Novoste Beta-Cath™ IVB Audit Guide


Intravascular Brachytherapy (IVB) Audit Guide

Novoste Strontium-90 Beta-Cath™ IVB System
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Permit Authorization

A. Regarding the use of an Intravascular Brachytherapy (IVB) device, a permittee may use byproduct material or a radiation source approved for medical use which is not specifically addressed in subparts D through H of Part 35 [10 CFR 35.1000], if:

1. The applicant or permittee has submitted the information required by 10 CFR Part 35.12(b) through (d) to the Navy Environmental Health Center (NAVENVIRHLTHCEN); and






























( ) Y ( ) N


___________________________________________________________________________


___________________________________________________________________________

2. The applicant or licensee has received written approval NAVENVIRHLTHCEN in a permit or permit amendment and uses the material in accordance with the regulations and specific conditions the Nuclear Regulatory Commission (NRC) considers necessary for the medical use of the material?





























( ) Y ( ) N


___________________________________________________________________________


___________________________________________________________________________

B. Permit authorization wording reads as follows: 

_____ Authorization 6: Strontium-90
_____ Authorization 7: Sealed sources (BEBIG Sr0.S03, AEAT SICW.2)
_____ Authorization 8: 5 mCi per source; 800 mCi total
_____ Authorization 9: For use in Novoste A1000 Series models for intravascular

   brachytherapy






























( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

C. The license/amendment issuance cover letter states that source separations during treatment should be evaluated as possible medical events?






























( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

Audit History

A. Were previous Intravascular Brachytherapy (IVB) audits conducted annually or conducted as a component of previous audits of the permittee’s medical permit [10 CFR 20.1101]?

 




























( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

B. Were records of previous IVB audits maintained for 3 years [10 CFR 20.2102]?
( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

C. Were any deficiencies identified during previous IVB audit?
 


( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

D. Were corrective actions taken and were they effective? (Look for repeated deficiencies).



( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________

Remarks: Certain training and physical presence guidance is included for consideration because IVB is a new technology, and the devices deliver high dose rates (greater than 1200 rads per hour). For license application requirements, see 10 CFR 35.12(d).
Facilities

A. The permittee has committed to locked storage of the active transfer device in a secure location?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

B. Where is the active transfer device stored?

______________________________________________________________________________

______________________________________________________________________________

Training and Instructions to Workers

A. Authorized users (AU) meet the training and experience requirements in either 10 CFR 35.690, “Training for use of remote afterloader units, teletherapy units, and gamma stereotactic radiosurgery units” or until October 25, 2004, 10 CFR 35.940, “Training for use of brachytherapy sources”?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

B. The authorized user (AU), interventional cardiologist/physician (IC), and authorized medical physicist (AMP) have receive the required vendor training for use of the device, to include:


1. Appropriate classroom training/instruction was provided by the vendor?


( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

2. Required number of actual patient cases have been performed under the direct supervision of the vendor representative, prior to cases being performed independent of the vendor representative? 

( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

C. Appropriate documentation of experience and training requirements?   List when the AU, IC, or AMP initially met the training and experience requirements.




























 ( ) Y ( ) N ( ) N/A

	Authorized Individual

(Specify AU, IC or AMP)
	Date Completed 

Training Requirement 
	Date Completed Experience Requirement

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	

	                                                (       )
	
	


Device Maintenance and Repair
A. The device shall be inspected and serviced at intervals recommended by the manufacturer, and maintenance and repair shall be performed only by the manufacturer or persons specifically licensed by NRC or an Agreement State to perform such services?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

Dose Measuring Equipment

A. The authorized medical physicist (AMP) performed independent measurement of source output, prior to the first patient treatment, using a dosimetry system that meets the requirements of 10 CFR 35.630(a)?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

Operating and Emergency Procedures

A. The permittee developed, implemented, and maintains written emergency procedures for both stuck and detached sources, including the provision of appropriate emergency response equipment and any appropriate surgical procedures?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

