Appendix G: Procedures Involving Radiation
	Radiation safety review and approval must be obtained from the relevant review committees listed below before the IRB can review the protocol.  Submit Appendix G and the completed Protocol Summary Form for radiation review to any sites where research-only ionizing radiation procedures will occur.  Evidence of radiation safety review and approval (e.g. approval memo) must be included in the IRB submission.
Hospital 
                Contact Information
Oakwood Healthcare RadiationSafety@oakwood.orgSystem
                
Children’s Hospital
                RadiationSafety-CHM@dmc.org
Detroit Receiving Hospital
                RadiationSafety-DRH@dmc.org
Harper Hospital
                RadiationSafety-HAR@dmc.org
Huron Valley Hospital
                RadiationSafety-HVH@dmc.org
Sinai Grace Hospital
                RadiationSafety-SNG@dmc.org
Karmanos                                                            Contact Karmanos 

VAMC                                                                  Radiation safety review will be conducted during the CIC review of the IRB submission

Use of certain “non-approved” radioactive drugs for pre-Phase I research may require review by the FDA-approved Radioactive Drug Research Committee (RDRC) at Children’s Hospital of Michigan:

Radioactive Drug Research Committee (RDRC)

PET/Radiology, GP-109A 
Children’s Hospital of Michigan

3901 Beaubien Boulevard

Detroit, MI 48201
Telephone: (313) 993-2618

	1
	Standard of care radiation

List the type or name of all imaging, therapeutic and/or diagnostic procedures involving radiation that will be used in this research study but which  are considered to be standard of care; include the total number of times in parentheses that each procedure will be done if the participant completes the study  [Example: chest x-ray (2)]:
	     
	 FORMCHECKBOX 
N/A
– All radiation will be from research-only procedures


	
	a. What is the total radiation exposure from these standard of care procedures that a participant will receive if he/she completes all of the above (use rad/mrad and lay terms):

NOTE: Refer to the Duke website on radiation exposure at http://www.safety.duke.edu/radsafety/consents/default.asp)
	     
	

	
	b. What is the standard of care for this disease or condition in terms of frequency of imaging, therapeutic and/or diagnostic procedures involving radiation?
	     
	

	2
	Research-only radiation

List the type or name of all imaging, therapeutic and/or diagnostic procedures involving radiation that will be used solely for research purposes; include the total number of times in parentheses that each procedure will be done if the participant completes the study:
	     

	
	a. What is the total radiation exposure from these research procedures that a participant will receive if one completes all of the above (use rad/mrad and lay terms): 
NOTE: Refer to the Duke website on radiation exposure at http://www.safety.duke.edu/radsafety/consents/default.asp)
	     

	
	b. List the hospital(s) or clinical site(s) where the research procedures involving radiation will be performed:
NOTE: Submit for radiation review at all hospitals where research-only radiation procedures will occur.
	     

	4
	What is the total amount of radiation exposure from all procedures that a participant will receive if one completes all standard of care and research-only procedures (use rad/mrad and lay terms): 
NOTE: Refer to the Duke website on radiation exposure at http://www.safety.duke.edu/radsafety/consents/default.asp)
	     

	NOTE:  The informed consent form should include the following information (using non-technical and simplified language):

1.  The amount of research-required radiation.

2. A description of the attendant risk, and
3. A statement about the cumulative effects of radiation.
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