Revision Edit History for Multi Institutional Research Application (MIRA)

1. July 9, 2003
New MIRA, MIRA instructions and MIRA FAQ issued Combines PCF and MIRA for clinical trials and research conducted at JHHS, NHC, and UofL Hosp; eliminates separate UofL page for financial disclosure (now done online); includes new JHHS page, and incorporates changes for PeopleSoft entry at UofL.

2. July 29, 2003
UofL Signature page for Additional Individuals Engaged In Research  issued

3. August 1, 2003
New MIRA required by UofL

4. October 6, 2003
MIRA UofL signature page and UofL Additional Signature page revised to provide lines for typed/printed name for Division Chief and date signed; revised signature lines to make clearer which lines go with which entries; revised text description for PeopleSoft Dept Number for clinical contact on MIRA page 1 and CRO/Agency Name on MIRA page 2.

Revised MIRA FAQ item 1 (2) to indicate reference to General Disclosure of Significant Financial Interests.
5. January 31, 2005
MIRA Form and Instructions were revised.
6. May 2, 2005
TRIA (pre-MIRA) made available to speed time to get agreements to Industry Contracts for review and FAQ updated to reflect when to use PCF, PCF wCA, TRIA, UofL MIRA and JHHS/NHC MIRA.

7. May 16, 2005
New UofL MIRA made available for use
8. June 8, 2005
New JHHS/Norton MIRA made available

9. June 10,2005 
Revised version of TRIA and MIRA made available for use 6/9/2005 TRIA adds questions regarding inpatients, outpatients or both; PIs interest level in study; if equipment or software is supplied by sponsor; and clarifies Private Practice Plans/PSCs should be listed in subcontractor list.

6/9/2005 MIRA incorporates TRIA changes above and adds question about screening more than 50 subjects at a particular covered entity so that HIPAA Rule of 50 could be utilized to reduce effort in logging of disclosures at hospital sites.
10.  September 18, 2006
Revised MIRA to incorporate (1) revised list of site locations for Norton and Jewish on page 1; (2) revised signature page (page 8) to match signatory language used on revised PCF; (3) added question 3 on page 5 to reflect plans to list clinical trials on a UofL web page, and (4) revised the UofL specific pages (5-8) to follow the format and general question numbering used on the revised PCF issued on 9-16.  Note that the revised signatory language means the separate debarment signature pages for clinical trials will not be required when this new signatory page has been used. 
11. December 18, 2006
Revised MIRA to incorporate (1) revisions made to the PCF which included: (a) definition of clinical trials for transfer of submission of governmental funded clinical trials from OGM to OIC; (b) additional info in question 5 for Clinical Attachment and to describe when to send info to OIC vs OGM; (c) inclusion of IBC, DEHS, RAD info on certifications, (d) addition of Clinical Research as a purpose code and (e) associated instruction changes and (2) removed the site individual conflict of interest (COI) forms.  Univ Hosp, Norton Healthcare and Jewish & St. Mary’s no longer require the separate COI forms for each individual. 
12. March 15, 2008
Revised MIRA to (1) replace references to “Project Director” with “Principal Investigator (or Contact PI if Multiple PIs)”, “Multiple PI” or “Co-Investigator” to coincide with revised NIH designations; (2) clarify question 5b to include only affiliated hospitals (ULH, Norton, Jewish, OMHS, VAMC); (3) replace question 8 option of “Unfunded collaborative research” with “Other _____”; (4) split and move question 16i into questions 12 (equipment supplied by sponsor) and 13 (software supplied by sponsor or third party); (5)clarify question 16 by replacing “Internal Review/Approval No.” with “Committee Approval No.” and limiting approval status to “Submitted, Pending”; (6) split question 17g regarding additional space/facilities so that new question 17k covers physical location of project apart from 17g; (7) revise question 17j from $100,000 to $200,000 threshold; (8) revise budget section 18 by providing separate enumeration of direct costs and modified total direct costs and accommodating change in F&A rate for industry-sponsored research; (9) add to item 20 that signatories recognize that if PCFs/MIRAs are submitted electronically to OGM/OIC, original signed forms are to be kept in PI’s/signatories’ departmental office(s). No actual reference in MIRA to new 5-day submission deadline of all proposals to OGM/OIC, but related documents and instructions were so revised.

TRIA, Additional Signature Page, PCF, Clinical Attachment, OIC NDA Review, Guarantee/Preaward Request, IBED (Investigator, Budget, End Date) Revision and related instructions and documents conformed as appropriate.
13. April 25, 2008
Increased the text capacity in Procedure and Time Point columns; replaced static checkboxes in Bill To and Site of Procedure columns with interactive checkboxes.

14. January 25, 2012
In MIRA FAQ, removed “gwise” from link to Industry Contracts service account email address. (Also in NDA Review form, IBED form and instructions, PCF instructions.)
15. February 17, 2012
In TRIA form: Item 2) Added physical address for PI. 4) Marked begin and end dates as required and requested MM/DD/YY format. 5) Added payment address if different from PI’s. 6) Bulleted first and second parts of non-monetary conditions to preclude being missed. 7) Added request for previous related projects. 8-14) Moved sponsor and contact info from last page to second page. 15) Clarified “compassionate use” as FDA consideration and added request for FDA letter. 21) Added device study subcategories PMA and 510(k), and added request for FDA letter. 25) Clarified how to indicate space only under Facility/Department Use; specified facility personnel performing research services only (versus/in addition to conventional care); revised ShelbyHurst to Shelby Campus. Conformed TRIA instructions to form.
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