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Northern California Health Care System

	RADIATION SAFETY APPLICATION

Human use of Radioactive Materials and Radiation Producing Machines


NRC License 04-02-956-02
Investigators who wish to enroll human subjects in any research studies that cause the exposure to ionizing radiation are required to have written approval of the NCHCS Radiation Safety Committee (RSC), the Subcommittee on Research Safety, the Human Studies Subcommittee, and the Research and Development Committee before the research is permitted to proceed.  Research studies involving x-ray or Nuclear Medicine procedures require the approval, in advance, of the affected department.  A person performing or supervising the performance of a Nuclear Medicine or x-ray procedure, including cath lab, angiography, fluoroscopy, etc., must be authorized by the Radiation Safety Committee to do so.  If clinical equipment is to be utilized by those other than the regular departmental staff, approval of the affected department must be obtained.

Authorization for the administration of radioisotopes to human beings may be granted by the RSC either for:  1) well-established, routine clinical procedures for diagnosis or therapy, or 2) as tracers, 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 10 CFR Part 35, Subpart J, mandating educational requirements, experience, and credentials for those having clinical responsibility.  For conducting research using radioisotopes as tracers administered to human subjects, the RSC evaluates each proposal, assuring itself that certain requirements are met; these include the supervision and participation by clinically qualified personnel; the absence of significant hazard to the subjects, patients, and personnel; and that the investigation possesses potential clinical import.
Please complete the appropriate sections of the questionnaire below.  If the space allocated for your response is inadequate, use supplementary sheets, keying your answers to the corresponding numbers on this form; attach the sheets when completed to the form.
If granted by the RSC, approval is for the personnel, radioisotopes, procedures, and patients or subjects described in this application ONLY.  Any changes MUST be submitted to the RSC for approval PRIOR to their implementation.
	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	     


PRINCIPAL INVESTIGATOR PREFERS APPROVAL NOTIFICATION DOCUMENT SENT BY:

 FORMCHECKBOX 
  VA NCHCS Inter-Office Mail
 FORMCHECKBOX 
 United States Postal Service   
	Principal Investigator:
	     
	Contact Person

(if different from PI):
	     

	Phone:
	     
	Phone:
	     

	Pager or Cell Phone:
	     
	Pager or Cell Phone:
	     

	Email:
	     
	Email:
	     

	Fax:
	     
	Fax:
	     

	US Mailing Address:
	     
	US Mailing Address:
	     

	VANCHCS site and VA Inter-Office Mail Code:
	     
	VANCHCS site and VA Inter-Office Mail Code:
	     


A. STUDY

Brief Study Description:       
Total Number of Subjects:       
Males: FORMCHECKBOX 

Females: FORMCHECKBOX 
   
Pregnant Females: FORMCHECKBOX 
   
Minors: FORMCHECKBOX 

Age Range     
Specific Physical Attributes and Conditions:     
Study Length:     
Proposed Duration of Study: From      , to      
Authorized User (Ionizing Radiation):       Title:       
Phone:       E-Mail      
Co-Investigator:      Title:       
Phone:      E-Mail      
B. RATIONALE AND JUSTIFICATION FOR THE STUDY
On an accompanying sheet, state the clinical rationale and justification for the proposed study; include relevant background and findings from preliminary animal experimentation by you or other investigators, the suppliers of the radiopharmaceuticals, or the literature.  Indicate why radionuclides are preferred.  (Supply copies of reprints, if convenient).  Justification should be sufficient to enable the RSC to determine the risk: benefit ratio of the proposed use of radiation.

C. ROUTE OF EXPOSURE

1. RADIOACTIVE MATERIALS ADMINISTRATION

There are three basic regulatory approaches by which radioactive materials may be administered to human subjects for research purposes, all of which require Human Studies Subcommittee (IRB) approval:
a) Under an FDA-approved Investigational New Drug Application (IND), (21 CFR Part 312).  Many, but not all, INDs are sponsored by manufacturers.
b) With approval by an FDA-authorized Radioactive Drug Research Committee (RDRC), (21 CFR Part 361).
c) FDA-approved radiopharmaceuticals (FDA-approved New Drug Application) may be administered for research purposes.  Example – routine nuclear medicine bone scans done for research purposes.

Please indicate which approach applies: 
a  FORMCHECKBOX 
 

b  FORMCHECKBOX 
 

c FORMCHECKBOX 

2. RADIOACTIVE MATERIALS 

Isotope, Chemical Form, and Activity Administered.  If nuclear medicine procedure using approved radiopharmaceutical, list radiopharmaceutical name under “Chemical Form.”

