MIRA and Other Related Forms FAQ

Frequently Asked Questions

For UofL Coordinators and Investigators

1. Why so many different forms?
In an attempt to streamline the submission requirements and speed up the processing of clinical trial agreements (CTAs), the Clinical Research Services division of the Office of Industry Contracts (OIC), in conjunction with the Collaborative Research Group (CRG), revised forms that supplemented the former MIRA and changed the recommended processing flow. These abbreviated forms (the TRIA or pre-MIRA and the PCF Clinical Attachment) are faster and easier to complete than the full MIRA.
While all the information on the MIRA is needed, all of it is not needed at the time of proposal submission or initial review by CRS division of OIC. By splitting out the information that is needed at a particular phase of the process, it will be easier and less time-consuming to get the needed paperwork to the Offices of Grants Management and Industry Contracts.

If your project is one that will eventually need Biomedical/Medical IRB review, you will use either the Proposal Clearance Form (PCF) with Clinical Attachment or the TRIA (pre-MIRA). If the project is being submitted to a governmental agency (e.g., NIH), a nonprofit organization or other sponsor who requires submittal of a proposal for review, use the PCF with the Clinical Attachment (PCF wCA). (See the PCF instructions, question 5 for more details about when to use the Clinical Attachment.) If the project is one that the sponsor has provided a clinical trial agreement for review (such as most industry-sponsored, multi-center clinical trials) or the sponsor has provided a protocol or is going to supply drug or a device for the study, use the TRIA to begin the process.
The new abbreviated forms are shorter, request mostly checkbox information and can be completed in approximately 15 minutes. In addition, the TRIA should be submitted electronically to the Clinical Research Service Account.
Do not submit the forms (e.g., TRIA or UofL MIRA) directly to individuals in OIC, OGM or the respective hospital research offices as this could delay processing or cause your project to not get logged into the respective tracking system(s). Use the respective e-mail service account or submit to the office.
When you are ready to submit to the Biomedical/Medical IRB for review and approval or to obtain approval from Norton HealthCare (NHC), Jewish Hospital & St. Mary’s HealthCare (JHSMH), University Hospital (ULH) or Owensboro Medical Health System (OMHS) and finalize the project with OIC, then submit the UofL MIRA.

2. PCF, PCF wCA, TRIA, UofL MIRA, NHC/JHSMH MIRA: When do I use which form?

PCF


Proposal Clearance Form

PCF wCA

Proposal Clearance Form with Clinical Attachment
TRIA

Transmit for Review and Initial Assessment (pre-MIRA)
UofL MIRA

UofL Multi-Institutional Review Application 

NHC/JHSMH MIRA
Norton-/Jewish-only Multi-Institutional Review Application
Determine which form to use by answering the following questions:

1. Will any UofL employee (e.g., faculty or staff) or student be involved in the project or will any UofL space or facility be used?

If NO, skip to question 7.

If YES, continue to question 2.

2. Will this project involve human subjects?

If NO, complete PCF and use table (Submission Table) at the end of the FAQ to determine whether to submit PCF to OGM or OIC.
If YES, continue to question 3.
3. When it comes time to obtain IRB approval will this project be submitted to a Biomedical/Medical IRB for approval?

If NO, skip to question 5.
If YES, continue to question 4.

4. Are you submitting a proposal to a governmental agency (e.g., NIH), nonprofit organization or other sponsor which requires a proposal be submitted for review before the sponsor will determine whether funding will be provided (e.g., a competitive review process)?
If NO, skip to question 6.

If YES, complete PCF wCA and use table (Submission Table) below to determine whether to submit PCF wCA to OGM or OIC.

5. Will the services or facilities of NHC, JHSMH, ULH, OMHS, VAMC or another external healthcare provider be used?

If NO, complete PCF and use table (Submission Table) at the end of the FAQ to determine whether to submit PCF to OGM or OIC.

If YES, complete PCF wCA and use table (Submission Table) below to determine whether to submit PCF wCA to OGM or OIC
6. Has your sponsor provided you with a proposed agreement?
If NO, contact OIC for advice regarding the appropriate submission process.

