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Advanced Imaging Research Center       
Application Guide
Introduction:  The purpose of this application is to guide the AIRC Protocol Review Committee (PRC) in the review of the project. The PRC is particulary interested in:
· Safety of the MR and other study activities performed in the AIRC
· Feasibility of the MR and other study activities in relation to AIRC resources
Attention to the following guide will help minimize the time between submission and final review. Before uploading application, please check spelling. For questions related to the AIRC Protocol Review Committee, contact:  corey.mozingo@utsouthwestern.edu.

1. Research Introduction:  
	Title:  The title should match the UTSW IRB protocol.
	Funding:  Please provide the funding source for your project.
	UTSW Account Number:  If known, please provide the chart of accounts (COA to be used for this project), if applicable. 
	IRB & Velos File Numbers: Project numbers for the study mentioned in the title of this application.

2. AIRC Research Team:  List only researchers working in the AIRC.  Other collaborators and a description of their roles may be listed in Section 10.
     Principal Investigator:  Generally, the PI must be faculty at UTA, UTD or UTSW.
Research Coordinator: Provide a person to contact for questions related to paperwork and scheduling.
Team Members: List all other researchers working in the AIRC.

3. Executive Summary:  Provide a short abstract of the project. Please include how the MR component(s) of this project relate to the overall project.

4. Background and Results of Previously Related Research:  Give a summary of the scientific or clinical question, its significance, and current relevant work by the research team, particularly as it relates to the MR procedures.  If you cite your work, please provide references.  LIMIT 1 PAGE

5. Purpose of the Study and/or Hypothesis to be Tested:  Please describe the purpose/hypothesis of the overall project and then be specific about the purpose and/or hypothesis of the MR portion of your application.  Do not cut and paste whole sections from the IRB protocol. 

6. Experimental Design and Conditions: Describe the study design (e.g., single/double blind, parallel, crossover, observational, etc.)  Which study visits will include MR in the AIRC?

7. Description of AIRC Procedures:  Under “Concise Summary,” please provide information related to MR procedures only.  What is the experience of the research participant? How long will the subject lie in the scanner?  What coil will be used? Will there be a break in the MR session?

8. Brief MR Analysis:  Briefly describe the analysis and how this will test the hypothesis. Do not copy and paste large sections from the IRB project.

9. Subject Eligibility and Selection: List inclusion and exclusion criteria. Please include MR contraindications in exclusion criteria.  

10. Scan Projections: Give a brief description of the study groups and estimate how many scans you anticipate scheduling per week or per month. Please ensure that all numbers of groups and subjects match throughout the application.

11. Provisions for Managing Adverse Events: If any question is “yes,” please explain the risk in detail and how your staff will address, minimize, or eliminate these risks.  

12. AIRC Research Team and Other Collaborator Experience:  List all research staff listed in Section 7 as well as a description of other collaborators who have impact on this research application.  Give a brief description along with the qualifications and experience of their role in the research.  
13. References:  Provide the source for referrals in the application.
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APPLICATION FOR RESEARCH WITH HUMAN SUBJECTS
If text and check boxes do not function, turn on document protection in the “Review” tab.
	SECTION 1:  RESEARCH INTRODUCTION

	Title:
	[bookmark: Text1]     

	Funding Source:
	[bookmark: Text2]     

	COA for Billing:
	[bookmark: Text3]     

	IRB #:
	[bookmark: Text4]     
	[bookmark: Check1]Approved:  |_|
	[bookmark: Check2]Pending Approval  |_|

	Velos #
	     
	
	

	

	SECTION 2:  AIRC RESEARCH TEAM

	Principal Investigator:
	[bookmark: Text5]     
	[bookmark: Text6]Credentials:       
	[bookmark: Check3][bookmark: Check4]Faculty:  Yes |_|     No |_|

	
	[bookmark: Text7]Institution:       
	[bookmark: Text10]Department or Center:       

	
	[bookmark: Text8]Email:       
	[bookmark: Text9]Phone:       

	
	[bookmark: Text11]MRI Safety Training Date:      

	
	Research Subjects:   Escort |_|     MRI Safety Screen |_|         Assist |_|          Schedule Subjects |_|   

	

	Research Coordinator:
	     
	Credentials:       

	
	Institution:       
	Department or Center:       

	
	Email:       
	Phone:       

	
	MRI Safety Training Date:      

	
	Research Subjects:  Escort |_|      MRI Safety Screen |_|        Assist |_|         Schedule Subjects |_|   

	
	

	Scheduling Contact Person:
	[bookmark: Text12]     
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	Department or Center
	Email
	Role in AIRC
	Safety Training Date
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	|_||_||_||_|
	     


	

