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Date of RSC Review: ____________
RSC #___________

CREIGHTON UNIVERSITY RADIATION SAFETY COMMITTEE

SUBCOMITTEE ON USE OF RADIATION IN RESEARCH INVOLVING HUMAN SUBJECTS
Radiation Safety Office 629 Wareham Parkway, Criss 1, Room 213
Phone: (402) 280-5570, Fax: (402) 280-1161

Application for_________________________________________________________

USE OF RADIATION IN RESEARCH INVOLVING HUMAN SUBJECTS

(Use one form per research protocol)

1.
Study Title (Should be the same as the title on the IRB Application):
________________________________________________________________

________________________________________________________________
2.
Applicant Information

a.
Principal Investigator: ____________________________________

b.
Department and School: __________________________________

c.
Phone: ____________Fax: __________
E-mail: _______________

3.
Authorized User* Information (If different from 2.a. above) for Studies Using Radioactive Materials
a. Name: ___________________________________


b. Permit #: _________________________________

c.
Isotopes Authorized to Use: ___________________________________

*An "Authorized User" is an individual approved by Creighton's Radiation Safety Committee (RSC) to use radioisotopes on or in humans.  The Authorized User must be authorized to use the type of radioisotopes to be used in the study under review and is responsible for providing the appropriate supervision when the radioisotopes are used on or in humans during the study.  Contact the Radiation Safety Office at 280-5570 for additional information.
4. Other Study Personnel.  List all other study personnel* who will be using and/or administering radiation for the study. (Add additional sheet if necessary)

	Full Name
	Department
	Phone
	RAM Use or X-ray Trained (Y/N)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



*Do not need to list CUMC hospital technicians/employees.

5. Expected Duration of Study: __________________________

6.
Description of Study
a. Description of radioactive procedures (specifically describe each use of radiation and its purpose):


b.
Describe the objectives of this study and the expected benefit or 


justification:

c.
Explain the importance of the expected increased knowledge.

7.
Radiation Use Locations
a. Location/Room Number: ______________________________________

b. Type (i.e., X-ray room, Nuclear Medicine Clinic):

________________________________________________________________

8. Description of Radiation Source.  Describe all of the radiation sources that subjects will be exposed to during the course of this study.

a. Radioactive Material:

	Radionuclide
	Activity each Administration
	Compound & Method of Administration
	# Administrations per Subject
	Dose per Administration (mrad)

Whole Body
Target Organ

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Calculations shall be based on biologic distribution data available from published literature or from other valid studies.

1)
Where will the material be administered and by whom?

______________________________________________________________________________________________________________________

2)
State the model (e.g., MIRD) upon which radiation absorbed dose 
was calculated: ___________________________________________________________

b. Radiography/CT:

	Exam Type
	Exam Frequency
	Total # per Subject
	Entrance Exposure per film (mR)
	# Films per Exam
	Total Exposure per Exam (mR)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


c. Radiation Oncology

	Site(s) to be Treated
	Dose
	Dose/Treatment
	Frequency of Treatment
	Number of Treatments
	With/Without Chemotherapy

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


For b and/or c above, where will x-ray therapy occur and who will supervise?

________________________________________________________________________________________________________________________________
________________________________________________________________

d. Fluoroscopy:


Type of Exam: ____________________________________________________


Number of Exams: _________      kVp: ___________
   SID (inches): _________

	Mode:
	· Pulsed
	· High
	· Cine
	· Other: ___________________


	Anatomical Area
	Field Size
	mA
	View
	Entrance Exposure

(mR/min)
	Total Fluoro Time

Per Exam (sec)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



Where will fluoroscopy occur and who will supervise?

________________________________________________________________________________________________________________________________

	9.
Could Alternative Procedures (i.e. Ultrasound, MRI) 
Provide Equivalent Information?
	· Yes*
	· No


10.
If #9 is Yes, explain why the alternative procedures are not being considered for use?

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

11. Subjects to Be Studied

a. Total number of subjects: _______________

	b.
Any subjects under 19 years of age?
	· Yes
	· No


c.
Justification for using subjects under 19 years of age: ___________________________________________________________



___________________________________________________________

e. Describe methods used to ensure that pregnant females are not studied: ______________________________________________________________________________________________________________________

	e.
 Will healthy subjects be used?
	· Yes
	· No





f.
Justification for using healthy subjects: ____________________________



___________________________________________________________


	g.
Are potential subjects rejected if they have volunteered 
for similar studies within the past year?
	· Yes
	· No




How is this assured? __________________________________________



___________________________________________________________

12. Radiation Protection for Subjects.  Describe all methods for protecting the subjects from unnecessary radiation exposure, i.e., gonadal shielding, thyroid block against iodine, etc.

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

13.
Submission Requirements
· Completed Application for Use of Radiation in Humans, Form RSO-12

· Protocol

· Informed consent document

· Assent document(s), if minors less than 19 years of age are involved

· All other supporting documentation requested in the Application

14.
Principal Investigator's and Authorized User's Certification
The following signatures certify that the Principal Investigator (PI) and Authorized User (AU) understand and accept the following obligations.  It is the PI's and AU's responsibility to:

a.
Obtain approval of the Creighton University IRB before proceeding with human studies.

b.
Immediately report any adverse reactions associated with the use of radiation in the research study to the Creighton University RSC and the Creighton University IRB.

c.
Ensure that all research personnel working with radiation receive radiation safety orientation and annual radiation safety training commensurate with their duties.

d.
Promptly report any changes in the study that impact the administration of radiation to subjects.

It is understood that failure to comply with applicable federal and state regulations regarding use of radiation and Creighton University's Investigators’ Manual for Radiation Safety result in termination of RSC approval.

__________________________

______________________________

Principal Investigator


Authorized User

Date: _______________


Date: _______________

****************************************************************************************************

Do not write below this line - for RSC Subcommittee Use Only

Date Received: _______________

	· Approved; Date: _______________
	· Denied


RSC Subcommittee Chair: ____________________________


Date: _______________

Application for Use of Radiation in Research involving Human Subjects                                               Approved by RSC 12/08/03
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