opportunity to recruit sites. Recruitment packet includes the (revised) study information sheet, and the clinic scope of work and budget.
2. The project manager:
a. Schedules 1-hour meetings between each site and the PI/study team.  
b. Works with the PI to create a brief PowerPoint overview of their study; reviews and provides feedback and edits
3. PI/study team and NETWORK Coordinating Center meet with interested clinics. Note: this is usually the first time the PI/study team meets with clinic representatives. Network Coordinating Center brokers communications with the clinics throughout the study lifespan to coordinate access to busy clinicians and facilitate effective partnerships.

a. Meeting agenda: 
i. Introductions (led by the NETWORK Coordinating Center) 
ii. Study overview (led by study PI) 
iii. Questions 
iv. Discussion & next steps (logistics, next steps) 
4. The project manager follows up with sites:
a. Email includes thank you, copy of slide deck, outline of next steps 
b. Verify interest and confirm leadership approval and readiness to move forward with study logistics and next steps 
c. Customize and facilitate Letters of Cooperation signatures (see TEMPLATE – Letter of Cooperation) for study participation from each participating site

STUDY CONDUCT 
1. The project manager implements budget amendment and monitoring policies and procedures (see SOP – Budget Development, Amendment & Monitoring Procedures)
2. PI ensures regulatory approvals are in place and must provide a copy of the IRB approval letter to the NETWORK Coordinating Center before the study begins. NETWORK Coordinating Center personnel can provide guidance on the IRB application and whether individual site IRB is needed.
2. If applicable, the project manager will facilitate IRB applications at sites or obtaining Federal Wide Assurance. 
3. If applicable, the project manager reviews the IRB application to ensure all necessary waivers are included/approved in IRB  
4. The project manager monitors the NETWORK Coordinating Center scope of work and facilitates completion of study activities as defined.
5. The project manager can assist in ongoing site engagement and troubleshooting and monitor clinic and NETWORK Coordinating Center budgets and study outcomes.
DISSEMINATION  
1. The project manager provides templates (see TEMPLATE – Results Summary) and/or guidance to the PI in alignment with the dissemination plan
2. The project manager reviews and provides feedback on summary of results drafted by the PI and distributes final summaries to participating clinics.
3. Results summaries are filed in the appropriate project folder.
STUDY CLOSEOUT 
1. Refer to the SOP – Budget Development, Amendment & Monitoring Procedures for payments and other budget instructions.
3. The project manager shares NETWORK publication policies (see TEMPLATE Publication and Dissemination Policy) with the PI and tracks to ensure scholarly works have been presented/published 
4. The project manager facilitates NETWORK Coordinating Center and GOVERNING BOARD reviews of scholarly work in accordance with the publication policy (see TEMPLATE – Publication and Dissemination Policy)
5. Copies of all scholarly deliverables are stored in the project folder.
REFERENCED TEMPLATES AND TOOLS
· SOP – Budget Development, Amendment & Monitoring Procedures
· TEMPLATE – Letter of Cooperation
· TEMPLATE Publication and Dissemination Policy
· TEMPLATE – Results Summary
