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Nucletron Corporation 
7021 Columbia Gateway Drive 

Suite 200 
Columbia, MD 21046-2133 

Phone 410-312-4100 
Fax 443-769-1570 

http://www.nucletron.com 

Kathy Modes 
Senior Health Physicist 
USNRC Region 1 
Division of Nuclear Materials Safety 
475 Allendale Road 
King of Prussia, PA 19406-1415 

RE: Docket No. 030-32842 

Our reference: Your reference: Date: 

Cor.052311 19-28772-01 May 23,2011 

Dear Ms. Modes: 

Please find enclosed a product problem follow-up report for the Laser Weld issue discovered at 
QSA Global which serves as written notification under 10 CRF §21.21. This problem is being 
reported because the identification of the defect could create a substantial safety hazard were it 
to remain undetected and uncorrected. The problem did not result in unnecessary exposure to 
staff, patient mistreatment, or an unshielded/unsecure source situation. The non-conformity 
assessment, root cause investigation, and corrective and preventive actions have been 
provided in the enclosed report. If you have any questions concerning the enclosed, please 
contact the undersigned at 443-545-2220 or via e-mail Debbie.bensen@us.nucletron.com. 

Sincerely, 

~~ 
Debra L. Bensen 
RSO 

mailto:Debbie.bensen@us.nucletron.com
http:http://www.nucletron.com
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1. Data 

Source Manufacturer: I	QSAGlobal 

40 North Avenue 


• Burlington, MA 01803 
Contact: Jake Bourn, QSA Sales Director 
Phone: 781·272·2000 

Cable Manufacturer: Covidien 
Postbus 3 
1755 ZG Petten 
The Netherlands 

Customers Involved: Please see attached list 

Device/Source description: 
 HDR source model 1 05.002 for Nucletron microSelectron HDR 

models 105.999 or 106.990 
Date and Time of Event: April 6, 2011 @ 2:03 PM 

Date of Initial Notification 
 April 8, 2011 

Date of Follow·up Report 
 May 23, 2011 

Docket No. 
 030·32842 

Reporter: 
 Debra Bensen 

Nucletron Corporation 
7021 Columbia Gateway Drive 
Suite 200 
Columbia, MD 21046 

2. Description of Event 

On April 6. 2011, Covidien received a complaint from aSA Global concerning a defective sleeve of a 
source cable (Lot #1105901607). The problem involved the sleeve that protects the welding at the 
transition of the rigid part of the cable to the very flexible part. The defective sleeve was discovered while 
wiping the source cable before shipment. At the time of the discovery, 13 sources from this batch had 
been shipped to customer sites but were not installed. 

3. Investigation and Analysis 

The 13 sources that had been released from this batch were returned to aSA Global for inspection. 
Additionally, aSA Global had 46 assembled sources in storage from Lot #1105901607 (Covidien Lot 
#304449). All sources were visually inspected for evidence of the collar (or sleeve) under 5X 
magnification and included a complete circumferential inspection to look for a clear dark rim identifying 
evidence of welding combined with verifying no collar movement during manipulation/wipe testing. All of 
the sources had shown evidence of welding and there was no discernable movement of the collar. 
Nucletron B.V. provided documentation for the release of the 13 returned sources and the remaining 46 
assemble sources. 

Covidien reviewed the batch documentation of Lot #304449 (corresponding to aSA Lot #1105901607) 
and no exceptions or non-conformities were found for the 98 cable assemblies of this lot. Maintenance 
records of the laser used for welding show that no changes in the settings of the laser were introduced 
since January 2011. No exceptions occurred during the welding process. Hence, it is not likely that the 
laser performance failed. 

Based upon the root-cause investigation done by Covidien and supplemented by memoranda from aSA, 
this complaint was determined to be an isolated occurrence issue. 
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4. Discussion and Conclusion 

At Covidien, no exception occurred during the laser process and no changes were made to the settings of 
the laser since January 2011. A double check of the laser process was performed and there was no 
indication that the reported defect was caused by a bad welding. QSA confirmed that the sleeve was not 
welded to the cable at all. 

After confirmation from QSA, the operator at Covidien who performed the end control of the cables was 
interviewed. Given the operator's performance history and experience with the end control, it was 
determined that the root cause of this complaint was an isolated occurrence caused by an operator 
failure. 

5. Corrective/Preventive Actions 

As a corrective action, QSA investigated all cable assemblies, including the completed sources from this 
batch (QSA Lot #1105901607, Covidien Lot #304449,98 cable assemblies). For this purpose, Covidien 
had sent 2 pictures to QSA for comparison, one showing a sleeve that is properly welded and one that is 
not welded to the cable. The deviation was clearly visible and not prone to misinterpretation. 

As a preventive action, the Covidien production flow chart will be updated with more instructions about 
the end control of the cables. In addition, more pictures of incorrect welding will be added in the flow 
chart. 
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