AIRC Application Guide

The guide below will facilitate your effort to complete your AIRC application.  Please use shaded areas for answers and spell-check your application prior to submitting to Jeannie.Baxter@utsouthwestern.edu.

1. Title:  The title should match the UTSW IRB protocol.

2. Sponsor:  Please provide the funding source for your application.  A limited amount of pilot time may be approved to generate data for grant submissions.  If you are requesting pilot time, please use this section to specify the number of hours needed and give a brief description of the proposed grant submission. A typical amount of pilot-time recommendation is 10 hours.

3. UTSW Account Number:  If known, please provide the account to be charged for time on the scanner and valet parking.

4. IRB File Numbers: The IRB file number should match the title above.

5. Principal Investigator:  Generally, the PI must be UTSW, UTA or UTD faculty.  

6. Research Coordinator:  Provide a person to contact for questions related to paperwork and scheduling.

7. Members of the Research Team:  Please include the PI, Research Coordinator and all research team members and describe their role in the AIRC (e.g., escort, screen, assist, or scan).  List other collaborators not working in the AIRC in Section 15 “Research Team Experience.”
Often volunteers arrive at the wrong time or the wrong day and we have difficulty reaching the research staff.  Please provide a pager, and if available, another number, for the person to contact in such cases.
8. Experimental Conditions:  Answer questions accordingly.

9. 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 IRB protocol.  Do not cut and paste whole sections from the IRB protocol. 
10. 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 that pertains to the MR procedures in your research.  If you cite your work, please provide references.  LIMIT 1 PAGE
11. Description of Procedures to be Used in the AIRC:  Under “Concise Summary,” please provide information related to MR procedures only.  How long will the subject lie in the scanner?  If fMRI, list tasks to be performed and any other relevant information pertaining to the MR procedure. Generally describe fMRI, spectroscopy, imaging, etc.    
12. Subject Selection and Number of Scans:  Include MR contraindications in exclusion criteria.  How many scans per subject?  Give rationale for determining number of scans per subject and the timing between each visit to the AIRC for a scan (i.e., weekly, monthly, before or after treatment, etc.) 
13. Duration of the Project:  Specify anticipated numbers in each control and/or therapy subgroup by year and duration of project.
14. 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.  

15. Research Team Experience:  List all research staff listed in Section 7 and give a brief description along with the qualifications and experience of their role in the research.  Please specifically mention which personnel will be safety screening and assisting subjects in the AIRC.  
16. Reference Citations:  If you have references in your application, please provide the citations.
	Advance Imaging Research Center (AIRC)

Application for Research with Human Subjects 

                                                     Date Submitted: 
Please use corresponding shaded area to respond to each section.   Check spelling prior to submission.

	1. Title:
	

	
	

	2. Sponsor:
	

	
	

	3. UTSW Account Number:
	

	
	

	4. IRB File Number(s):
	Number:                               Approved             Pending 

	
	

	5. Principal Investigator:
	

	Title or Position Held at Your Institution:
	

	Email Address:        
	

	
	

	6. Research Coordinator:        
	

	Email Address:
	

	
	

	7. Members of the Research Team: (Include PI and Coordinator)

	Name
	Specific Research Role
	Institution and Department
	Office Telephone
	Safety Training
	Professional Degree and/or Certifications

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Scheduling Contact Person:
	Name:                                   Pager:                          Other :  

	
	

	8. Experimental Conditions:
Will the study be limited to healthy, normal volunteers?
	
Yes                      No

	                   If no, please describe the study population:  

	

	        Will an investigational drug be used?
        Will I.V. contrast be administered?
	Yes                   No
Yes                   No 

	Contrast Agent to be administered:
	

	Name of physician responsible for oversight of the contrast administration and who will be present in the Clements Building in the event there are complications:
	

	        Will research subjects younger than age 18 be enrolled?
        Will sedation be used?

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

 Yes                        No

	
	

	9. Purpose of the Study or Hypothesis to be Tested:  

	

	

	10.  Background and Results of Previously Related Research:

	

	
	

	11. Description of Procedures to be Used in the AIRC:

	
3T              7T              Mock Scanner

Procedure Room 
	AIRC Support Services:

Blood Draws                IV Starts   

Please estimate total number per week:

	         Concise Summary of Project:

	

	
	

	12.  Subject Selection and Number of Scans:

Inclusion Criteria:

	

	Exclusion Criteria:

	

	 Rationale for Determining Number of Scans Per Subject:

	

	  Total Number of Subjects:  
	Total Number of Scans:

	13. Duration of the Project:

	

	

	14.  Provisions for Managing Adverse Reactions:

Do subjects studied have any of the following:

Medical Risks: (e.g., vascular, CVA, heart condition or breathing problems, etc.)

Behavioral Risks:  (e.g., agitation, aggression, psychosis, paranoia, hallucinations, etc.)

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

Yes             No

	If any question above is “yes,” please explain the risk in detail and how your staff will address, minimize or eliminate these risks.

	

	         Explain how emergencies will be recognized and handled:

	

	

	15.  Research Team Experience:

	

	

	16.  Reference Citations:

	


































































































































































































1
Version 7; May, 2011                                                                                             AIRC #

