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Review the incoming report to determine if additional Commission or staff action is warranted.  The review should 
consider whether the report identifies a generic defect or problem with the package design and the safety 
significance of the issue.  Note that a high safety significance represents a potential for significant radiation 
exposure, medium safety significance represents a potential for some moderate radiation exposure, and low 
safety significance represents little or no potential for radiation exposure. 
 
 
1.  The report identifies:   
 

9  Significant reduction in the effectiveness of a package during use; 
9  Defect with a safety significance; 
:  Shipment in which conditions of the approval were not observed. 

 
 
2.  What is the safety significance?   9 High    9 Medium    : Low     
 
 
3.  Summary of the report:  
 
Section 5(a)(2) of Certificate of Compliance (CoC) No. 9187, Revision Nos. 0 through 7, 
describe the dimensions of the Model No. 865 package as 5” OD x 12.25” long, provided with 
a 0.88” OD x 9.25” long handle and two 1.38” x 5.5” long triangular shaped legs, 
approximately 59 pounds in total weight.  As part of the renewal request QSA also requested 
an amendment to revise the description of the Model No. 865 package. 
 
In 2001, the Safety Analysis Report (SAR) for the Model No. 865 was revised and Revision C 
of the drawings were presented as computer developed versions for the first time.  From 
Revision C through G of the drawings, the dimensions described in Section 5(a)(2) of the CoC 
were different to than those illustrated in the drawings.  By letter dated July 14, 2008, QSA 
submitted a renewal and amendment request to modify these minor variances for consistency 
between the description of the package in the CoC and the drawings. 
 
The application also requested other minor changes to the drawings.  These changes 
consisted of adding and editing information in the description of the Model No. 865 
components.  The implementation of these minor descriptive changes to the drawings do not 
imply any safety significant issue. 
 
Section 5(a)(3) of CoC No. 9187, Revision 8 states that the packaging is constructed in 
accordance with QSA Global Drawing No. R86590, Sheets 1 through 8, Rev. H.  Although 
Section 5(a)(2) of CoC No. 9187 gives a description of the package based on its main 
features, Section 5(a)(3) of the same CoC governs the construction of the package. 
 

As of the date of this report, CoC No. 9187, Revision 8 has not been issued pending a QSA 
response to request for additional information dated November 12, 2008. 

  
 
4.  Corrective actions taken by the licensee: 
 

There was no corrective action taken by QSA, other than requesting an amendment to 
CoC No. 9187 to correct the discrepancies identified.  QSA stated that they are 
investigating the root causes which allowed the original discrepancies.  

 
 
5.  Staff comments: 
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None.   

 
 
6.  Staff conclusion: 
 

: The report does NOT identify generic design or license/certificate issues that warrant 
additional Commission or staff action.  This report is considered closed. 

 
9  There is a need to take additional action.  Provide a summary of the bases and 

recommended actions: 
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