	SECTION 3:  EXECUTIVE SUMMARY (ABSTRACT)

	[bookmark: Text18]     

	

	SECTION 4:  BACKGROUND AND RESULTS OF PREVIOUSLY RELATED RESEARCH

	[bookmark: Text40]     

	

	SECTION 5:  STUDY PURPOSE / HYPOTHESIS TO BE TESTED

	[bookmark: Text20]     

	

	SECTION 6:  EXPERIMENTAL DESIGN AND CONDITIONS

	Experimental Design:

	[bookmark: Text21]     

	Will the study be limited to healthy, normal volunteers?
	[bookmark: Check8][bookmark: Check9]Yes |_|     No |_|

	[bookmark: Text22]         If no, please describe the study population:       

	Will an investigational drug be used?
	Yes |_|     No |_|

	
If so, name the drug:       

	
What are the expected side effects of the drug:       

	     Will the drug be given in the AIRC:  
	Yes |_|     No |_|

	Will I.V. contrast be administered?
	Yes |_|     No |_|

	[bookmark: Text23]       Contrast agent to be administered:       

	[bookmark: Text24]       Name of physician responsible for oversight of the contrast administration:       

	Will research participants younger than age 18 be enrolled?
	Yes |_|     No |_|

	Will sedation be used?
	Yes |_|     No |_|

	Will the project require the use of stimulus presentation software and equipment?
	Yes |_|     No |_|

	

	SECTION 7:  DESCRIPTION OF AIRC PROCEDURES

	Scanner:
	[bookmark: Check10][bookmark: Check11][bookmark: Check17][bookmark: Check12][bookmark: Check13][bookmark: Check14]3TA |_|      3TB |_|      3TC |_|      7T |_|      Mock Scanner |_|      Procedure Room |_|

	AIRC Support Services:
	[bookmark: Check15][bookmark: Check16][bookmark: Text25]Blood Draws |_| (describe timeline and processing requirements in the “Concise Summary” below)      IV Starts |_|       Estimate number blood draws and/or IV starts per week:       

	Concise Summary of AIRC Project:

	[bookmark: Text26]     

	

	List MRI Technology (e.g., DTI, fMRI, ASL) and summary of sequence parameters:

	[bookmark: Text27]     

	

	Will phantom scans for QA be required?  If so, please describe the frequency and duration.

	     

	

	If utilizing fMRI, describe each task as applicable to the research participant:

	[bookmark: Text28]     

	

	SECTION 8:  BRIEF MR ANALYSIS

	[bookmark: Text29]Please list the type of data you will require at completion of each scan. Note that additional charges may apply for processing some data types (e.g., non-dicom)      

Please briefly describe the MR analysis:
     

	

	SECTION 9:  SUBJECT ELIGIBILITY AND SELECTION

	Inclusion Criteria:
	[bookmark: Text30]     

	Exclusion Criteria:
	[bookmark: Text31]     

	Describe the study groups:
	     

	         How many subjects in each group?
	     

	

		SECTION 10:  SCAN PROJECTIONS




	Total number of subjects:
	[bookmark: Text33]
[bookmark: Text34]                              Total number of scans:       

	                  Anticipated scans per week:
	[bookmark: Text41][bookmark: Text43]                  or anticipated scans per month:       

	Estimated Start Date:
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	SECTION 11:  SAFETY OF THE RESEARCH PARTICIPANT

	Will research participants have any of the following:

	Medical Risks (e.g., vascular, CVA, cardiac, pulmonary, etc.)
	Yes |_|     No |_|

	Behavioral Risks (e.g., agitation, aggression, psychosis, paranoia, etc.)
	Yes |_|     No |_|

	Cognitive Risks: (e.g., memory, attention, confusion, etc.)
	Yes |_|     No |_|

	
If any question above is “yes,” explain in detail how this could potentially affect the research participant and what will be done to minimize adverse reactions.

	[bookmark: Text36]     

	Review emergency procedures below and indicate your understanding of the study team’s responsibilities in the event of an emergency:

	[bookmark: Check18][bookmark: Check19]The Principal Investigator and the study team understand that a study team member will be present in the control room during all scan time in order to assist during an emergency. In the event a participant becomes unresponsive and must be moved to Zone II, the study team will assist the MR technologist (or certified magnet operator) in calling 911 for emergency assistance, removing a participant from Zone IV, assisting with retrieving the emergency cart. All study team members will familiarize themselves with these processes and will discuss with the MR personnel prior to participation in research in the AIRC.                                                               Yes |_|            No|_|

	

	SECTION 12:  EXPERIENCE OF AIRC RESEARCH TEAM AND OTHER COLLABORATORS
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	SECTION 13:  REFERENCES
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