MIRA

INSTRUCTIONS AND CONTACT INFORMATION

Please refer to the Proposal Clearance Form Instructions (Word) and Instructions for PCF Clinical Attachment for Proposals (Word) for additional guidance in completing the MIRA. 

1. COPY INSTRUCTIONS


The Multi-Institutional Research Application (MIRA) package (MIRA plus attachments) is to be used for all clinical trials and any sponsored activity/research study that uses the facilities/resources of Jewish Hospital & St. Mary’s HealthCare, Norton Healthcare, UofL Hospital or Owensboro Medical Health System (or any other external healthcare provider) to conduct the research. At the time of proposal submission to governmental and nonprofit entities, the PCF with Clinical Attachment is used. Then when the sponsor indicates the proposal is likely to be funded, the MIRA should be submitted.

For industry-/for-profit-sponsored trials, use the TRIA to begin the review process and then submit the MIRA when budget details and other information are finalized.

For all projects in which UofL participants are “key personnel” (including but not limited to Principal Investigator, Multiple Principal Investigators, Co-Investigator), the MIRA package must be routed via the department chair and dean’s office for signatures prior to being submitted to the appropriate Executive Vice President for Research unit (Office of Grants Management or Office of Industry Contracts) for institutional approval. If you wish to send copies to each site yourself, you may do so but please check the appropriate box on page 1 of the MIRA to so indicate. Note: Only the Office of Industry Contracts provides the transmittal service to JHSMH and ULH (transmittal service is not available to NHC). The HSPPO and OGM HSC do not provide this service. If you wish OIC to transmit the MIRA package to JHSMH or ULH, do not check the box on page 1 of the MIRA.
If the Principal Investigator (PI), Multiple Principal Investigators (MPIs) or Co-Investigators (Co-Is) are UofL participants, 
send the MIRA package to 

	Clinical Research Services Division

Office of Industry Contracts

MedCenter One, Suite 200

501 E. Broadway

Louisville, KY 40202-1798

Phone 852-8359—Fax: 852-2590


If all the PI, MPIs and Co-Is are not UofL participants, send the MIRA package (MIRA form and accompanying attachments) to the respective organization’s research office:

	JHSMH
	NHC
	UofL Hospital

	Center for Advanced Medicine

6th Floor


201 Abraham Flexner Way

Louisville, KY 40202

Phone 587-4915—Fax 587-4630
	Norton Healthcare Research Office

Community Health Building
101 W. Chestnut Street, 3rd Floor
Louisville, KY 40202

Phone 629-3905—Fax 629-3496
	Research Integrity Office (RIO)

UofL Hospital

MedCenter One

501 E. Broadway, Suite 170

Louisville, KY 40202

Phone 562-3933—Fax 562-3932


2. IF YOU HAVE NOT COMPLETED A TRIA FOR THE STUDY, PLEASE INCLUDE COPIES OF THE FOLLOWING ITEMS WITH THE MIRA APPLICATION:
•Informed Consent

•Protocol

Use the MIRA Transmittal Checklist at the end of these instructions to indicate what is being submitted with the MIRA package.
3. SPECIAL SITUATIONS: Research related to the following may require additional forms and approvals
Contact the following if applicable:
JHSMH
NHC
ULH
UofL

Biohazardous Agents & rDNA–Institutional Biohazards Committee (IBC)
587-4339
852-2954
562-3256
852-6670

Nuclear Medicine (Radioactive Drug)–Radiation Safety Committee
587-4881
629-7629
852-5231
852-5231

High-Risk Controversial Issues–Ethics Council
587-4226
629-8074
562-3546
852-8359

Any Equipment or Device Usage–Biomedical Engineering
587-8307
629-8579 or
562-3244
852-5696



629-8541

HIPAA/Privacy Officer
560-8404
629-3905
562-3551
852-3803

4. BILLING COMPLIANCE:

The Louisville Medical Center (LMC) hospital sites need to know who is the responsible party for each procedure required by the protocol.

