Budgeting Industry-Sponsored Clinical Trial Budgets at UofL

Effective January 1, 2002, the University of Louisville changed its approach to budgeting industry-sponsored clinical trials in its financial accounting system for any new clinical trials. Note that this change does not apply to federally funded (e.g., NIH), other government-sponsored or internally funded clinical trials. The budgeting and chartfield process for those chartfields does not change. The chartfield in the PeopleSoft system will be a four-letter prefix followed by the PCF/TRIA/MIRA number assigned to that grant/contract.

Establishing a Budget for a New Clinical Trial

When a contract, signed by both the sponsor and the University of Louisville Research Foundation, Inc., is received, a chartfield with the specified budget will be established. Most clinical trials are budgeted on a per-patient basis with a maximum number of subjects outlined in the contract with the sponsor. The number of patients used to specify the chartfield budget should be based on the reasonable expectation of principal investigator/clinical coordinator. New clinical trial chartfields will be established with a budget based upon the projected enrollment of patients in the clinical trial. Normally this means a line item budget is not required. The clinical coordinator in conjunction with the principal investigator (PI) should complete budget section 16 of the Proposal Clearance Form (PCF) or MIRA accordingly. (See Proposal Clearance Form Instructions for additional help.) 
Note: If the sponsor specifies a different budget method or requires expenditures in certain categories, the budget should be established in accordance with the sponsor’s requirements.

If a contract will involve an external consultant or subcontract with another organization, then those budget line items will need to be completed.

Revising a Budget, Extending an End Date or Changing the PI
To revise the chartfield information on clinical trial studies and industry-sponsored projects, please use the IBED (Investigator, Budget, End Date) Revision form listed below. While the following instructions focus on clinical trials, the form may be used for other industry-sponsored agreements as well.

Instructions for Completing the IBED (Investigator, Budget, End Date) Revision Form

1.
Use Internet Explorer to download (save file as) the Excel form.

2.
PeopleSoft Financials allows uncategorized budgeting (account pool 500000) for clinical trials or other industry-sponsored projects on which the sponsor does not require line item budgets. If your sponsor requires line item budgets, you will need to use the following categories:

190000 Capitalized Equipment ≥$5,000 per Item
511000 Salaries

512000 Fringe Benefits

519000 Supplies and Expense

520000 Scholarships/Tuition Remission

535000 Travel

577000 Facilities & Administrative and Cost Share

3.
Complete each of the columns in the spreadsheet as applicable. 
Note: Items a-c (project identification) and k-p (contacts and signatures) are required for all requests.
a.
Chartfield Number – Current PeopleSoft chartfield number.
b.
Sponsor Name – Name of sponsor (also include previous name if changed during study).
c.
Study Title/Protocol – Include protocol number or short study title.
d.
Account Code – See categories above.

e.
Current Budget Amount – Specify current budget in PeopleSoft at time of submission.
f.
New Requested Budget Amount – Specify new budget after revision is made (i.e., current amount + increase = new budget).
g.
Difference – Do not complete. This field is automatically calculated.
h.
Comments/Reason for Revision – Explain reason for increased (or decreased) budget; e.g., enrolling xx additional patients at $zz per patient; not previously budgeted and projecting yy patients at $zz per patient; sponsor sent revised budget amendment (see attached). Attach additional information or use multiple lines as needed. 
i.
For departmental authorization to modify an end date, complete the date information. Attach sponsor approval if applicable.
j.
For departmental authorization to change the principal investigator, complete the PI information and effective date of change. Attach sponsor approval if applicable.
k.
Prepared by – Contact information for individual completing the form.

l.
UBM/CFM review – Contact information for unit business manager/financial administrator if your unit requires this review.

m.
Principal Investigator - Principal investigator/lead individual for study (Contact PI if multiple PIs). Note: Signature(s) of departmental authority at a higher level than the PI required.
n.
Multiple or Co-Investigator – Complete if multiple PIs/lead individuals for study.

o.
Unit Head – Complete if required for your unit approval and if the individual is different from department head.

p.
Department Head – Complete indicating department head concurrence/approval of revised budget.

q.
Dean’s Office – Complete only if increase for chartfield or multiple chartfields by same PI exceeds $150,000.

4.
Print hard copy of spreadsheet and route for appropriate signatures.
5.
Send SIGNED form to:

Office of Industry Contracts
MedCenter One

501 East Broadway, Suite 200

Louisville, KY 40202-1798

Industry Contracts, Service Account
Fax 502-852-2590

6.
Upon receipt of signed form, Industry Contracts will process within five to seven business days and send notification to PI, department contacts and Controller’s Office.
Download IBED Revision Form – Use Internet Explorer

http://louisville.edu/research/offices/industry-contracts/clinicalresearchservices/sponsors/OIC-IBED-Revision.xls
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