Saint Luke’s Hospital Application for Use of Radiation in Research Involving Human Subjects
Instructions: Please complete this form prior to submitting a study to the IRB. Submit the form and a copy of the consent form to rsions@saint-lukes.org.  A copy of the full protocol is required when Radioactive Investigational New Drug is to be used or upon request of RSO.  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 or Radiation Safety Office will review and approve all research study involving the use of radiation in research involving human subjects. Please contact the Radiation Safety Officer at (816) 932-6262 if you have any questions. If the Radiation Safety Officer requests any changes or clarifications, you must submit those back to him prior to receiving Radiation Safety approval for your study. You must obtain the signed approved form back from the Radiation Safety Officer before submitting to the IRB. 

1. Research Study Information

	Study Title (Should be the same Title as used on the IRB Application)



	Sponsor:



	
	Principal Investigator
	Study Coordinators Names

	Name
	
	

	Email
	
	

	Phone
	
	


2. Subjects to be Studied

	Total Number of Subjects to be Enrolled:



	Age range 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:

	Are any Subjects Pregnant?             FORMCHECKBOX 
 Yes           FORMCHECKBOX 
  No

Please provide the reason/justification for using Pregnant subjects:


3. Procedures to which the research participants will be exposed:

Radiation-Emitting Equipment

 FORMCHECKBOX 
 Fluorscopy
 FORMCHECKBOX 
 X-ray     FORMCHECKBOX 
 CT Scan     FORMCHECKBOX 
 DEXA Scan     FORMCHECKBOX 
 Mammogram    FORMCHECKBOX 
 Other
Radioactive Materials

 FORMCHECKBOX 
 PET/CT
 FORMCHECKBOX 
 Nuclear Medicine scans (Such as MUGA, gastric emptying, bone scan, or others)
 FORMCHECKBOX 
 Other
 FORMCHECKBOX 
 Radiation Therapy (please explain):   
4.  List below any radiopharmaceuticals and devices that use radioactive material or generate radiation used in the research that is not FDA approved/ cleared for marketing or they are FDA approved, but for an indication other than that to be used in this research.
	Product Name
	IND/ IDE#

	
	

	
	


5. Where will these procedures be administered?
 Saint Luke’s Hospital



 Saint Luke’s South Hospital

 Saint Luke’s East Hospital


 SLCC/SLPS/SLMG physician practices

 Saint Luke’s North Hospital


 SLCI Liberty

 Other SLHS affiliated site _________________
 Non-SLHS affiliated site _______________________

6. Table 1: Describe which procedures are strictly additional 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 the total exposures during the length of the study and should reflect the worst case scenario for any participant in a study.  [Note:  For this table Standard of Care means if the patient was not in this study they would be getting this procedure anyway.
The last page of this form contains a detailed example of the type of information RS would like to have provided in this table.

Note: Cell 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

(Standard of Care + Research)
	Total Procedures for Research Purposes only over the entire research project

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


If more than six procedures are involved, insert t the information about the additional procedures here:

7. Table2: Radiation Oncology     If not applicable, 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 other places besides Saint Luke’s Hospital? If yes, please list all other places:

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 listed in the tables above if they were not in this study?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
9. Principal Investigators 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 Saint Luke’s Institutional Review Board before proceeding with human studies.

b. Immediately report any adverse event reactions association with the use of radiation in the research study to the Radiation Safety Officer.

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 Radiation Safety Officer.

It is understood that failure to comply with applicable federal and state regulations regarding use of radiation and with the Saint Luke’s 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:
____________________________________________________
Principal Investigator’s Signature/Date: 
_____________________________________________
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

(Standard of Care + Research)
	Total Procedures for Research Purposes only over the entire research project

	PET/CT
	1 per year or as clinical 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 quality for an MRI)
	0 per year
	1
	0

	Chest x-ray
	1 per year
	3 per year(year1); 1 per year (year 2-4)
	4 in year 1, 2 in years 2-4, then annually
	3in year 1; 1 in years 2-4 so total= 6

	Angiogram
	1 per year
	0 per year
	1
	0


	For Use by the Radiation Safety Officer only:

	 FORMCHECKBOX 
  Approved                                                                                                   FORMCHECKBOX 
 Not approved

 FORMCHECKBOX 
 Consent form has been reviewed and radiation safety language is approved

_______________________________________________                      _____________________

RSO Signature                                                                                                     Date