JHSMH

Rhonda Hoffmann
587-4381
NHC

Misty Hooper

629-3480

ULH

Furqan Siddiqui

562-3933 

Complete the Billing Compliance/Resource Table (add additional pages as needed) per the example below:

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

	Procedure
	Bill To
	Site of Procedure
	Time

Point
	Admin Use Only

	Office Visit
	X Insurance

(Research Program

(Sponsor 

(Other __________
	( Hospital

X Private Practice

( UPA

( Other _____________
	Initial enrollment
	CDM:

Research Charge 

	CBC on Days 3, 5, 8
	( Insurance

X Research Program

(Sponsor 

(Other __________
	X Hospital

( Private Practice

( UPA

( Other _____________
	Day 3, 5 & 8
	CDM:

Research Charge 

	Study Drug
	( Insurance

(Research Program

X Sponsor 

(Other __________
	X  Hospital

( Private Practice

( UPA

( Other _____________
	Day 5 of hospitalization
	CDM:

Research Charge 


5. CHANGES IN STUDY STATUS: Notify respective sites

Primary contact/PI and representative(s) from each of the LMC sites are asked to notify the others of any changes in study status (e.g., negotiations halted by any respective group, sponsor cancels study, PI decides not to proceed).

6. APPROVALS/CONTRACT DOCUMENTS:

Sponsors frequently require signed Non-Disclosure Agreements (NDAs) to see protocols and/or contract terms and request that they not be shared with any organization which is not a named party in a previously signed NDA or contract. If you have questions about whether or not you may share such information, contact your respective research office or the LMC site. Contact your respective research office if the sponsor requires an authorized institutional representative to sign the NDA. Note: For UofL employees, NDAs requiring an authorized signatory should be sent to OIC with the NDA Review form found on the EVPR forms web page http://louisville.edu/research/for-faculty-staff/forms.html
Several sponsors and some LMC hospital sites require sites to sign a “facility use” or “research services” agreement. Each LMC hospital site requires approval prior to any study being conducted using their facilities. The respective LMC hospital site(s) will respond to OIC, PI and primary contact via email.

TERMS AND ABBREVIATIONS USED IN THIS APPLICATION FORM:
	
	Co-I
	Co-Investigator
	
	NHRO
	Norton Healthcare Research Office
	

	
	COI
	Conflict of Interest
	
	NHC
	Norton Healthcare
	

	
	Contact PI
	Single point of contact to sponsor among Multiple PIs
	
	OGM
	Office of Grants Management: UofL research office for governmental/nonprofit sponsors
	

	
	CRO
	Clinical or Coordinating Research Organization
	
	OIC
	Office of Industry Contracts: UofL research office for industry sponsors and clinical trials
	

	
	HIPAA
	Health Insurance Portability and Accountability Act
	
	OMHS
	Owensboro Medical Health System
	

	
	HSPPO
	Human Subjects Protection Program Office
	
	PCF
	UofL Proposal Clearance Form
	

	
	IRB
	Institutional Review Board (a.k.a. Human Studies Committee)
	
	PI
	Principal Investigator
	

	
	JGBCC
	James Graham Brown Cancer Center
	
	RIO
	University Hospital Research Integrity Office
	

	
	JHSMH
	Jewish Hospital & St. Mary’s HealthCare
	
	SOC
	Standard of Care
	

	
	MIRA
	Multi-Institutional Research Application
	
	TRIA
	Transmit for Review and Initial Assessment (pre-MIRA) form
	

	
	MPI
	Multiple Principal Investigator(s)
	
	ULRF
	University of Louisville Research Foundation, Inc
	

	
	LMC
	Louisville Medical Center
	
	UofL
	University of Louisville, including the Health Science Center
	

	
	LMC hospital sites
	JHSMH, NHC, and UofL Hospital
	
	ULH or UofL Hospital
	University of Louisville Hospital, including JGBCC
	

	
	LMC sites
	UofL and LMC hospital sites
	
	UPG
	University Physicians Group
	

	
	NDA
	Non-disclosure/confidentiality agreement
	
	VA or VAMC
	Veterans Affairs Medical Center
	


INSTRUCTIONS SPECIFIC TO UofL HOSPITAL and

JAMES GRAHAM BROWN CANCER CENTER

All research conducted within University of Louisville Hospital (ULH)/James Graham Brown Cancer Center must have the Office of Research Integrity (RIO) approval prior to beginning the study. If you need assistance or have any questions, please contact the RIO at (502) 562-3933 or (502) 562-3400. The office is located at University of Louisville Hospital, basement of MedCenter One, 501 E. Broadway, Suite 170, Louisville, KY 40202.

