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	Please type all responses. Handwritten responses will be returned to the applicant.


I. PROJECT DETAILS 

	1.1 Project Title:  

	Project Title (The title must exactly match the grant title):

                                                                                        
	Sponsor:




	1.2
Principal Investigator:

	Principal Investigator Name:

	Degree:



	Phone Number:
     
	Fax Number:

     
	Pager or Cell Number:

     

	E-mail address:
                                                                                            
	Department:

                                                                                            

	College or School:
                                                                                                                                                                              

	Position:  FORMCHECKBOX 
 Faculty  /   FORMCHECKBOX 
 Staff /   FORMCHECKBOX 
 Other (describe below):

	
	Other (describe your position):
                                                                                                                                                                              


	1.3
Authorized User 


The physician authorized user responsible for administering radioactive material or radiation to the subject.

	Authorized User’s Name:
                                                                                                                                       
	Degree:

                                                                                                                                       

	Phone Number:
     
	Fax Number:

     
	Pager or Cell Number:

     

	E-mail address:
                                                                                            
	Department:

                                                                                            

	College or School:
                                                                                                                                                                              

	Position:  FORMCHECKBOX 
 Faculty  /   FORMCHECKBOX 
 Staff /   FORMCHECKBOX 
 Other (describe below):

	
	Other (describe your position):
                                                                                                                                                                              


II. ADMINISTRATION OF RADIATION / RADIOACTIVE MATERIAL TO HUMANS


The administration of radiation or radioactive materials to human research subjects can be categorized into one of the following three classes:

	CLASS 1
	Routine, clinically-indicated procedure necessary for the clinical management of patient (standard of care) that the patient would have received regardless of enrolment in the project.  Examples include:

· Routine chest x-ray for a TB patient for which a new antibody is being studied.

· Fluoroscopy performed to implant an investigational pacemaker (or leads) when a standard pacemaker would otherwise be implanted.

	CLASS 2
	Routine clinical procedure but would not normally be administered to patients for research purposes (non-standard of care).  The application is a routine clinical procedure, but the patient would not have otherwise received this application.  Examples include:

· Follow-up chest x-rays performed at a higher frequency than would normally be performed.

· Nuclear stress test is administered to see if a new vasodilator is as effective as the standard vasodilator.

	CLASS 3
	Non-routine application (non-standard of care).  The application of radiation or radioactive materials is being studied.  Examples include:

· Radiopharmaceutical is being studied is investigational (has an IND but not an NDA issued by the FDA).

· External beam radiation therapy or brachytherapy for benign disease when this treatment is not the standard of care.


	2.1
Indicate the type and quantity of procedures performed

	A. Chest X-ray


	Number Performed on Subject

	
	Class 1

Standard of Care
	Class 2

Beyond Standard of Care
	Class 3

Application of Radiation is Research

	
	 FORMCHECKBOX 
 AP/PA      FORMCHECKBOX 
 Lat  
	  
	  
	  

	B.  Radiograph(s)

	
	 FORMDROPDOWN 
    FORMCHECKBOX 
 AP/PA    FORMCHECKBOX 
 Lat    FORMCHECKBOX 
 Obl
	  
	  
	  

	
	 FORMDROPDOWN 
    FORMCHECKBOX 
 AP/PA    FORMCHECKBOX 
 Lat    FORMCHECKBOX 
 Obl
	  
	  
	  

	
	 FORMDROPDOWN 
    FORMCHECKBOX 
 AP/PA    FORMCHECKBOX 
 Lat    FORMCHECKBOX 
 Obl
	  
	  
	  

	
	Other:      
	  
	  
	  

	C. Computed Tomography (CT, CAT scans)

	
	 FORMDROPDOWN 
  
	  
	  
	  

	
	 FORMDROPDOWN 
   
	  
	  
	  

	
	 FORMDROPDOWN 
   
	  
	  
	  

	D.  Bone Density (DEXA scans)

	
	 FORMDROPDOWN 

	  
	  
	  

	
	 FORMDROPDOWN 

	  
	  
	  

	E.  Fluoroscopy

	
	 FORMDROPDOWN 
   est. on time     min.
	  
	  
	  

	
	 FORMDROPDOWN 
   est. on time     min.
	  
	  
	  

	
	 FORMDROPDOWN 
   est. on time     min.
	  
	  
	  

	
	Other:      
	  
	  
	  


	F.  Diagnostic Nuclear Medicine Procedure
	Number Performed on Subject

	
	Class 1

Standard of Care
	Class 2

Beyond Standard of Care
	Class 3

Application of Radiation is Research

	
	 FORMDROPDOWN 

	  
	  
	  

	
	 FORMDROPDOWN 

	  
	  
	  

	
	 FORMDROPDOWN 

	  
	  
	  

	
	     
	  
	  
	  

	G.  Radiation Therapy

	
	 FORMDROPDOWN 

	  
	  
	  

	
	 FORMDROPDOWN 

	  
	  
	  

	
	     
	  
	  
	  

	H.  Other / not listed

	
	     
	  
	  
	  


	2.2
For Class 2 procedures, briefly describe the purpose of (i.e., justify) the administration:

	


	2.3
Confirm that the informed consent discloses the Class 2 procedures and risks from radiation exposure.

	 FORMCHECKBOX 
 Confirmed


	2.4
Describe the Class 3 procedure(s) to be performed:

	     


	2.5
Provide justification / rationale for the  Class 3 procedure:

	     


	2.6
Indicate the estimated radiation doses to each organ or tissue from the Class 3 procedure

	Ovaries
	       FORMDROPDOWN 

	Skin
	       FORMDROPDOWN 


	Testes
	       FORMDROPDOWN 

	Bone Surfaces
	       FORMDROPDOWN 


	Colon
	       FORMDROPDOWN 

	Adrenals
	       FORMDROPDOWN 


	Bone marrow (red)
	       FORMDROPDOWN 

	Brain
	       FORMDROPDOWN 


	Lung
	       FORMDROPDOWN 

	Small intestine
	       FORMDROPDOWN 


	Stomach
	       FORMDROPDOWN 

	Kideny
	       FORMDROPDOWN 


	Bladder
	       FORMDROPDOWN 

	Muscle
	       FORMDROPDOWN 


	Breast
	       FORMDROPDOWN 

	Pancreas
	       FORMDROPDOWN 


	Liver
	       FORMDROPDOWN 

	Spleen
	       FORMDROPDOWN 


	Thyroid
	       FORMDROPDOWN 

	Thymus
	       FORMDROPDOWN 


	Esophagus
	       FORMDROPDOWN 

	Uterus
	       FORMDROPDOWN 



	Name of the PI (typed):
                                                                                                                                                                              

	Original Signature of PI:

	Date:

                                                                                                                                                                              


