INVESTIGATOR'S SUMMARY

WICHITA MEDICAL RESEARCH & EDUCATION FOUNDATIONPRIVATE 

INSTITUTIONAL REVIEW BOARD

Title of Protocol_________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

If Investigational, Provide

Investigational Drug Number IND#____________________ or

Investigational Device Exemption Number IDE#_____________

Principal Investigator_____________________________________________________

Associate Investigators___________________________________________________

_______________________________________________________________________

Office Research Coordinator or Contact Person_______________________________

_______________________________________________________________________

Name & Address of Sponsor   ___________________________________________ _____________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

Phone #_______________ Person to Contact ________________________

Methodology Including Patient Selection:____________________________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

Known and Anticipated Risks (Include Incidence if Known):____________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

Currently Approved Alternate Treatment(s):__________________________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

Form continues on the next page………………….

Anticipated advantage(s) of investigational drug/procedure over

currently available approved drugs/procedures:______________________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

Investigator's evaluation of proposed investigational protocol:

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

_______________________________________________________________________

The Study's Environment:

(Please Mark All Areas That This Study Will Impact)

________Your own office

________An Out Patient Clinic

________Inpatients (Name institution)

________Outpatients, Short Stay, etc.

________Pharmacy

________Pathology/Laboratory 

________Radiology 

________Nuclear Medicine

________Radiation Therapy

________Medical Records

________Surgery, Post Surgery

________Labor & Delivery

________Neonatal, Pediatrics, NICU

________Coronary Care, Acute Coronary Care

________Emergency Room

________Surgery Intensive Care Unit, Medical Intensive Care Unit

________CV Lab/Electrophysiology Lab

________Ophthalmology Unit

________Oncology Unit

________IV Investigational Drug Being Administered?

________Other Areas Impacted Yet Not Listed Above Will Be:

_____________________________________________________________________________

_____________________________________________________________________________

(Example, Name & Address of a Central Lab Used in This Study)

# of Subjects to be Enrolled______________

Study's Duration__________________

If requesting a waiver of informed consent, i.e., for a retrospective review, or for routinely discarded specimens, please provide the approximate number of items needed___________.

Who will obtain consent for this research? __________________________________________________________________________________________________________________________________________________________ 

When and where (under what circumstances) will consent be obtained? _______________ __________________________________________________________________________________________________________________________________________________________
Other Explanations, if any:______________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

The Principal Investigator is responsible for coordination of the research protocol with the departments affected prior to commencement of the study.  This may also require determination of cost reimbursement to the departments involved in this study.

As Principal Investigator, I acknowledge my responsibility for ensuring that all persons obtaining informed consent in this research are properly trained to do so, including training in human subject protection measures.

Date:__________________ Signature:_____________________________________________




                       

             (Investigator)

Medical Staff Section Approval Dated______________________________

WMREF IRB Approval Dated______________________________________

Please include the name, address, phone number and e-mail addresses for all key study personnel, including the Principal Investigator.
_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

_______________________________________________________________________________________________________________________________________________________________________________________________________________________________________
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