Billing requirements – Following approval of the Multi-Institutional Research Application, a T-account will be requested by the research office. Please refer to the research billing price list available on the internet 

(http://www.uoflhealthcare.org/NursesPharmacistsandHealthProfessionals/ResearchPriceListRequest/tabid/418/Default.aspx) when establishing your clinical trial budget. A confirmation letter stating your assigned T-account number will be emailed to you as soon as possible after your study has received approval with a hard copy being mailed to your office. A “T-Account Registration Form” should accompany any patient/subject to admissions office and a T-account number should be utilized when ordering all research-related tests, chemistries, procedures, etc. so the subject will not be charged for services covered by the study sponsor/grant. Billing questions on T-accounts should be directed to Janet Grider at (502) 562-3783, fax to (502) 562-3222, or email janegrid@ulh.org. Each Friday, the coordinator must email the research subject spreadsheet to the UofL Hospital Office of Research Integrity (RIO) at ULHRIO@ulh.org or fax to (502) 562-3932 so that research patients may be tracked in the system.

If study involves medical equipment: Biomedical Engineering Notice of Medical Equipment Testing – It is the responsibility of the study coordinator of any research project to contact Biomedical Engineering if, during a research project, medical equipment is to be used in any ULH/JGBCC facility. You MUST contact Larry Chadwick at (502) 562-3244 or email larrych@ulh.org. It will be necessary to give specific details as to the type of equipment and where and how it will be used. This medical equipment will have to be tested PRIOR to use and monitored by Biomedical Engineering. Biomedical Engineering will have to be notified at the conclusion of the project when the equipment is no longer in use.

If primary investigator is a nurse – ULH has a Nursing Research Committee that reviews and approves all nursing research. Final approval will be through the Research Integrity Office (RIO). Please submit a copy of the IRB submission to RIO for approval and a T-account. You will be notified by email of approval and a hard copy will be mailed to your office. Please contact Dr. Mary Beth Coty, Director of Clinical Research at (502) 561-5683 or email address marycot@ulh.org before beginning your research project.

Credentialing: All research staff who have subject contact (either face-to-face or by telephone) must have privileges at ULH. Privileges are granted through the CAPS process. Please contact Medical Staff Office at (502) 562-3546 or Research Integrity Office at (502) 562-3933 for additional information.

INSTRUCTIONS FOR APPLICATION

INSTITUTIONAL APPROVAL for RESEARCH CONDUCTED AT

JEWISH HOSPITAL & ST. MARY’S HEALTHCARE

All research conducted at Jewish Hospital & St. Mary’s HealthCare or its affiliated institutions must have institutional approval through the Center for Advanced Medicine (CAM) prior to initiation of the study. Institutional approval is in addition to any necessary IRB approval through the University of Louisville Human Subjects Protection Program Office (HSPPO) or Western IRB (WIRB). Please refer to the Center for Advanced Medicine’s website for required submission forms and instructions located at http://www.jhsmh.org/ct_hsc.html. For studies to be conducted at a JHSMH facility, all sections of the MIRA must be completed including the Billing Compliance/Resource Table (page 3 of the MIRA). If you need assistance or have any questions, please contact Rhonda Hoffman, Research Compliance Manager, at (502) 587-4381. The CAM office is located in the Center for Advanced Medicine at the Jewish Hospital Rudd Heart & Lung Institute building, on the sixth floor, at 201 Abraham Flexner Way, Louisville, KY 40202.

