JHSMH & NHC MULTI INSTITUTIONAL RESEARCH APPLICATION (MIRA)

FOR OFFICE USE: JHSMH OR NHRO ASSIGNED TRACKING NUMBER _____________________________________

                                                                                    FOR OFFICE USE: JHSMH OR NHRO TRACKING NUMBER ________________________


TITLE OF STUDY________________________________________________________________________________

_________________________________________________________________________________________________

_________________________________________________________________________________________________

NAME OF RESEARCH GROUP/PRACTICE ________________________________________________________

I. PRINCIPAL INVESTIGATOR

Name___________________________________________
Employed By _______________________________________________

Address_______________________________________
Title ______________________________________________________

__________________________________________________
Email _____________________________________________________

_____________________________________________
Telephone Number _________________________________

Pager/Cell Number_________________________________ 
Fax Number____________________________________

II. PRIMARY CONTACT FOR BUDGET, BUSINESS AND CORRESPONDENCE (Complete if different from PI)
Contact____________________________________________
Employed By_______________________________________________

Address____________________________________________
Title______________________________________________________

___________________________________________________
Email_____________________________________________________

___________________________________________________
Telephone Number______________________________

Pager/Cell Number_________________________________ 
Fax Number____________________________________

III. PRIMARY REGULATORY OR CLINICAL CONTACT

Contact_________________________________________
Employed By_______________________________________________

Address_________________________________________
Title_______________________________________________________

________________________________________________
Email______________________________________________________

___________________________________________

Telephone Number______________________________

Pager/Cell Number_________________________________
 Fax Number___________________________________

IV. SPONSOR CONTACT INFORMATION (Complete if externally sponsored)
________ Check if Not Applicable

Contact_________________________________________
Sponsor’s Name______________________________________________

Address_________________________________________
Contact Title_________________________________________________

_______________________________________________
Email_______________________________________________________

_______________________________________________
Telephone Number _______________________________

Pager/Cell Number______________________________
Fax Number______________________________________

IV. AGENCY (NIH) OR CONTRACT RESEARCH ORGANIZATION (CRO) _____ Check if funding will come from CRO


Contact________________________________________
CRO/Agency Name___________________________________________

Address________________________________________
Title_______________________________________________________

_______________________________________________
Email______________________________________________________

________________________________________________
Telephone Number_________________________________

Pager/Cell Number_________________________________
Fax Number____________________________________

V.  CHECK EACH SITE WHERE YOU WILL BE CONDUCTING THE RESEARCH:

Norton Healthcare Facilities


Jewish Hospital & St. Mary’s HealthCare Facilities

___  Norton Hospital




___  Jewish Hospital

___  Kosair Children’s Hospital



___  Frazier Rehab

___  Norton Audubon Hospital



___  Clark Memorial Hospital

___  Norton Suburban Hospital



___  Jewish Medical Center East

___  Norton Physicians Practice



___  Saints Mary & Elizabeth Hospital







___  Our Lady of Peace







___  Jewish Hospital Shelbyville

Other:  ________________________________________________________________________________________________

______________________________________________________________________________________________________

VI. CHECK ALL THAT APPLY IN EACH  QUESTION:

1.  Multi-Center Study?  ___YES   ___NO


2.  Compassionate Use Study?  ___YES   ___NO

3.  Will Subjects Be:  ___Inpatients?   ___Outpatients?

4.  Do you expect more than 50 subjects will be screened?  ___YES   ___NO    If yes, where?   _____JHSMH    ______NHC

5.  Initiator of Study
           6.  Author of protocol
7.  Type of Study

8.  Funding Source(s)

     ___Investigator                       ___Investigator                 ___Drug study
              ___Industry

     ___Sponsor/Industry              ___Industry

      ___Device study
              ___Foundation

     ___Cooperative group            ___Cooperative group
      ___Chart review
              ___Internally Sponsored ULH





                        ___Specimen study             ___Internally Sponsored UofL





                        ___Clinical Trial
               ___Internally Sponsored NHC





                        ___Quality Improvement    ___Internally Sponsored JHSMH








              ___ Internally Sponsored Multiple Facilities








               ___NIH Grant








               ___NIH/Cooperative Group







                                 ___Non-NIH Government
VII. COMPLETE BILLING COMPLIANCE TABLE OR CHECK NOT APPLICABLE IF CHART REVIEW:

 ____ NOT APPLICABLE   Billing Contacts: JHSMH – Rhonda Hoffmann (502) 587-4381  NHC -  Misty Hooper (502) 629-3480
VIII. PRINCIPAL INVESTIGATOR–SIGNATURE REQUIRED FOR SUBMISSION:

