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	Application for Use of Radiation in Research Involving Human Subjects


Instructions:  This application must be completed for every research study involving the use of radiation-emitting equipment or radioactive materials involving human subjects.  The Radiation Safety Committee must review and approve any research study involving the use of radiation in research involving human subjects.  Please contact the Radiation Safety Officer in the Environment, Health & Safety (EHS) Office at 588-6126 if you have any questions.

1. Research Study Information
	 Study Title (Should be the same Title as used on the HSC Application) 

      

	 Sponsor:       

	 Protocol Name or Number (include version information, if applicable) :        

	 PI Name:       


2.
Payment for Procedures Involving Radiation
	 Who will be paying for the procedures involving the use of radiation-emitting equipment and/or radioisotopes?  If the sponsor is paying for the use of radiation-emitting equipment and/or radioisotopes that are to be administered, then the use/treatment is considered to be for research purposes and is not considered Standard of Care.
 FORMCHECKBOX 

Sponsor      FORMCHECKBOX 
 Participant,Insurance,Medicare, etc.      FORMCHECKBOX 
 Sponsor AND Participant (explain below)

      


3.
Subjects to be Studied
	 Total Number of Subjects to be Enrolled:       

	 Are any Subjects less than 18 years of age?        FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 Please provide the reason/justification for using subjects under 18 years of age:        

	 Will healthy subjects be used?                      FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 Please provide the reason/justification for using healthy subjects:        


4.
Procedures to Which the Research Participants Will Be Exposed:
Radiation-emitting Equipment

 FORMCHECKBOX 

Fluoroscopy
 FORMCHECKBOX 

X-ray
 FORMCHECKBOX 

CT Scan
 FORMCHECKBOX 

DEXA Scan
 FORMCHECKBOX 

Mammogram
  FORMCHECKBOX 

DEXA
Radioactive Materials

 FORMCHECKBOX 

PET/CT  
 FORMCHECKBOX 

Nuclear medicine scans (such as MUGA, gastric emptying, bone scan, or others)  
 FORMCHECKBOX 

Radiation Therapy: 
Explain
     
5.
Where will these procedures be administered?  

 FORMCHECKBOX 

CTSU (Fairway)
 FORMCHECKBOX 

KU Hospital
 FORMCHECKBOX 

KUCC Clinics
 FORMCHECKBOX 

KU Med West
 FORMCHECKBOX 

KU Hospital, Westwood Cancer Center
 FORMCHECKBOX 

Other Location: Identify (be specific)       
6.
Table 1:  Describe Which Procedures Are Strictly for Research Purposes and Which Are Considered Standard of Care for These Participants.  For each exposure to radiation listed above, complete an entry in the following table.  Data should represent total exposures during the length of the study – and should reflect the worst-case scenario for any participant in the study.
The last page of this form contains a detailed example of the type of information RSC would like to have provided in this table.
Note: Cells will expand to fit your entry; be as detailed as necessary.
	Procedure
	Number of procedures per year that will be given in this study that can be considered Standard of Care (i.e, they are part of the participants routine medical care)
	Number of procedures per year that will be given in this study that are strictly for Research Purposes (i.e., they would NOT have been given if the participant were not in this study)
	Total number of Procedures over the Entire Research Project (Std of Care + Research)
	Total Procedures for Research Purposes Only over the Entire Research Project

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


If more than six procedures are involved, insert the information about the additional procedures here:       
7.
Table 2:  Radiation Oncology

If Not, go to Section 8.
	Site(s) to be Treated
	Dose
	Dose/Treatment
	Frequency of Treatment
	Number of Treatments
	With/Without Chemotherapy

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


Will Radiation Oncology be done at KU Hospital,  
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No:
If NO, where?       
8.
Standard of Care Certification
If the subjects were not part of this study, would they be receiving all of the same procedures listed in the tables above?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
If YES, would they receive the same number of procedures as are listed in the tables above if they were not in this study?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
9.
Principal Investigator's and Authorized User's Certification

As Principal Investigator for this research study, I understand and accept the following obligations.  It is my responsibility to:

a.
Obtain approval of the University of Kansas Medical Center Human Subjects Committee before proceeding with human studies.
b.
Immediately report any adverse reactions associated with the use of radiation in the research study to the University of Kansas Medical Center Radiation Safety Committee, the University of Kansas Hospital Radiation Safety Committee and the University of Kansas Medical Center Human Subject Committee.

c.
Ensure that all research personnel working with radiation receive radiation safety orientation and annual radiation safety training commensurate with their duties.
d.
Immediately report any changes to the study protocols or consent forms which would impact the administration of radiation to subjects to the University of Kansas Medical Center Radiation Safety Committee, the University of Kansas Hospital Radiation Safety Committee and the University of Kansas Medical Center Human Subject Committee.

It is understood that failure to comply with applicable federal and state regulations regarding use of radiation and with the University of Kansas Medical Center’s and University of Kansas Hospital’s requirements for using radiation producing equipment and/or radioactive materials can result in termination of Radiation Safety Committee approval.

Principal Investigator’s Name: 
      
____________________________
Date:  ____________
Principal Investigator Signature

Table 1 Examples:

	Procedure
	Number of procedures per year that will be given in this study that can be considered Standard of Care (i.e, they are part of the participants routine medical care)
	Number of procedures per year that will be given in this study that are strictly for Research Purposes (i.e., they would NOT have been given if the participant were not in this study)
	Total number of Procedures over the Entire Research Project (Std of Care + Research)
	Total Procedures for Research Purposes Only over the Entire Research Project

	PET/CT
	1 per year or as clinically indicated
	0 per year
	As clinically indicated
	0

	DEXA Scan
	1 per year
	1 per year
	2
	1

	CT scan (chest)
	1 per year (but only if the participant does not qualify for an MRI)
	0 per year
	1
	0

	CT (ch/abd/pel)
	3 per year
	1 per year
	8 (for this 2 year study)
	2

	Chest x-ray
	1 per year
	3 per year (yr 1); 1 per year (yr 2 – 4)
	4 in yr 1, 2 in yrs 2-4, then annually.
	3 (yr 1); 1 (yr 2 - 4) = 6 total

	Angiogram
	1 per year
	0 per year
	1
	0
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