JHSMH Research Procedures Worksheet:

JHSMH facilities require the investigator to complete the Billing Compliance/Resource Table as part of the submission of the MIRA packet to the Center for Advanced Medicine (CAM). If a JHSMH facility is listed on the MIRA form as a site where any part of the research will be conducted, then the research coordinator/investigator must complete the Billing Compliance/Resource Table. The coordinator/investigator may contact the CAM Business Manager at 560-8310 for any questions regarding the budget worksheet. This worksheet must be completed and submitted with a copy of the MIRA application documents.

The purpose of the Billing Compliance/Resource Table is to have the investigator identify all research-related procedures/items that are being conducted in a JHSMH facility and to whom the research-related procedures should be billed. From the information provided by the investigator, JHSMH identifies the payer of the research-related procedures/items and how to appropriately bill charges associated with the research study.

Research Notification and Pre-Approvals:

For many device studies, Medicare intermediary pre-approval must be obtained prior to enrolling Medicare-eligible subjects in the research study. For these device studies, all required documentation for Medicare intermediary pre-approval must be submitted to the CAM with the MIRA packet if applicable. The Medicare Pre-Approval Documents include instructions and a list of required documentation and can be found on the JHSMH HSC website at http://www.jhsmh.org/ct_hsc_forms.html under Medicare IDE Pre-Approval Documents Checklist.

After initiating a study, research subject encounter notification is required. The research coordinator/investigator must notify the CAM office on an ongoing basis of all subject research encounters utilizing the appropriate Research Encounter Notification form (enrollment, followup, billing error). A copy of the forms is sent with notification of institutional approval and also can be found on the JHSMH HSC website at http://www.jhsmh.org/ct_hsc_forms.html under Forms for Billing Compliance. The CAM office must be notified of all scheduled research enrollment or followup visits and all occurrences of unscheduled research enrollment or followup visits as well as billing errors specific to each research encounter. Notification must be made to the CAM office by fax at 587-4630 a minimum of five business days prior to a scheduled enrollment or followup visit. The research investigator/coordinator must notify the CAM office of all unscheduled subject enrollment or followup visits by fax at 587-4630 within 24 hours of the unscheduled enrollment or followup visit using the appropriate Research Encounter Notification form.

Credentialing: All research staff who have subject contact must have privileges at JHSMH. Please contact Sheila Toohey, Medical Staff Coordinator, at 587-4426 or Rhonda Hoffman, Research Compliance Manager, at 587-4381.
UofL-SPECIFIC PAGES INSTRUCTIONS

Pages 4–7 of the MIRA are referred to as the “UofL-Specific Pages.” These pages are basically the same questions that appear on the UofL Proposal Clearance Form. In the September 2006 version of the MIRA, the questions were reformatted and renumbered to match up with the PCF that was also revised in September 2006. In the December 2006 version the Conflict of Interest individual page was removed.
1. If the sponsor has a deadline date for receipt of a proposal/project description or budget, complete the date in month/day/year format and check the appropriate box as to the nature of the deadline date.
2. Check (only one, please) the type of agreement that is associated with this project. If Other, describe the agreement in the space to the right of the checkbox for Other.

3. UofL is developing a website that will list clinical trials being conducted by UofL PIs. It is not to be used for patient recruitment as this requires IRB approval; however, it will provide limited information about the clinical trial (e.g., PI, description of study, sponsor). Indicate by checking the appropriate box if you wish this clinical trial listed on the UofL website.

4. The remainder of the questions parallel the instructions for the PCF beginning with question 4 on the PCF.

The instructions are available at:  http://louisville.edu/research/common/pcf-instructions.doc
Special notes for the following questions:

5. You do not need to complete the Clinical Attachment if you answered yes to questions 5a, b, or c. MIRA submissions go to Clinical Research Services division of the Office of Industry Contracts.
7. Specify if this project is an SBIR- or STTR-funded project and specify the phase of the SBIR/STTR to the right of the applicable phase box.
18.
If no federal or state funds are supporting this project, it is possible to have the budget set up in PeopleSoft as a non-category budgeted chartfield (e.g., OICN). If the sponsor does not need to have the budget enforced to permit spending in specific categories, you may pool all of the budget in the 5000 pool and not break the budget into various categories (e.g., salary, fringe, travel). Only complete the lines indicated by the “†” sign for non-category budgeted projects.
Publication Rights Exception

If the first question is checked yes, all of the remaining four items are required to be yes as well.