	Radio-Isotopes
	Chemical Form(s)
	Activity

per

Administration
	Route of Administration
	Maximum Number of Adminstrations per Subject
	Maximum Activity to be Possessed

	a)       
	     
	     
	     
	     
	       mCi

	b)       
	     
	     
	     
	     
	       mCi                  


c)  Preparation of Materials (response not needed if standard nuclear medicine procedure):     
d)  Location where Radioactive Materials will be used, Building(s)/Room(s):      
	

	
	
	

	Liquid Scintillation Counter Serial #:
	Hood(s)
	Survey Instrument(s)
	Shielding (specify):

	     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
	     


3. RADIOGRAPHIC PROCEDURES

Procedure to be Performed:       
Part of Body:       
Number of Films or Slices:       
Projection of Image:       
Technique Used:       
Room(s)/Building(s) and/or Tube Number:       
Total Number of Procedures Per Year Per Subject:       
Can the number of procedures be reduced?  Explain:       
4. FLUOROSCOPIC OR CINE PROCEDURES
Procedure to be Performed:      
Part of Body:      
Projection of Image:      
Technique Used:       
Total Minutes of Fluoroscopy Beam Time:      
No. Images Recorded:         Method:  Spot image:  FORMCHECKBOX 
    Photospot:  FORMCHECKBOX 
     Digital:  FORMCHECKBOX 

Total Number of Cine Frames:       
Room(s)/Building(s) and/or Tube Number:       
Total Number of Procedures Per Year Per Subject:       
Can the number of procedures be reduced?  Explain.       
5. CT PROCEDURES
Procedure to be Performed:       
Part of Body:      
Technique Used:       
Without contrast, with contrast, or both?      
Total Number of Slices:       
Room(s) or Building(s):       

Total Number of Procedures Per Year Per Subject:       

Can the number of procedures be reduced?  Explain. 
     
6. RADIATION DOSE FROM EXPOSURE TO X RAYS AND RADIOACTIVE MATERIALS

By FDA regulations (21 CFR Part 361), for research studies that are approved by an RDRC, the maximum allowed whole body dose for research subjects within one year is 3000 mrem for a single administration or 5000 mrem for multiple studies.  For organs other than the whole body, the lens of the eye, active blood-forming organs, and gonads, the single administration and annual doses are 5000 and 15,000 mrem, respectively.

D. DOSIMETRIC ESTIMATES
Provide the radiation dose (effective dose or effective dose equivalent) for the whole body and also the dose to the organs or body parts that receive the highest doses for the average research subject.
On supplementary sheet:  
1. 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, those of the supplier, or cite published results.  
2. Justify these radiation levels by showing that they are consistent with those received by patients undergoing the well-established diagnostic (tracer level) procedures involving internally administered radionuclides. 
3. ALARA commitment:  Explain why administering activities (doses) smaller than those you propose are not feasible.  Discuss how the radiation risk is explained to the patient.  It is suggested the dosimetry be reviewed with the Radiation Safety Officer before presentation to the RSC and the Human Studies Subcommittee.
(Help with these topics is available from the Radiation Safety Officer, 916-843-7244.)
E. DOSIMETRIC ESTIMATES
  


Dose Per Single Administration  

Total Dose Per Year

Organ or:

Body Part:
  
      mrem  (Radiographic)

      mrem



  
      mrem  (Fluoroscopy)

      mrem



  
      mrem  (Radioactive Mat'l)

      mrem

Whole Body:
  
      mrem  (Radiographic)

      mrem



  
      mrem  (Fluoroscopy)

      mrem



  
      mrem  (Radioactive Mat'l)

      mrem

_______________________________________________________________________________________________

F. Special CONCERNS AND HANDLING
Indicate unusual potential radiation hazards presented by the proposed study, include such concerns as decontamination measures, handling of radioactive wastes, survey and monitoring of sites and personnel, etc.      
1. Shielding; Ventilation; Clothing and Other Radiation Protection Precautions:      
2. Personnel Monitoring:      
a) Bioassays Performed:
Urine:
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
b) Thyroid
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
c) Body Dosimeters(s)
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
d) Finger Ring(s)
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No
3. Work Area Contamination Monitoring Methods:      
NOTE:  Laboratory surveys with meters and wipe tests must be performed in accordance with the VA NCHCS Radiation Safety Manual.
4. Estimated Monthly Radioactive Waste:

a) Bagged Dry Waste
      Cu. Ft             mCi.

b) Absorbed Liquid Waste
      Cu. Ft
             mCi.
_______________________________________________________________________________________________

G. CERTIFICATION OF QUALIFICATIONS:

To be filled out by all individuals using ionizing radiation.  If imaging service staff is participating, so indicate.  Outline the relevant qualifications, training, experience of Principal Investigator and other participating personnel, emphasizing their clinical, scientific, and technical backgrounds bearing on the proposal.  Provide a log of radiation safety training.

1. Principal Investigator:  Qualifications and Abbreviated C.V. (Can be attached separately)       
2. Other Participating Personnel: Qualifications and Abbreviated C.V. (Can be attached separately)       
I hereby certify that a) all participating personnel are thoroughly familiar with the VA NCHCS Radiation Safety Manual, and b) the above uses will be in accordance with the Radiation Safety Manual and Radiation Safety Committee directives.
___________________________________________   
___________
Principal Investigator (Signature) 

Date


If there are any questions regarding the completion of this form, please communicate with the Radiation Safety Officer (916-843-7244).
H. REQUIRED ATTACHMENT
1. Consent Form

2. Additional Attachment(s):
     
I.     AUTHORIZATION:

1. Does the consent form clearly and accurately describe equivalent doses and the risks associated with radiation exposure?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No

Return for Resubmission   FORMCHECKBOX 

An objective evaluation of relative radiation has determined that the exposure described in the protocol is appropriate for the benefit to be obtained.  
___________________________________________     
___________  
#_______________

VA Radiation Safety Officer (Signature)                                    
Date
___________________________________________  
___________
VA Radiation Safety Committee Chairman (Signature) 
Date  
Supercedes Approval #________________

_______________________________________________________________________________________________
Department of Veterans Affairs
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