Preparer:  Please provide a diskette


 and one hard copy only





VA MEDICAL CENTER SAN FRANCISCO


Radiation Safety Committee (RSC) (Mail Stop 131).








APPLICATION FOR HUMAN USE RADIOISOTOPE RESEARCH PROTOCOL





General Remarks and Guidelines:





	Authorization for the administration of radioisotopes to human beings may be granted by the Radiation Safety committee (RSC) either for: 1) well-established, routine clinical procedures for diagnosis or therapy, or 2) at tracer levels, for the investigation of human physiology or pathology.  For the former, the proposal must comply fully with the provisions specified by the U.S. Nuclear Regulatory Commission (NRC) in 10CFR Part 35, Subpart J, mandating educational requirements, experience, and credentials for those having clinical responsibility.  In assessing proposals for conducting research using radionuclides administered in trace amounts to human subjects, the RSC invokes several criteria, which include the supervision and participation by clinically qualified personnel; the potential hazard to the subjects, patients, personnel; and the potential clinical import of the investigation.  Additionally, the RSC requires that all participating receive radiation doses as low as feasible, in keeping  with the Hospital’s adherence to the ALARA policy mandated by the NRC.





	If the space allocated for your response is inadequate, use supplementary sheets, keying your answers to the corresponding numbers on this form; when completed, attach the sheets to the form.





____________________________________________________________________________________________________


RSC USE ONLY





Approval #1�
�
Expiration Date:�
�
�
�
�
�
Signature:�
�
�
�
                                         Chairman, Radiation Safety Committee�
�






(NOTE:  If granted by the RSC, approval is only for the personnel, radioisotopes, procedures, and the categories of 	patients or subjects described in this application.  Any changes MUST be submitted to the RSC for approval PRIOR to 	heir implementation.





____________________________________________________________________________________________________





Please type or print:








1.	�



a)  LABORATORY NAME:�



�



LAB NO:�



�
�
�



b)  RADIOISOTOPE USAGE AREA(S):�
�
�
�
                      1)  Room(s)/Building(s):�
�
�
�
	        2)  Append diagram(s)�
�
�
�
�
�
�
2.�
a)  PRINCIPAL INVESTIGATOR(S):�
�
�
�
b)  PHONE EXT:�
�
�
c)  MAIL SYMBOL:�
�
�
�



�
�
�
3.�
TITLE OF STUDY:�
�
�
�



�
�






	








4.	Outline the relevant qualifications, training, experience of the Principal Investigator and other participating 	personnel, emphasizing their clinical, scientific, and technical backgrounds bearing on the proposal.





	a)  PRINCIPAL INVESTIGATOR:


	Qualifications and Abbreviated C.V. (Append our short C.V. form and any additional information on


									supplementary sheets).





	b)  OTHER PARTICIPATING PERSONNEL:


	Give their qualifications and Abbreviated C.V. (Append our short C.V. form and any additional information on


									supplementary sheets).





�
a.�
�
�
c.�
�
�
�
�
�
�
�
�
�
�
�
�
b.�
�
�
d.�
�
�
�



	


�
c)  RADIATION SAFETY PERSON (if designated)�
�
�






5.	PROPOSED DURATION OF STUDY:  From:�
�
To:�
�
�
	





	(NOTE:  Protocols commence routinely either April 1 or October 1; other starting dates possible;  please  discuss this 	with the Radiation  Safety Office (X3070).  Duration of Protocols limited to a maximum of two (2)  years by our NRC 	license.)





6.	Complete the following table, stating the radionuclides to be used, activity per procedure or experiment, 	chemical form, specific activities, routes of administration, and the maximum activities of each to be 	possessed.





RADIO-									MAXIMUM ACTIVITY


ISOTOPE(S)	CHEMICAL FORM(S)	  SPEC. ACT.	ROUTE ADM.	ADMINISTERED


									PER PROCEDURE	 POSSESSED





a)�
�
�
�
�
�
�
�
�
                  mCi�
�
       mCi�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
b)�
�
�
�
�
�
�
�
�
                  mCi�
�
       mCi�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�
�









c) State maximum number of procedures for each:








1)  Subject�
�
2)  Control�
�
�



	(Attach supplement, if necessary)


7.�
BRIEF DESCRIPTION OF PROCEDURES AND TECHNIQUES OF STUDY/EXPERIMENT OR�
�
�
PROCEDURE:�
�
�
�



�
�
�



�
�
�



�
�
		(Append supplement, if necessary)
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8.	RATIONALE AND JUSTIFICATION FOR THE STUDY:  On accompanying sheet, give the clinical rationale and justification for the study: 1) include relevant background and findings from preliminary experimentation by you or other investigators, the suppliers of radiopharmaceuticals, or the literature; and b) indicate why radionuclides are preferred or needed.  (Supply copies of reprints, if convenient.)