If YES, complete TRIA and submit electronically (preferred) or by hard copy to CRS division of OIC. Or you may complete UofL MIRA and submit by hard copy to OIC.

7. Will ONLY individuals not affiliated with UofL and the services or facilities of NHC or JHSMH be used? (NO UofL employee or student involvement)
If NO, continue to question 8.
If YES, complete NHC/JHSMH MIRA. Note: Not used if any UofL employee or student is involved with the project or any UofL space or facility is used.
8. 
Will any services or facilities of University Hospital be used?
If NO, consult with Industry Contracts – you probably will not be using these forms.

If YES, complete TRIA and submit electronically (preferred) or by hard copy to CRS division of OIC. Or you may complete UofL MIRA and submit by hard copy to CRS division of OIC.

3. When do the new forms go into effect?
The latest version of the TRIA and MIRA should be used for any submission being submitted after January 1, 2007 and the latest version of the PCF wCA must be used for any February 2007 or later NIH electronic submissions. Because these forms are periodically updated, it is recommended that any time you are planning a submission that requires UofL MIRA, NHC/JHSMH MIRA, TRIA, PCF or PCF wCA that you download the latest copy from the EVPR/Industry Contracts Forms web page at http://research.louisville.edu/industrycontracts/common/MIRA/MIRA.html to ensure you use the most recent version.

4. Where should I submit completed forms?
(1) For proposals for sponsored activities/research (e.g., grants, contracts) to obtain funding that is being provided directly by governmental or nonprofit entities (e.g., foundations)—and that DO NOT meet the definition of a clinical trial—submit the PCF or PCF wCA (Clinical Attachment) package to UofL’s Office of Grants Management (OGM) in MedCenter One, Suite 315. See Submission Table at the end of the FAQ.
For any proposal for sponsored activity/research that meets the definition of a clinical trial (regardless of funding source) or has part of the research being conducted at a Louisville Medical Center site in which the sponsor will be reviewing the proposal for possible award (such as a typical NIH proposal submission), submit the PCF wCA to the CRS division of OIC.
(2) For proposals for sponsored activities/research (e.g., grants, contracts) to obtain funding that is being provided directly by industry/for-profit entities (this includes SBIR/STTR submissions), submit the PCF or PCF wCA (Clinical Attachment) package to UofL’s Office of Industry Contracts (OIC) in MedCenter One, Suite 200. See Submission Table at the end of the FAQ.

(3) For negotiated contracts, protocols and agreements for sponsored activities/research (e.g., grants, contracts) when the funding is being provided by a for-profit/industry entity, for initial contract review submit only the TRIA package to UofL’s Clinical Research Services division of the Office of Industry Contracts.
For complete review including site reviews, submit a completed and signed UofL MIRA package to UofL’s Office of Industry Contracts (OIC) and any research sites checked on page 1 of the MIRA. OIC submissions go to MedCenter One, Suite 200, 501 E. Broadway, Louisville, KY 40202-1798.

If you send the MIRA package to OIC and the respective research sites, check the “Copy of paperwork submitted to above site(s)” box on page 1 of the MIRA. If you wish OIC to submit the MIRA package to the respective research sites, do not check the “Copy of paperwork submitted to above site(s)” box on page 1 of the MIRA. By leaving the box unchecked, OIC knows to submit the MIRA package to the respective research sites. (Note that transmittal service is not available to Norton.)
5. What if I don’t have all the information requested on a form?
What needs to be submitted depends upon the nature or type of submission and what stage of the process you are in. With the creation of several new abbreviated forms it is important that all requested information be provided on each form.

If information is missing it is likely that you will receive notification that materials have been received but file is incomplete and will be placed in a PENDING status (not actively being negotiated) until the requested information is received.
6. What are the typical submission types?
“Proposals” – You are originating the request for funding. It may be in response to a call for proposals or a program for obtaining grants. The sponsor requires information before the sponsor determines whether or not they will provide funding and make an award based on your proposal. Typically these requests are to governmental and nonprofit entities; however, sometimes they are made to for-profit/industry sponsors as well. Typically you will not know whether or not you will receive the funding until sometime in the future.

