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	Supplementary Review
	RADIATION SAFETY

	Study Title
	     

	Principal Investigator 
	     


Include this form if participants will be exposed to radiation while in this study.  

Step 1: 
Complete and submit this form with the Initial Application and each Continuing Review Application.  Updated forms should also be submitted if project revisions impact the information on this form.   
Step 2: 
The IRB office will forward your submission to Radiation Safety for simultaneous review.  
Step 3: 
When IRB approval is granted, the Radiation Safety Committee (RSC) will request additional approval 
from the State of Oregon.  
Step 4: 
Once approval has been obtained by the State of Oregon, the RSC will finalize their section of this 
form and forward it to the IRB, along with the approved Radiation Use Authorization.
Step 5:  The IRB Office will then release the IRB approval documents to the PI and study activities may begin.
	1. Diagnostic X-ray Procedures


	Yes
	No

	Will any participant be asked to undergo a diagnostic x-ray procedure (including radiographic and DEXA) while in this study?  If “yes,” answer questions (a) and (b).  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a) All diagnostic x-ray procedures are routine, standard, clinical procedures.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) All participants receiving a diagnostic radiation procedure would have the same procedure for clinical reasons even if they were not in this study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	2. Use of Radioactive Material
	Yes
	No

	Will radioactive materials (including nuclear medicine, metabolic, nutrition, toxicity, or drug studies) be administered to any participants as part of this study?  If “yes,” answer questions (a) and (b).  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a) All procedures involving administration of radioactive materials are routine standard, clinical procedures prescribed by a physician.

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) All participants receiving a radioactive material would have the same procedure for clinical reasons even if they were not in this study.

	 FORMCHECKBOX 

	 FORMCHECKBOX 



3. Project Information

Summarize the “authorized users” training and experience in the use of (ionizing) radiation-emitting devices and/or radioactive materials with human participants. 

     
Identify all (ionizing) radiation-emitting devices/procedures or drugs that will be used or evaluated as part of this research protocol.

a. For each x-ray machine and associated procedure, indicate the total number of exposures per single study and per complete research protocol.  A single study is comprised of all procedures performed on a participant during a single visit/session.


Device/Procedure

Exposures/Study

Exposures/Protocol


     
     
     
     
     
     
b. For each radioactive material, indicate the activity (mCi) per single dosage, and the total number of dosages per single study and per complete research protocol.  A single study is comprised of all dosages received by the participant during a single visit/session.
Radioactive Drug
mCi/dosage
Dosages/Study

Dosages/Protocol

     
     
     
     
     
     
     
     
c. For radioactive drug(s) prepared on-site, will the drug be prepared, assayed, tested, and labeled in accordance with the:

 FORMCHECKBOX 
  FDA-approved labeling
      FORMCHECKBOX 
  RDRC-approved Drug Master File

If your project involves a situation not covered by this form, or for additional information, contact the Radiation Safety Officer at (541) 737-2227.  
FOR USE BY RADIATION SAFETY
Reviewer name:       
Date of review:       
Required revisions:       
Modifications required to safeguard vulnerable populations:       
Modifications required for the consent form:       
Additional comments for the IRB: 

Date:       

Date:       

Date:       
 FORMCHECKBOX 
 Radiation Absorbed Dose Estimates Attached

REVIEW BY RADIATION SAFETY OFFICER
 FORMCHECKBOX 
 Revisions Required by Radiation Safety
 FORMCHECKBOX 
 Approved by Radiation Safety Officer  
Approval Date:       
REVIEW BY THE STATE OF OREGON

 FORMCHECKBOX 
 Pending Approval from the State of Oregon

 FORMCHECKBOX 
 Approved by State of Oregon 
Approval Date:       
RADIATION USE AUTHORIZATION

 FORMCHECKBOX 
 Contingent upon Approval from the State of Oregon

 FORMCHECKBOX 
 Approved by Radiation Safety Committee
Approval Date:       
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