SOP - Budget Development, Amendment, and Monitoring Procedures
This SOP standardizes study/project budget development, amendment, and monitoring to 1) maintain appropriate funding for the scope of work, 2) ensure a documented and efficient process, and 3) enable ongoing monitoring of the study budget. 
This SOP is closely aligned and conducted in parallel with the SOP – Developing a New Study with the Network Coordinating Center (pre-award) and SOP-Conducting a Study with the Network Coordinating Center (post-award). Refer to the CHECKLIST – Industry Partner Criteria and Approval for all industry-sponsored projects.
Suggestion: Establish an annual Network User Fee to be included in funded grants to offset expenses of network administration (i.e., non-study related expenses). Actual fees may need to be adjusted up or down to accommodate funding situations (e.g., early career investigators, pilot awards).
Suggestion: Set up criteria and establish budget review and decision-making procedures to augment this SOP, as appropriate. Under what conditions can a budget be approved by the Network Director? When is Governing Board review required? How are studies reviewed when there is no funding or site compensation?
SOP – Budget Development, Amendment, and Monitoring Procedures
Pre-Award
1. The NETWORK Coordinating Center holds an initial consultation with the investigator to learn more about the study/project. Typical agenda items include:
a. Overview of study/project (e.g., design, protocol, patient population, goals, hypothesis)
b. Prospective scope of work for clinic partners and NETWORK Coordinating Center personnel
c. Budget expectationsAssign a project manager who is a member of the Coordinating Center to each Network study to monitor objectives, serve as a point of contact, and ensure the project runs smoothly. This role is distinct from the study manager.

d. Relevant timelines (e.g., grant application, study cycle)
e. Next steps
2. If initial consultation indicates the study might be a good fit, a project manager is assigned. If a study will not proceed, the NETWORK Coordinating Center may refer the PI to other relevant resources.
3. The project manager drafts and emails the NETWORK Coordinating Center and clinic’s scopes of work and budget estimates to the PI for confirmation.  
a. Indicate in the scope of work activities that are flexible based on funding availability (e.g., number of practices recruited) and mandatory expenses (e.g., practice compensation, network user fee, FTE for Coordinating Center personnel). 
b. Include a statement that the scope of work will be revised if the actual award budget is lower than expected.
c. In addition to study activities, recruitment, regulatory, partnership oversight, and clinic engagement are typical Coordinating Center expenses to be included in the budget.
4. The project manager obtains information from the research team needed to refine the scopes of work and budgets and liaises with the NETWORK Coordinating Center, as needed.
5. With completion of the Study Information Sheet and approval by the GOVERNING BOARD, the project manager meets with the PI to finalize scopes of work and budgets (see TEMPLATE – Study Information Sheet and SOP – Developing a New Study with the Network Coordinating Center). 
6. Using the final budgets and scopes of work, the project manager drafts relevant grant documents, liaising with the NETWORK Coordinating Center, as needed. (see SOP – Developing a New Study with the Network Coordinating Center)
7. The project manager confirms grant submission and tracks funding outcomes.
Project/Study Startup
1. Upon receipt of the notice of award, the project manager implements procedures for study implementation (see TEMPLATE – Conducting a Study with the Network Coordinating Center (post-award).
2. The project manager coordinates a discussion with the NETWORK Coordinating Center and PI to review the budget and scope of work. Budget meeting agenda items include:
a. Award amount
i. If the budget has been cut, the scope of work must be revised/renegotiated with the new award total.
b. Review/revise scope of work
c. Review/revise project/study timeline
d. Confirm payment format (e.g., subaward, vendor agreement) and schedules
e. Determine the frequency of and schedule recurring budget meetings with the research team
3. Initial and ongoing budget meetings must include the PI and NETWORK Coordinating Center personnel with authority to approve revised budgets and scopes of work. The grants or contracts administrator could be included, as well.Budget meetings may need to be more frequent at the start of a project/study or during periods when work is most intense (e.g., monthly) and continue at least quarterly until the clinic and Coordinating Center scopes of work are complete.

4. The project manager compiles necessary information to establish subawards or vendor agreements, facilitates vendor approval and payment set-up, and confirms Federal-Wide Assurance completion with participating clinics.
5. The project manager sets up the study, invoicing schedule and budget tracking
a. Update with instructions about setting up and monitoring the study budget within institutional systems
Study Progress and Closeout
6. Before standing budget meetings with the investigator, the project manager will:
a. Complete invoicing for the period
b. Update tracking sheet 
c. Prepare and distribute the agenda, including:
i. Has the budget amount changed from the expected amount (e.g., new fiscal year cuts)?
ii. Review scope of work and update progress
iii. Review timeline and adjust, as needed
iv. Anticipated cost overruns and underspending
7. The project manager takes detailed minutes and records the meeting (with permission) and distributes final meeting minutes to all attendees.
a. Assign action items
b. Highlight important decisions or next steps
c. Emerging and urgent issues must be brought to the attention of the NETWORK Director
8. Final budget debriefing and closeout meeting agenda items may include:
a. What worked/didn’t work about the study and partnership?
b. Were the budget and scope of work sufficient for the study?
c. Were there foreseeable issues impacting the budget or scope of work that should be included in the next study?
d. What is the interest in future collaboration? 
9. Before closing the study, the project manager confirms all invoicing has been completed and participating clinics and the NETWORK Coordinating Center have been paid.
a. Update with details about institutional closing procedures
REFERENCED TEMPLATES AND TOOLS
· CHECKLIST – Industry Partner Criteria and Approval
· SOP - Conducting a Study with the Network Coordinating Center (post-award).
· SOP – Developing a New Study with the Network Coordinating Center
· TEMPLATE – Study Information Sheet
 