“Award Notification” - You receive notice from the sponsor that your proposal is being funded (or prior to such notice when you anticipate such based upon favorable review).
“Negotiated Contract” – You have been approached by the sponsor or you have become aware of a project that the sponsor is funding. Typically the sponsor does not have a formal proposal process. Clinical trials are usually of this submission type although some can be “proposals” when you are applying to a governmental entity for funding.

“Award or Contract Execution” – You have been notified the award documents are complete or the contract is ready for signature (or you are notified that negotiations are nearly complete and execution of documents is anticipated shortly).
“Interim Transmittal” – You have received additional information or you have been requested to send additional information not included with your initial submission.

“NDA Review” – You have received a non-disclosure or confidentiality agreement that you have been requested to sign. Frequently the sponsor will require this to be signed prior to being given a copy of a protocol to review.

7. What are the submission review timelines?
The School of Medicine Dean’s Office requires at least 3 business days to review and sign off prior to sending the PCF, PFC wCA or UofL MIRA package on to OGM or OIC.

For “Proposals” – submit PCF or PCF wCA (with Clinical Attachment), proposed versions of abstract, protocol, budget, and budget justification narrative plus any sponsor-required forms. These must be submitted at least 5 full business days prior to sponsor’s deadline date. See PCF instructions for more details.
For “Negotiated Contracts” Initial Review (including clinical trials) – submit TRIA at time of initial submission for review of contract by OIC. Draft versions of the following need to be included with the initial submission: protocol, contract/agreement, budget if available, and NDA if previously signed by PI. The following items are also recommended for inclusion in the submission package: draft informed consent and draft HIPAA authorization.
For “Negotiated Contracts” Full Review (including clinical trials) – submit completed UofL MIRA package which includes supporting documentation for complete review by sites and OIC. This is required prior to signatures on contracts and agreements.

For “Award or Contract Execution or Award Notification” – submit completed UofL MIRA package including billing compliance table. Remember to include your tracking number on the top of the pages or it will be returned to you.
For “NDA Review” – submit OIC NDA Review and copy of non-disclosure agreement/confidentiality agreement to OIC electronically via the Industry Contracts Service Account.
The amount of time for review varies upon what has been submitted and the sponsor with whom you are working. Listed below are the normal response times assuming all the required information was submitted at time of submission.

	Type of Submission
	Type of Response
	Expected Timeframe in Full Business Days for Initial Feedback

	School of Medicine signoff
	Feedback or SOM approval
	3 business days

	Proposals
	OGM or OIC feedback or approval
	5 business days

	Initial Submission of TRIA
or full UofL MIRA
	E-mail acknowledgement

with tracking number and assigned individual
	3 business days

	TRIA for Negotiated Contract
	Initial review and feedback
	10 business days

	TRIA for Compassionate Use
	Initial review and feedback
	5 business days

	NDA OIC Review
	Initial review and feedback
	5 business days

	Interim Transmittal
	E-mail acknowledgement
	2 business days


Once the initial review is complete, the timeframe varies dependent upon the issues identified with the agreement (e.g., intellectual property, indemnification, insurance, governing law, confidentiality) and the responsiveness of the sponsor.
Once Industry Contracts communicates the issues identified in the initial review, the timeframe for response varies by sponsor. OIC contacts the sponsor within 7–10 business days if they have not heard back from a sponsor. If a sponsor does not respond to subsequent followups, you may be asked to assist to obtain a response from the sponsor or the file may be placed in an ON-HOLD status.
Clinical trials typically are the most complex and difficult type of agreements to negotiate. Upon completion of the initial review, the assigned Clinical Research Services division negotiator will let you know if there are significant issues that will likely prolong the approval process; however, exact estimates are not possible due to the variance of sponsor responsiveness and variations in work volume.
8. Who has to approve the MIRA package?
For UofL personnel, the respective department head/chair and dean’s office need to approve the planned research/project by signing the PCF, PCF wCA or MIRA. The Office of Industry Contracts or the Office of Grants Management (OIC and OGM respectively) grant approval and execute awards and contracts for the University. Typically OIC approves projects sponsored by industry/for-profit entities and OGM approves projects sponsored by governmental and nonprofit entities. OIC approves clinical trial agreements and other sponsored activities for projects performed off site at local hospital or clinic sites.
Note: Individual UofL faculty are not authorized to sign agreements with sponsors.