9.	PARTICIPATING EXPERIMENTAL POPULATION:�
�
�
Total No. of Patients (Subjects):�
�
Total No. Controls:�
�
�
�



Males:�
�



Females:�
�



Pregnant Females:�
�



Minors:�
�
�
�



Age Range:�
�



Specific Physical Attributes and Conditions:�
�
�
�
Other selection criteria:�



�
�
�



�
�
�



�
�



10.	UCSF Human Experimentation Committee:  Action�
�
Date:�
�
�
(Please attach consent form to original and 11 copies.  Please attach 0ne copy of the complete UCSF Human


Experimentation Application.)�
�
�
�
UCSF Radioactive Drug Research Committee:  Action:�
�
Date:�
�
�



11.�
INSTRUMENTATION AND METHODOLOGY FOR PERFORMING THE PROPOSED STUDIES:�
�
�
�



�
�
�



�
�
�



�
�






12.	SPECIAL CONCERNS AND  HANDLING:  On supplementary sheet, indicate unusual or potential radiation hazards 	presented by the purposd study; include such concerns as decontamination measures, handling of radioactive wastes, 	survey and monitoring of sites and personnel, etc





13.	DOSIMETRIC ESTIMATES:  On supplementary sheet, a) give estimates for the radiation doses received by the subjects (or patients) and controls; include the target and critical organs as well as the whole body.  Show  calculations or cite those made by the suppliers or from the published literature.  b) Justify these radiation levels by showing tht they are consistent with  those received by patients undergoing the well-established diagnostic (tracer level) procedures involving internally administered radionuclides.  c) ALARA commitment:  Explain why administering activities (doses) smaller than those you proplse are not feasible.  It is suggested the dosimetry be reviewed with the Radiation Safety Officer before presentation to the Human Experimentation Committee.  (Help with these topics is available from the Radiation Safety Office.)





	


14.�
SHIELDING; VENTILATION; CLOTHING; AND OTHER RADIATION PROTECTION PRECAUTIONS:�
�
�



�
�
�



�
�
�



�
�
�



�
�
	(Attach supplement, if necessary)
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15.�



ESTIMATED MONTHLY RADIOACTIVE  WASTE:�
�
�



a)	BAGGED DRY WASTE:�
�



CU. FT.�
�
�



b)	ABSORBED LIQUID WASTE:�
�



CU. FT.�
�



16.�
PERSONNEL MONITORING:


a) 	Bioassays performed:�
�
�
URINE:	       Yes�
�
No�
�
�
�
�



THYROID:  Yes�
�
�
�
(NOTE:  Thyroidal Surveys are required monthly


 (at least), whenever >1mCi of 125I or 131I is used.)�
�
�



�
�
�
�
�
�
�
b) Film Badge(s):�
�
    Finger Ring(s):�
�
�
�



	___________________________________________





	_________________________________________________________________________________________________





	_________________________________________________________________________________________________





	


17.�
WORK AREA CONTAMINATION MONITORING METHODS:�
�
�
�
�
�
�
�
�
�
�
�



	NOTE:  WIPE-TESTS are required monthly (at least), with the results keyed to the map of your facility.  Results of these are retained by you, available for inspection by RSO and NRC.





CERTIFICATION:





	I hereby certify that a) all participating personnel are thoroughly familiar with the VA Medical Center’s Radiation Safety Manual, and b) the above uses will be in accordance with the Radiation Safety Manual and Radiation Safety Committee directives.








Principal Investigator:_________________________________________Date:____________________________________


					(Signature)





	If you have questions regarding the completion of this form, please comunicate with the Radiation Safety Office (Ext. 3070).


______________________________________________________________________________________________________





APPLICATION FOR AMENDMENT TO EXISTING PROTOCOL





Amendment being requested:�
�
�
�
�
�
�
�
�
�
�
		(Attach supplementary sheets, if necessary)








	_______________________________________________________      	_________________________________


		Signature of Principal Investigator						Date
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