Basic Guidelines For New Investigators


Module 2
Budget Development

Budget preparation is the responsibility of the Principal Investigator (PI) and administrative staff.  Budgeting for an investigator-initiated study is different from that of a sponsored study. For a sponsored study, e.g., a pharmaceutical company, the PI is usually presented with a per-subject cost that the company feels is reasonable for the conduct of the study and the payment plan. For an investigator initiated study, e.g., applying for a government or foundation grant, the investigator must prepare a proposed budget.  In either case, the budget must be adequate to cover the entire cost of the study.    Below are some general items to consider when evaluating a budget provided by a sponsor or developing a budget for a grant.

Staff resources

· Principal investigator time

· Co-investigator time

· Clinical research coordinator/study nurse time

· Secretarial time

· Statistician, if required

· Specialist professional fees, if needed  

Institutional Resources

· Subject related costs

· Honoraria (including travel, parking, lodging)

· Labs required by protocol

· In-patient or out-patient, e.g., room rent

· Enrollment fees, e.g., Emergency Department

· Subject screening costs

· Pharmacy fees

· Protocol specific tests, e.g., x-rays, MRIs 

Other Costs

· IRB fees, for Industry sponsored research

· Indirect costs (see Proposal Budgeting Information Checklist link below)
· Dry ice/shipping costs/fax and phone costs

· Specialized equipment supplies

· Case report form development 

· Equipment maintenance

Guidelines regarding budget preparation can be found on the Office for Project and Research Administration (ORPA) web site:

Budget Guidelines for Industry-Sponsored Clinical Trials http://www.rochester.edu/ORPA/policies/budgetguidelines%20for%20IndustrCT.pdf 

Guidelines for Budget Elements-Clinical Trail Research

http://www.rochester.edu/ORPA/policies/ctbudele.pdf
Proposal Budgeting Information Checklist

http://www.rochester.edu/ORPA/PropInfo/PROBUD.pdf
Information on Costing and Financial Administration

http://www.rochester.edu/ORPA/policies/
Proposal Development and Costing (Chapter 4)

Manual for Research and Sponsored Activities

http://www.rochester.edu/ORPA/manual/manual2002.pdf
Securing Funding

ORPA provides support for obtaining sponsored research funds and managing sponsored program activity.

They offer many services to assist investigators in finding funding sources:

For Federal and non-Federal Funding agencies http://www.rochester.edu/ORPA/Agencies/
http://www.rochester.edu/ORPA/funding/
http://www.rochester.edu/ORPA/INFOED/
Subscribe to the ORPA list serve to receive current information regarding funding opportunities at

http://www.rochester.edu/ORPA/ORPA-L/
For Pharmaceutical sponsored clinical studies

Pharmaceutical companies accept research proposals from investigators for use of their research products. A brief description of the purpose, study design, drug/device requirements, budget, etc. would normally be required for initial review for consideration of funding.  The investigator would contact the pharmaceutical company and ask to speak to the project physician in the medical affairs department in charge of the therapeutic division of the classification of drug/device in the research proposal, e.g., for an anti-hypertension drug, the cardiovascular division.    

If the pharmaceutical company is interested they may be willing to supply the product (and if required, matching placebo), provide funding for the study budget, or both.

Department Funded Clinical Research

Departments may have the funds and resources to support investigator initiated research projects or partially support these projects. An example of partially supported project would be a drug company supplying the product and the department providing space and administrative assistance.   
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