B. Procedures have been conducted under the supervision of the authorized user (AU), who should consult with the interventional cardiologist/physician (IC) and authorized medical physicist (AMP) prior to initiating treatment?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

C. The procedures have been conducted in the physical presence of the authorized user (AU) or the authorized medical physicist (AMP)?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

D. In order to protect the radiation safety of patients and to reduce the risk of a medical event, an introducer sheath is used, unless such use is contraindicated for an individual patient?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

E. In order to protect the radiation safety of patients and to reduce the risk of a medical event, a dual syringe system is always used?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

F. “Source stepping” is permitted, if the licensee establishes appropriate procedures in writing. Note that source stepping procedures are not covered by the manufacturers’ instructions.

1. Does the permittee authorize or perform “source stepping”?







( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

2. Does the permittee have written instructions for source stepping?





( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

Procedures for Providing “High Confidence”

A. For any administration requiring a written directive, the licensee shall develop, implement, and maintain written procedures to provide high confidence that [10 CFR 35.40, 10 CFR 35.41]:


1. The patient's identity is verified by two separate means before each administration; and

( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________


2. Each administration is in accordance with the written directive
?





( ) Y ( ) N

___________________________________________________________________________

___________________________________________________________________________

B. A written directive must be dated and signed by an authorized user before the administration of any therapeutic dose of radiation from byproduct material.  If, because of the emergent nature of the patient's condition, a delay in order to provide a written directive would jeopardize the patient's health, an oral directive is acceptable. The information contained in the oral directive must be documented as soon as possible in writing in the patient's record, and a written directive must be prepared, and signed and dated within 48 hours of the oral directive [10 CFR 35.40(a)]?

 ( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

C. The written directive should, prior to treatment, specify treatment site, the radionuclide, and dose [10 CFR 35.40(b)(6)(i)]?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

D. After implantation but before completion of the procedure: the radionuclide, treatment site, number of sources, and total source strength and exposure time (or the total dose) [10 CFR 35.40(b)(6)(ii)]?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

Note: Additional requirements for ensuring procedures provide “high confidence” for administrations of radioisotopes requiring written directives (formerly known as the Quality Management Program (QMP)), are found in a separate audit guide.

Patient Release
A. A survey of the patient and IVB treatment catheter is conducted immediately following source retraction or removal to confirm complete retraction of the source(s) as specified in 10 CFR 35.404?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________

Revision of the Novoste Beta-Cath™ IVB System radiation safety programs to conform to changes in this licensing guidance.

· The above IVB Audit Guide, based on the NRC’s licensing guidance, may be revised as additional experience is gained regarding the medical use of the Novoste Beta-Cath™ IVB System.

·  A permittee already authorized to use this product that is committed by permit condition to following provisions in this guidance existing at the time of commitment must apply for and receive an amendment to its license in order to make changes to conform with the revised provisions.

· An applicant initially applying for authorization for the medical use of Novoste Beta-Cath™ IVB System, or a licensee applying for an amendment to conform with revisions in this guidance, may request authorization to allow future changes to its radiation safety program, provided the following conditions are met:

1. The revision is in compliance with the regulations;

2. The revision is based upon NRC’s current guidance for the Novoste Beta-Cath™ IVB System 35.1000 use posted on the NRC website;

3. The revision has been reviewed and approved by the licensee’s Radiation safety Officer and licensee’s management;

4. The affected individuals are instructed on the revised program before the change is implemented;

5. The licensee will retain a record of each change for 5 years; and

6. The record will include a copy of the appropriate website guidance, the old procedure, the new procedure, the effective date of the change, the signature of the licensee management that reviewed and approved the change.

· If this authorization is approved, these conditions will be incorporated as license conditions in the licensee’s license.

Is the permittee in compliance with the above conditions as set forth by the Nuclear Regulatory Commission (NRC)?

( ) Y ( ) N

______________________________________________________________________________

______________________________________________________________________________
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