Applications must be typed.

APPLICATION FOR THE IN-VIVO USE OF RADIOACTIVE MATERIAL

RSC/RDRC # ________

	1.    Responsible Investigator Name & Title:

	Last:      
	First:      
	Middle:      
	Degree/Title:      


	2.    Department:      
	Telephone #:      

	       Building:      
	Other contact #:      

	       Room:      
	Fax #:      

	       Box #:      
	Email:      

	3.    Title of Study:

	             


	4.    List the radionuclides needed for this study:

	Radionuclide
	Chemical Form
	Physical Form
	Possession Amount in Lab

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


	5.    Number of individuals to be studied:      *
	Age group:      

	*This project will be considered terminated after the indicated number of subjects have been studied unless an extension is      granted.  Studies including more than 30 subjects may require special approval.



	6.    Excluded individuals:
	 FORMCHECKBOX 
 Pregnant females
	 FORMCHECKBOX 
 Potentially pregnant females**

	                                                   FORMCHECKBOX 
 Minors (under 18 years of age)
	 FORMCHECKBOX 
 Other (please explain)      

	       **Premenopausal women will be subjected to radiation only during the first 14 days after onset of a menstrual period.       


	7.    Length of study:          FORMCHECKBOX 
 days   FORMCHECKBOX 
 months   FORMCHECKBOX 
 years    FORMCHECKBOX 
 other      

	8.    Attach the protocol to be used.  Include a copy of the consent form that has been approved by Radiation Safety (see their web site for more information).  Provide sufficient details to make possible the assessment of the radiation hazards.  Include and reference all data used for dosimetry calculations.  If controls are to be used, describe how they will be chosen.  



	9.    Radionuclide dosage:      

	       Pharmaceutical dosage:      


	10.  Route of administration:  

	                             FORMCHECKBOX 
 Oral
	 FORMCHECKBOX 
 IP
	 FORMCHECKBOX 
 IV
	 FORMCHECKBOX 
 IM
	 FORMCHECKBOX 
 Other (please explain in protocol attachment)



	11.  Organ and Effective dose from the radiolabeled drug used in this study:

	       Target organ radiation dose:       millirem
	Limiting organ dose:       millirem

	       Gonadal dose:       millirem
	Effective dose:       millirem



	12.  If radiation from sources other than the radiolabeled drug(s) will be used in this study, complete the appropriate supplemental page.



	13.  Sum the radiation dose to the subject from all sources in this study.  Total effective dose:       millirem



	14.  Is the study drug under an IND?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No
	If yes, please indicate the IND number:      

	       If an IND has been assigned, does it apply to the radiolabeled drug or only for the non-radioactive portion of the drug?

	        FORMCHECKBOX 
  Applies to radiolabeled drug
	 FORMCHECKBOX 
  Applies to drug only



	15.  Will a unit dosage be used for each subject or will the dosage be taken from a multi-dose container?

	        FORMCHECKBOX 
 Unit dosage.  Attach documentation of licensure pursuant to 10 CFR 32.72 from manufacturer or preparer.

	        FORMCHECKBOX 
 Multi-dosage container.  If a multi-dosage container will be used, complete the appropriate supplemental page.



	16.  If dosage is a photon emitter, include procedure for measuring in a dose calibrator before administration to human subjects.



	17.  The instrument used to count swipes from contamination monitoring must be able to detect 2000 dpm.  Include a procedure to show that the minimum detection level is no greater than 2000 dpm.

	18.  Will any other individuals other than the Authorized User receive, possess, use or transfer byproduct material?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	       If yes, list names:      

	       

	       Will any other individuals other than the Authorized User prepare byproduct material for medical use?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	       If yes, list names:      ’



	If the answer is yes to either of the above questions, the supervised individuals must be instructed in the license’s written radiation protection procedures, written directive procedures, regulations of 10CFR35, and license conditions.  



	19.  Attach pharmaceutical controls that will used to ensure appropriate safety standards for quality, purity, sterility, and non-pyrogenicity.



	20.  Estimate how much radioactive waste will be generated for disposal per month (activity, volume/mass)

	       Liquid waste:      

	       Solid waste:      

	       Scintillation vials:      

	       Biological:       

	NOTE:  INSTITUTIONAL REGULATIONS FORBID DISPOSAL VIA SINK OR SEWAGE SYSTEM

	21.  Attach a sketch of your working area and identify the following:  building, floor, rooms, radioisotope storage, waste storage, working, and counting areas.  Number the locations that will be wipe tested for removable contamination.



	22.  Has the responsible investigator reviewed his/her responsibilities under 21 CFR 361 and 10 CFR 20 and 35 and the VCU Radiation Safety Guide?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	If this application is approved, the authorization will apply only to the responsible investigator and specifically to the project described herein.

Comments and exceptions:

     
Signatures:



	Applicant


	Date



	Radiation Safety Officer


	Date



	Chair, Radiation Safety Committee


	
	Date

	Chair, RDRC (if applicable)         


	Date


Submit the original plus six copies of the application, approved consent form, and protocol to Radiation Safety, Box 980112, Sanger Hall B2-012.

	12.  (Supplemental page)  Complete and include this page if the subject will receive radiation from sources other than the radiolabeled drug(s) in this study.



	DIAGNOSTIC FILMS:

	View/Study      
	# films      
	kVp      
	mA      
	Field size      

	View/Study      
	# films      
	kVp      
	mA      
	Field size      

	View/Study      
	# films      
	kVp      
	mA      
	Field size      

	View/Study      
	# films      
	kVp      
	mA      
	Field size      

	View/Study      
	# films      
	kVp      
	mA      
	Field size      

	FLUOROSCOPIC PROCEDURES:



	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	CINEFLUOROGRAPY PROCEDURES:



	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	View/Study      
	Average time      
	kVp      
	mA      
	II size      

	CT PROCEDURES:



	Type of study:      
	CTDI:      

	Type of study:      
	CTDI:      

	Type of study:      
	CTDI:      

	Type of study:      
	CTDI:      

	Type of study:      
	CTDI:      

	OTHER (describe below):

     



Complete and include this page only if the application includes dosages of alpha- or beta-emitting radionuclides that will be taken from multi-vial containers, or for unit doses that are obtained from a manufacturer or preparer that is not licensed by the NRC or an Agreement State.

	23.  What instrumentation will be used to measure the radioactivity of the alpha- or beta-emitting radionuclides?

            


	Atttach procedure for use of the instrumentation and describe how the dosage will be measured prior to administration to the patient or human research subject.  Include formulas to calculate dosage from measurements of aliquots in the liquid scintillation counter.  Include method(s) used to assure that the dosage measurement and calculations actually reflect the administered dosage.

	24.  Attach procedure for performing accuracy tests on the instrument used to measure human dosages before initial use, annually, and following repair.  Include a description of the source to be used for the accuracy test.  Will quench curves be used for efficiency calculations?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	25.  If there will be a wide range in the activity of dosages to be measured, linearity tests may be required.  What is the range of dosages that will be measured?       


	26.  A test for geometry dependence may be required before initial use, annually, and following repair of the liquid scintillation counter if there are variations that would effect counting geometry, such as a change in the size or type of scintillation vials use, volume counted, or type of cocktail.  What size and type of scintillation vials will be used to count human dosages?

     


	What volume or range of volumes will be counted to measure human dosages?

     


	27.  A constancy test using a source with known activity, and a check for proper operation of the instrument used to measure dosages is required at the beginning of each day of use.  List standards that will be used for constancy test, including radionuclide and activity.

     


	What action will be taken if results of the constancy test exceed ±10% of the expected value?

     



Revised August 2007


