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SUBJECT 

License No.: 13-00142-02 Control No.: 314992 

SUMMARY 

We have reviewed your letter dated October 29,2005, requesting an amendment to your 
byproduct materials license and find that we need additional information as follows: 

Please note that we were not able to approve your requests to delete authorization of 
phosphorus-32 in the Guidant Galileo device and strontium-90 in the Novoste Model A I  000 
series intravascular brachytherapy system from your license because the information provided in 
your letter dated October 29, 2005, was insufficient to complete our review. 

Please submit a copy of acknowledgments of receipt from the appropriate vendors w o took 
possession of your final sources and devices for phosphorus-32 in the Guidan d ileo device 
and strontium-90 in the Novoste Mo@i41000 series intravascular brachytherapy system. The 
acknowledgments of receipt must show that the vendors received your last active sources and 
devices and were appropriately licensed to take possession of these sources/device. 

10 CFR 30.41 and 30.51 require this information and we must review it before we can amend 
your license to remove the phosphorus-32 in the Guidant Galileo device and strontium-90 in the 
Novoste Model A I  000 series intravascular brachytherapy system authority from your license. 
Your vendors should have sent this information to you automatically when you returned the last 
sources/devices. 

Please also provide copies of the most 
possessed for the phosphorus-32 in 

sts for each of the last sealed sources you 
device and strontium-9D-n(fFre Novoste 

Model A I  000 series intravascular brachytherapy system intravascular brachytherapy system. 

Please note that, although your letter states that a close-out survey was conducted in the areas of 
use for the IVBT devices, no detailed information supporting the close-out survey was submitted. 
so we cannot accept the close-out survey information provided. It is generally easier to submit 
the most leak test results for each of the sealed sources you possessed for each type of 
device/source. 



In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter will be 
available electronically in the NRC Public Document Room or from the Publicly Available 
Records (PARS) component of NRC's document system (ADAMS). The NRC's document 
system is accessible from the NRC Web site at httD://www.nrc.aov/readincl-rm/adams. html. 

ACTION REQUIRED 

Submit the requested information within 30 calendar days (by December 17, 2005) by 
referencing control number 314992 to facilitate proper handling. If we do not receive an 
adequate response by this date, we may VOID the current action without contacting you again. 
This will be done without prejudice to the resubmission of your request at a later date. Upon receipt 
of your response we will resume our review. Address your written response to my attention at 
the above address. 

PLEASE NOTE THAT A "VOID" IS AN ADMINISTRATIVE PROCEDURE THAT PUTS YOUR 
AMENDMENT REQUEST "ON HOLD" (TAKES IT OUT OF OUR ACTIVE CASEWORK 
DATABASE) UNTIL YOU REACTIVATE IT VIA A WRllTEN RESPONSE. IT "BUYS" YOU 
TIME TO PREPARE A QUALITY RESPONSE AND IS GENERALLY REGARDED AS A "GOOD 
T H I N G ." 

PLEASE DIRECT ANY QUESTIONS YOU MAY HAVE TO ME AT (630) 829-9841 or (800) 
522-3025. 
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