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Northern California Health Care System
PROTOCOL EXEMPTION FROM FULL RADIATION SAFETY COMMITTEE REVIEW

Title of Protocol:      
Principal Investigator:      
Check any of the following statements that apply to the above protocol. Attach a copy of the consent form using the appropriate radiation risk statement, reflecting the total exposure to ionizing radiation the subject would receive while participating in the study (research and standard care exams). This exemption does not apply to studies involving the therapeutic application of radioactive materials.

 FORMCHECKBOX 
 The protocol has received national multi-center review by the FDA, CCC, SWOG (Southwest Oncology Group), COG (Children=s Oncology Group) or a similar review group.

 FORMCHECKBOX 
 The subjects are receiving diagnostic imaging exam(s) for research purposes. List the research diagnostic exams, frequency, and total number of exams to be given:
     
 FORMCHECKBOX 
 The subjects would receive diagnostic imaging exam(s) as the standard of care whether they were in the protocol or not. List the standard of care diagnostic exam(s), frequency, and total number of exams to be given:

     
 FORMCHECKBOX 
The protocol involves performing DEXA scans on human subjects. List the frequency and total number of exams to be given:
     
	_____________________________
	_________________________________

	Signature of PI                     Date                 
	Reviewer                                Date

	     
	

	
	[  ] Approved    

	Address
	[  ] Referred for Full Radiation Safety Committee review

	     
	

	
	

	Phone/Fax Number
	

	
	

	Questions may be addressed to A. Swislocki MD at Arthur.Swislocki@va.gov or C. Barnett MD at Charles. Barnett.va.gov


Appropriate radiation risk statements, reflecting the total exposure to ionizing radiation the subject would receive while participating in the study (research and standard care exams). This information will be placed in IRB consent forms for investigators to utilize.

X-ray:  You will have an x-ray of your [lungs, done once at the beginning of the study, and again at the end of the study,] in order to check . . . Each x-ray will take about [XX minutes(s)]. To place the risk in perspective, a plain chest X-ray or dental X-ray will expose a person to the same amount from background radiation that we are exposed to (depending upon location) everyday over 10 days.
 
CT/CAT scan:  You will have a [computed tomography (CT) / computerized axial tomography (CAT)] scan of your [head, brain, etc.], done [once, twice, once a month for six months, etc.], in order to check . . . A CT scan uses special x-ray equipment to make detailed pictures of body tissues and organs..
For the CT scan, you will need to lie still on a table with your [XXX] inside a large doughnut-shaped machine.  The table will move and the machine will make clicking and whirring noises as the pictures are taken.  [If appropriate, include the next two sentences]: An iodine dye (contrast material) will first be [injected into a vein/given to you orally/rectally].  The dye makes tissue and organs more visible in the pictures.  Each CT scan will take about 15 minutes to a half hour. Due to the large dose used, CT scans increase the risk of childhood developmental problems and cancer in all those exposed.
 You should discuss this with the research team. 
DEXA: As part of this study we will perform [number] DEXA scan[s] of your [head, brain, etc.].  DEXA is a way of looking inside the body by using a very small amount of radiation. You will lie down on a table. You will need to lie still while the Researchers scan you.  Each scan will take [XX minute(s)].  The radiation received by the patient during the scan is less than that of an airline flight from California to New York and back.

MRI:  [Once every two weeks,] you will have a Magnetic Resonance Imaging (MRI) exam.  For the MRI exam, you will lie down on a narrow bed which will then move slowly into a tunnel that is 6 feet long by 22 inches wide and open at each end.  You will need to lie there quietly for about one hour, during which time there will be a loud banging noise.  You may feel warm during this procedure. 
You will have this type os exam because [MRI is best suited for cases when a patient is to undergo the exam several times successively in the short term, because, unlike CT, it does not expose the patient to the hazards of ionizing radiation. ] or [MRI is used to measures signal changes in the brain that are due to changing neural activity.}
Tell the research staff if you have something implanted in your body. Implants ( pacemakers, vagus nerve stimulators, implantable cardioverter-defibrillators, loop recorders, insulin pumps, cochlear implants, deep brain stimulators and capsules retained from capsule endoscopy) are generally considered contraindications for MRI scanning. Patients are therefore always asked for complete information about all implants before entering the room for an MRI scan. 

USE OF TABLES IS OPTIONAL: In addition to the mandatory narrative explanation of study procedures, a simplified calendar (study chart) or schema (study plan) may be inserted.  If the schema from the sponsor protocol is too complex, use of a simplified version of the schema is encouraged.  Instructions for reading the calendar or schema should be included.   See examples on the following pages. 






� http://en.wikipedia.org/wiki/X-ray#Plain_X-rays.


� ibid


� http://en.wikipedia.org/wiki/Dexa_scan


� http://en.wikipedia.org/wiki/Mri
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