MEDICAL RESEARCH EVALUATION COMMITTEE

St. Joseph Medical Center, St. Clare, St. Francis, St. Elizabeth and

St. Anthony Hospitals, Franciscan Medical Group, and Franciscan Hospice

PROTOCOL APPLICATION

Date:_____________________
Title of Study:________________________________________________________

____________________________________________________________________

Principal Investigator: _________________________________________________




(Last Name, First Name, Degree)

Address:________________________________________________________________________________________________________________________________
Phone Number / Email:________________________________________________
Name of Institution or Group Submitting the Study:________________________
Sponsor, If any: ______________________________________________________
Objective of Study:____________________________________________________
Devise Study Risk Determination:   SR __ FORMCHECKBOX 
__ NSR__ FORMCHECKBOX 
__

*For Device Studies a risk determination of Significant Risk (SR) vs. Non-Significant Risk (NSR) must be designated by the Investigator. Please include the FDA’s IDE approval letter which includes risk determination or other applicable Risk determination documents.

Please set forth below, the page number of the submitted protocol that refers to the following Information:

1).
Patient Eligibility 





Page No.  

This should set forth the qualifying and disqualifying requirements for the patient.

2).
Procedures for Entering a Patient in the Study

Page No.  

This section should state whether patients are entered into the program in a random or nonrandom method, whether the study is double-blind, and methods of distinguishing between patients.

3).
Treatment Plan





Page No.

This should include the regimen for treatment, a description of the treatment and a description of any medications or devices used in the treatment.

4).
Risks and Benefits





Page No.

This should include a description of the possible risks and benefits to the patients involved in the study.

5).
Response Criteria





Page No.

What is the basis for documenting the response to the treatment? This should include criteria and methods of measuring the response. 

6).
Method for Monitoring Patients



Page No.

This should be a discussion of how patients are followed in their treatment to determine the effect of treatment and methods of monitoring for adverse reactions.

7).
Criteria for terminating or modifying the protocol.
Page No.

This should set forth guidelines for determining if a patient’s treatment should be modified or terminated because of adverse reactions to treatment.  The method for removing a patient from treatment should be specified.

8).
Plan for evaluation of data




Page No.


This should include a discussion of the method for evaluating the data to be obtained through the study.

9).
Record keeping





Page No.

This should set forth the name, address and telephone number of the person/ institutions keeping records and study data.

10).
Informed Consent





Page No.


This should include all of the elements set forth in chapter 2(b) of the Procedures Manual.

Do you (the Principal Investigator and/or Sub-Investigator(s)), your spouse, or your dependents, in the aggregate, have an ownership interest (stock, stock options, and/or debt, security or capital holding) in the sponsor of the proposed project, or any other entity related to the proposed project consisting of (a) stock with a current market value of more than $5,000 or (b) more than 5% of the equity of the company [not to include mutual funds or TIAA/CREF holdings]?
Yes ______     No ______

If yes, please submit a Financial Disclosure Form along with this protocol application.

* In addition, the Principal Investigator and/or Sub-Investigator(s) must report this financial disclosure should their financial status with the sponsor change after submitting the protocol.
INVESTIGATOR SIGNATURE:__________________________________________
INVESTIGATOR NAME (print):___________________________________________
DATE:_______________________