Intellectual Property Rights Exception
If the first question is checked yes, all of the remaining three items are required to be yes as well.

20.
For clinical trials, sponsors contractually and routinely require the PI (and anyone working on the study) to specify/certify that he/she is not debarred and that the sponsor is to be notified should this status change in the future. Previously a separate signature page for this certification for the particular study was signed by the PI at the time the contract was routed for signatures. This language has now been incorporated into the responsible signatory language for item 20 to eliminate the requirement for this separate certification signatory page.
MIRA TRANSMITTAL CHECKLIST
TRACKING NUMBER      
Indicate which of the following are attached by checking appropriate box for draft/proposed or final/approved:


DRAFT/
FINAL/
NOT


PROPOSED
APPROVED
APPLICABLE
1. MIRA (Pages 1–3)
 FORMCHECKBOX 

 FORMCHECKBOX 
**
2. MIRA COI Declaration
NOTE: These were removed from the MIRA Dec. 18, 2006
3. MIRA UofL-Specific Pages (Pages 4–7)
 FORMCHECKBOX 

 FORMCHECKBOX 
**
 FORMCHECKBOX 

4. Scientific Review Certification

 FORMCHECKBOX 
**
 FORMCHECKBOX 

(available in BRAAN2)
5. Abstract
 FORMCHECKBOX 

 FORMCHECKBOX 
#
 FORMCHECKBOX 
 
(for proposals only)
6. Protocol/Synopsis 
 FORMCHECKBOX 

 FORMCHECKBOX 
**
 FORMCHECKBOX 
 
(another not needed if included with IRB
(Sponsor’s Tracking No.      )



application) (available in BRAAN2)
7. Sponsor Budget 
 FORMCHECKBOX 

 FORMCHECKBOX 
**& #
 FORMCHECKBOX 

8. Budget Justification Narrative
 FORMCHECKBOX 

 FORMCHECKBOX 
#
 FORMCHECKBOX 
 
(for proposals)
9. Sponsor-Required Forms
 FORMCHECKBOX 

 FORMCHECKBOX 
#
 FORMCHECKBOX 
 
(typically for proposals)
10. Contract or Letter of Agreement 
 FORMCHECKBOX 

 FORMCHECKBOX 
**
 FORMCHECKBOX 

(may not be applicable at proposal 





submission)
11. Non-Disclosure/Confidentiality Agreement (NDA)
 FORMCHECKBOX 

 FORMCHECKBOX 
**
 FORMCHECKBOX 
 
(if separate NDA referenced in contract)

12. HSC Application 
 FORMCHECKBOX 

 FORMCHECKBOX 
**
 FORMCHECKBOX 
 
(see instructions for what parts are required) 




(available in BRAAN2)
13.  FDA Form 1572
 FORMCHECKBOX 

 FORMCHECKBOX 
**
 FORMCHECKBOX 
 
(if not included in above HSC application)
14. Informed Consent and Research Authorization 
 FORMCHECKBOX 
!
 FORMCHECKBOX 
**
 FORMCHECKBOX 

(available in BRAAN2)
Prior to subject enrollment:

15. HSC Approval Letter

 FORMCHECKBOX 
+
 FORMCHECKBOX 

**
Final copies (if applicable) are required to be submitted prior to contract execution or site approval

#
Copies required to be submitted with proposal submission

+
Final copies (if applicable) required to be submitted prior to subject enrollment or UofL financial chartfield/account being established

!
Draft copy of Informed Consent and Research Authorization required prior to completing contract negotiations
PAGE  
Multi-Institutional Research Application (MIRA) Instructions
03/15/2008
Page 6