· I certify that, to the best of my knowledge, this proposal is scientifically sound, ethical, and respects and protects the rights and welfare of human subjects in research.
· I certify the information contained in this application is complete and true, to the best of my knowledge.
· I agree to adhere to the credential requirements of the respective site(s) at which the research will be conducted.
· I agree to adhere to the Compliance Policies & Procedures and all billing practices of the respective site(s) where the research is being conducted, to comply with all regulations, not to bill any third party payer for items specifically reimbursed by the sponsor, and to conduct study within the guidelines of good clinical practice.
NAME (PRINTED) ______________________________________________________________________________________

TITLE: ________________________________________________________________________________________________
SIGNATURE____________________________________________DATE:_________________________________________

PLEASE INCLUDE A COPY OF THE FOLLOWING ITEMS WITH MIRA:
UofL IRB Review                                                              WIRB Review - in addition to the items listed on the left, include:         
IRB Application/Submission Form


Current Professional License for PI

Informed Consent 



CVs for PI and Sub-Investigator’s
Research Authorization & Revocation

Human Subject Training Certification
Complete or Partial Waiver, if applicable

HIPAA Training Certification
Protocol





Investigator’s Brochure, if applicable
FDA form 1572, if applicable


Signed investigator agreement for IDEs
Scientific and Scholarly Merit Review

Device studies- submit one: FDA letter or sponsor’s letter
Draft or final contract and budget


   stating significant or non-significant risk
Materials provided to subject (Advertisements, questionnaires, diaries)

Billing Compliance Table (BCT)   

Billing Contact: _________________________ Email__________________________________________Phone: __________________
Study Title: ____________________________________________________________________________________

_____________________________________________________________________________________________

_____________________________________________________________________________________________

Instructions:  Protocol “procedures” are defined as all items, procedures, products, services, professional fees etc. required by the research protocol.  List each protocol-required “procedure”  that will be performed at the facility in Column 1.   Mark the responsible party in “Bill To” Column 2.   ***Important ***  If you are billing insurance for a specific study related “procedure,” the procedure must qualify as Standard of Care (SOC) in order to be considered for reimbursement by insurance. SOC (routine costs) are items or services that are normally provided in the treatment of the patient absent the research study.  Please note that if the “procedure” is considered SOC and is being paid for, provided by or covered by the sponsor or another non-insurance source, then the procedure is not eligible to be billed to Insurance.  List in Column 4 the appropriate time point (e.g. initial enrollment, day 5 of hospitalization, visit 2, final visit) during the study for which the procedure takes place.  Please make additional copies of this form if additional space is required.

IND #

     
 IDE # 


IDE CATEGORY

  

	If procedures are performed multiple times with different sites or payers, list each one in a separate box.

	(Column 1)
	(Column 2)
	(Column 3)
	(Column 4)
	(Column 5)

	Procedure
	Payer/Bill To:
	Site of Procedure
	Time Point
	Admin Use Only

	
	(Insurance

(Research Program

(Sponsor 

(Other __________
	( Hospital

( Private Practice

( Other _____________
	
	CDM:

Research Charge



	
	( Insurance

( Research Program

( Sponsor 

( Other __________
	( Hospital

( Private Practice

( Other _____________
	
	CDM:

Research Charge



	
	( Insurance

( Research  Program

( Sponsor 

( Other __________
	( Hospital

( Private Practice

( Other _____________
	
	CDM:

Research Charge



	
	( Insurance

( Research Program

( Sponsor 

( Other __________
	( Hospital

( Private Practice

( Other _____________
	
	CDM:

Research Charge



	
	( Insurance

( Research Program

( Sponsor

( Other __________
	( Hospital

( Private Practice

( Other _____________
	
	CDM:

Research Charge



	
	( Insurance

( Research Program

( Sponsor

( Other __________
	( Hospital

( Private Practice

( Other _____________
	
	CDM:

Research Charge




Please attach study calendar. Adjust the size of this table as needed to include all procedures that are required per study protocol.  Use additional sheets, if needed
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