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Radiation Safety Committee
Application for Human Subject Research

Involving Ionizing Radiation Exposure
Section 1 – General Information

1.   Date:       
2.   Title of Project:       
3.   Principal Investigator:  

( Full Name & Degrees –      
( Telephone Number –      
4.   Responsible Investigator:  

( Full Name & Degrees –      
( Telephone Number –      
5.   Co-Investigators:

	Full Name & Degrees
	Telephone Number

	     
	     

	     
	     

	     
	     

	     
	     


6.   Research Coordinator:

( Full Name & Degrees –      
( Telephone Number –      
Section 2 – Study Information

7.   Research Sites (check all that apply):

 FORMCHECKBOX 

CVAMC facilities (list):      
 FORMCHECKBOX 

Cleveland Functional Electrical Stimulation Center

 FORMCHECKBOX 
 
University Hospitals of Cleveland

 FORMCHECKBOX 
  Case Western Reserve University

 FORMCHECKBOX 

The MetroHealth System


 FORMCHECKBOX 
  Multi-center clinical trial

 FORMCHECKBOX 

Other collaborations and performance sites (list or attach as necessary):      
8.   Study Summary – Attach one copy each of the following documents:
      ( IRB Form 1




( Informed Consent Form

9.   Subject Populations:

a.
Total number of subjects that will receive ionizing radiation exposure:      
b.
Age range of subjects in question 9a:       
c.
Check all that apply for the subjects in question 9a and provide all information requested: 

 FORMCHECKBOX 
 
Adults only, i.e., 18 years or older

 FORMCHECKBOX 
  Children/Minors

 FORMCHECKBOX 
 
Men
 




 FORMCHECKBOX 
  Women

 FORMCHECKBOX 

Pregnant women

 FORMCHECKBOX 
 
Serum BHCG testing will be used to exclude pregnant women.

 FORMCHECKBOX 

Pregnant women will be excluded based on one of more of the following:
(Identify the exclusion test/criterion to be used in lieu of serum BHCG, and explain your rationale for its use):       
 FORMCHECKBOX 
 
Breastfeeding women administered one or more radiopharmaceuticals

 FORMCHECKBOX 
 
Breastfeeding women administered one or more radiopharmaceuticals and who will be instructed to suspend breastfeeding as follows:       
Section 3 – Subject Ionizing Radiation Exposure Information

10.
Will radioactive material be administered to subjects?

 FORMCHECKBOX 
 
No (Proceed to question 11.)

 FORMCHECKBOX 

Yes (Complete the balance of question 10, then proceed to question 11.)

Check all that apply for the subjects in question 9a and provide the documentation indicated:

 FORMCHECKBOX 
 
The radiopharmaceutical(s) is/are FDA-approved and the FDA package insert(s) is/are attached.

 FORMCHECKBOX 
 
The radiopharmaceutical(s) is/are NDA stage  FORMDROPDOWN 
 and all relevant documentation is attached. 

 FORMCHECKBOX 
 
The radiopharmaceutical(s) is/are assigned IND number       and all relevant documentation is attached.

 FORMCHECKBOX 
 
The radiopharmaceutical(s) is/are to be used in conjunction with the approval of the Radioactive Drug Research Committee at the following facility (Facility name and address, and the name and telephone number of the facility’s Radiation Safety Officer):       
a.  Name of the physician service chief/director responsible for administering the radiopharmaceutical:       
b.   Information for radiopharmaceutical(s) to be administered:

	Radionuclide
	Chemical Ligand
	Physical Form
	mCi/Dose
	Administration Method

	  1 -  
	 
	 
	 
	 

	  2 - 
	 
	 
	 
	 

	  3 -  
	 
	 
	 
	 


	Radionuclide (Cont'd)
	Nuclear Medicine Procedure Name
	# Doses per Subj/Yr
	# Doses per     Subj/Study

	1
	 
	 
	 

	2
	 
	 
	 

	3
	 
	 
	 


11.  Will subjects be exposed to ionizing radiation from ionizing radiation generators, e.g., CT scanners, radiographic equipment, and/or fluoroscopic equipment, for one or more procedures?

 FORMCHECKBOX 
 No (Proceed to Section 4.)

 FORMCHECKBOX 
 Yes (Complete the balance of question 11, then proceed to Section 4.)

Check all that apply for irradiation of the subjects in question 9a and provide the documentation indicated:

 FORMCHECKBOX 
 All irradiation will be done with FDA-approved equipment and the procedure(s) is/are clinically routine. 

 FORMCHECKBOX 
 Some/All irradiation will be done with FDA-approved equipment used in an investigational manner; relevant documentation is attached. 

 FORMCHECKBOX 
 Some/All irradiation will be done with an investigational device whose IDE number is      ; relevant documentation is attached.

a.  Name of the physician service chief/director responsible for the equipment used to irradiate subjects:      
b.  Information for CT Scan exposures (Note – information should reflect the average/typical subject):

	Procedure 
	Body Regions to be Scanned
	kVp
	mAs
	# of  Slices
	Individual Slice 

Thickness (mm)
	Field of View (cm)

	1
	 
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 
	 

	3
	 
	 
	 
	 
	 
	 


	Procedure (Cont'd)
	# of  Scans per
Subj/Yr
	# of  Scans per Subj/Study
	Equip. Room #
	Equipment Manufacturer & Model #

	1
	 
	 
	 
	 

	2
	 
	 
	 
	 

	3
	 
	 
	 
	 


c.   Information for Radiographic exposures (Note – information should reflect the average/typical subject):

	Procedure 
	Body Region(s) to be X-Rayed
	kVp
	 mAs
	Views
	Target to Film Distance (cm)
	Film Width (cm)
	Film Length (cm)

	1
	 
	 
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 
	 
	 

	3
	 
	 
	 
	 
	 
	 
	 


c.   Information for Radiographic exposures (continued):     

	Procedure (Cont'd)
	# of X-Rays per 
Subj/Yr
	# of X-Rays per Subj/Study
	Equip. Room #
	Equipment Manufacturer & Model #

	1
	 
	 
	 
	 

	2
	 
	 
	 
	 

	3
	 
	 
	 
	 


d.   Information for Fluoroscopic exposures (Note – information should reflect the average/typical subject):

	Procedure
	Body Regions to be X-Rayed
	kVp
	mA
	Beam "On" Time (min)
	Max. R/min  for the Procedure
	Field Diam. (cm)
	Cine Mode Only Pulse Width (msec)
	Cine Mode Only  # frames/sec

	1
	 
	 
	 
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 
	 
	 
	 

	3
	 
	 
	 
	 
	 
	 
	 
	 


	Procedure (Cont'd)
	# of X-Rays per Subj/Yr
	# of X-Rays per Subj/Study
	Equip. Room #
	Equipment Manufacturer & Model #

	1
	 
	 
	 
	 

	2
	 
	 
	 
	 

	3
	 
	 
	 
	 


Section 4 - Signatures

_________________________________
________________
Principal Investigator’s Signature


Date

_________________________________
________________
Responsible Investigator’s Signature


Date

_________________________________
________________
Signature of Service Chief/Director


Date

Responsible for Irradiation of Subjects

_________________________________
________________
Signature of Service Chief/Director 


Date

Responsible for Irradiation of Subjects

 FORMCHECKBOX 
 Approve   FORMCHECKBOX 
 Do Not Approve:

_________________________________
________________
Signature of Radiation Safety Officer


Date

 FORMCHECKBOX 
 Approve   FORMCHECKBOX 
 Do Not Approve:

_________________________________
_________________
Signature of Radiation Safety Committee


Date

Chairperson
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