If the project will be conducted at one of the local hospital or clinic sites, the respective site has to give its approval prior to the enrollment of subjects at that site. The Clinical Research Services division of Industry Contracts coordinates the approvals at the respective sites for the PI. Industry Contracts will not sign an agreement that indicates the project will be conducted off site unless at least one of the sites at which the project will be performed has given its approval for the project to be conducted at its respective site.
MIRA and Related Forms Submission Table

	PCF
	PCF wCA
	PCF wCA
	TRIA
	UofL MIRA
	NHC/JHSMH MIRA

	Proposal goes to sponsor for review.

Study will not require review by Biomedical/Medical IRB.

Does not use NHC, JHHS, or ULH services or facilities.

Is NOT a clinical trial.
	Submit at time proposal goes to sponsor for review. (UofL MIRA will be submitted when funding of proposal is likely or at time of HSPPO/IRB submission.)

Answer to PCF question 5a or 5b is yes.

May use NHC, JHSMH, ULH or OMHS services or facilities.
	Submit at time proposal goes to sponsor for review. (UofL MIRA will be submitted when funding of proposal is likely or at time of HSPPO/IRB submission.)

Answer to PCF question 5c is yes.
	For initial review by OIC of projects that are clinical trials or projects that will involve NHC, JHSMH, ULH, OMHS or other external healthcare provider with an agreement for review (e.g., industry-sponsored multi-center studies).
May use NHC, JHSMH, ULH or OMHS services or facilities.
	Typically submitted after TRIA when funding of project is likely or at time of submission to NHC, JHSMH, ULH and/or OMHS Research Office for approvals.

May use NHC, JHSMH, ULH or OMHS services or facilities.
UofL employee/student participation at ANY location, use of UofL facilities or use of ULH services or facilities.


	No UofL employees or students are involved with the project.
No ULH services or facilities are used.

Only uses NHC or JHSMH services or facilities by someone not affiliated with UofL.



	Governmental or nonprofit sponsor
	Industry sponsor
(includes SBIR/STTR)
	Governmental or nonprofit sponsor
	Industry sponsor (includes SBIR/STTR)
	Governmental or nonprofit sponsor
	Industry sponsor (includes SBIR/STTR)
	Governmental, nonprofit, or industry sponsor (includes SBIR/STTR)
	Governmental, nonprofit, or industry sponsor (includes SBIR/STTR)
	Governmental, nonprofit, or industry sponsor

	SUBMIT TO OGM*
	SUBMIT TO OIC**
	SUBMIT TO 

OIC**
As of Jan. 1, 2007
	SUBMIT TO OIC**
	SUBMIT TO OGM*
	SUBMIT TO OIC**
	SUBMIT TO OIC**
	SUBMIT TO OIC** 
OIC will submit to JHSMH and/or ULH Research Offices if appropriate box unchecked on UofL MIRA
	SUBMIT respectively to NHC or JHSMH Research Offices dependent upon whose services/facilities are being used


*Office of Grants Management (OGM)
**Office of Industry Contracts (OIC)

UofL MIRA - Used whenever any UofL employee, student, space or facility is used or any University Hospital services or facilities (or other external healthcare provider) are used.

NHC/JHSMH MIRA -Used if no UofL employee or student is involved or no UofL space or facilities are used.

For submission:

	Office of Industry Contracts

MedCenter One, Suite 200

501 E. Broadway

Louisville, KY 40202-1798

Phone 852-8359—Fax: 852-2590

Industry.Contracts @ louisville.edu
	Office of Grants Management HSC

MedCenter One, Suite 315 (As of Jan. 23, 2007)
501 E. Broadway

Louisville, KY 40202-1798

Phone 852-3788—Fax: 852-2594

grntmgmt @ louisville.edu


	Human Subjects Protection Program Office

MedCenter One, Suite 200

501 E. Broadway

Louisville, KY 40202-1798
Phone 852-5188—Fax: 852-2164
hsppofc @ louisville.edu
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