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September 27, 1996 CC: LL, 8§ - Hochiki America
Chris Brown- USNRC # f pages: 1
Quality Control

In response to your letter dated Septeriber 26" 1996, Hochiki America has decided
upon the following to insure compiiance with USNRC Regulatury Guide 6.9 for units
produced at our facility in Japan Hochiki America Quality Assurance will perform
annual audits of our parent company’s facility located in Japan for compliance to the
QC procedures as outlined in my fix to you dated September 19" 1996 These audits
will continue until such time that the Japanese facility no longer produces product for
distribution by Hochiki America. Should either of the two types of product (AIE or
AIC) be manufactured in our facility located in Huntington Beach, CA, Hochiki
America will insure that the QC procedures used will be identical to the procedures
contained in the same September 19, 1996 fax referenced above. Should there be
any changes made to the QC procedues, amendments will be properly submitted to
the USNRC to insure Hochiki Americ:'s compliance

Please feel free to contact me should vou have any questions. Thank you in advance
for your cooperation.
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REQUEST FOR A SEALED SOURCE OR
DEVICE EVALUATION

INSTRUCTIONS: Send this request AND a copy of all related letters/applications and drawings to: The Sealed Source Safety Section, ATTN: Chief,
OWEFN Mail Stop 6 H3. Change the License Tracking System milestone to 19 and assign to reviewer code |-5
NOTE: Rmmaoopyofwuwmmmmmmmﬁm
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September 26,1996

Mr. Gyo Shinozaki

Hochiki America Corporation
15412 Electronic Lane, #210
Huntington Beach, CA 92649

Dear Mr. Shinozaki:

This letter is in response to your fax dated September 19, 1996 concerning your inspection
procedures in your revised quality assurance/control (QA/QC) program. In your QA/QC
program, it was stated tha: a written certification will accompany each shipment from Hochiki
Japan verifying that inspections for design conformance and removable contamination have
been done. However, you have not provided adequate assurance that the manufacturer's
QAJQC program and procedures are adequate to ensure that the inspections performed are in
accordance with the commitments contained in your application for the inspections, as well as
the written certification indicating results of these inspections. The assurance could be provided
through periodic checks (i.e. annual audits by Hochiki America) of the manufacturer's QA/QC
program and inspection procedures. Alternatively, inspections for design conformance and
removable contamination may be performed by Hochiki America as indicated in Regulatory
Guide 6.9, or by any equivalent process that would provide the necessary assurance. Please
provide addtional information concerning your QA/QC progam that provides adequate
assurance that commitments made in your application will be met, that written certifications from
the manufacturer contain the results of inspections performed, that only lots that have been
shown to meet the inspection criteria will be distributed.

Please provide this informatic 1 as soon as possibie. If | can provide further clarification, please
contag me at (301) 415-5787 or Douglas Broaddus at (301) 415-5847.

Sincerely,

Christogher L. Brown, General Engineer
Sealed Source Safety Section
Medical, Academic, & Commercial
Use Safety Branch
Division of Industrial and
Medical Nuclear Safety, NMSS
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