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DATE: September 27,1996 CC: LL, SS -Hochiki America

TO: Chris Brown.USNRC # d pages: 1

FROM: Gyo Shinozaki

RE: Quality Control

In response to your letter dated Septenber 26*,1996, Hochiki America has decided
upon the following to insure compliance with USNRC Regulatory 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 fax 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 proce:iures 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 procedures, amendments will be properly submitted to
the USNRC to insure Hochiki America.'s compliance,

Please feel free to contact me should you have any questions. Thank you in advance

for your cooperation.
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NRC FORM 567 U. S. NUCLEAR REGULATORY COMMISSION
(6 83) )

NC. 1-

REQUEST FOR A SEALED SOURCE OR
DEVICE EVALUATION

I
INSTRUCTIONS: Send this request AND a copy of all related letters / applications and drawings to: The Sealed Source Safety Sechon, ATTN: CNef,
OWFN Mail Stop 6 H3. Change the License Tracidng System milestone to 19 and assign to reviewer code I-5.
NOTE: Retain a copy of this request with the application and background files.

MQUESTER REGION / LOCATION:. .

[d 7l.24/ b M ]! R ll R lil IV UV U HQ U LFDCB
TELEPHONE' NUMBER DATE / TYPE OF ACTION REQUESTED (Check as appropriate)

,

cePuCANTS NAME SOURCE REVIEW AMENr) MENT OF
RE RATION SHEET g

MA1 CONTROL NUMBER (S) DEVICE REVIEW Nb. ' :.R(S) ,

,

LETTER /APPUCATION DATE UCENSE NUMBER (S) CUSTOM REVIEW -

t' /7/% 1

COMMERTi

I

FOR 8888 USE ONLY
REtflEWER MODEL NUMBERS NUMBER ASSIGNED

MD '
. % C*/[t $# "

DATE REyEDf / DATE ASSIGNED DATE TO FEES

O |I h Y7 / ?|(o / // / $ f f
( TYPE OF ACTION (Indicate the number of each type)

'

| COMMERCIAL DISTRIBUTION (FORMAL) | USE BY A SINGLE APPLICANT (CUSTOM)
SOURCE (9C) DEVICE (9A) SOURCE (90) DEVICE (98)

NEW NEW NEW NEW
AMENDMENT AMENDMENT AMENDMENT AMENDMENT

j NO SAFETY EVALUATION REQUIRED j LICENSING ACTION REQUIRED IF KNOWN -

NO FEES REQUIRED NO
) OTHER (Specity)

TOTAL NUMBER OF NOTES
REVIEW HOURS

NUMBER OF
DEFICIENCY LETTERS

NUMBER OF
DEFICIENCY CALLS

FOR BILLING PURPOSES ONLY

j NEW REGISTRATION - d PRODUCT INACTIVE -NAME CHANGE ADDRESS CHANGE
ADD TO BILLING REMOVE FROM BILLING

FOR FEE USE ONLY
TYPE OF FEE FEE CATEGORY

]PA 9B DC 9D, ,

C h6 )/\Lfg - - AS REQUIRED

CMOUNTRECEN. CHECK NUMBER MATANN UPDATED

x w. gegp wo a =v =mo
-

APPROVED BY v DATE FETURN DATE

L lh/h %'J v

- - oo i u-NTS

NRC FORM 567 (8-93)
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NRC FORM 567 U. S. NUCLEAR RE;ULATORY COMMISSION
'

V3)

REQUEST FOR A SEALED SOURCE OR
DEVICE EVALUATION

1

INSTRUCTIONS: Send this request AND a copy of all related letters / applications and drawings to: The Sealed Source Safety Section, ATTN: Chief,
OWFN Mail Stop 6 H3. Change the License Tracking System milestone to 19 and assign to reviewer code I-5.
NOTE: Retain a copy of this request with the application and background files.

REQUESTER REGION / LOCATION:

"' Mhb //14h /J.s IM. ]| R || lil IV UV U HQ U LFDCB
TELEPHONE'NU' BER DATE /M TYPE OF ACTION REQUESTED (Check as appropriate) g

?
APPUCANTS NAME - SOURCE REVIEW AMENDMENT OF t .1
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/ /7/9Y :
COMMENT $ }j

q

'1
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.

FOR SSSS USE ONLY
REVIEWER . '" MODEL NUMBERS NUMBER ASSGNED

l . WG' |Y ~ C.A s c $ Eb ~*'

- DATE TO FEES /

DATE RECb'lVE/Dn /R:
,

DATE ASSGNED

W/7/7(o GA7/71
/ 1 PE OF ACTION (Indicate the number of each type)

'

| COMMERCIAL DISTRIBUTION (FORMAL) | USE BY A SINGLE APPLICANT (CUSTOM)

SOURCE (9C) DEVICE (9A) SOURCE (90) DEVICE (98)

NEW NEW NEW # - NEW

AMENDMENT AMENDMENT AMENDMENT / AMENDMENT

] NO SAFETY EVALUATION REQUIRED ] LICENSING ACTION REQUIRED IF KNOWN-

NO FEES REQUIRED NO

} OTHER (Specity)

TOTAL NUMBER OF NOTES
REV;EW HOURS

NUMBER OF
DEFICIENCY LETTERS

NUMBER OF
DEFICIENCY CALLS

FOR BILLING PURPOSES ONLY

NAME CHANGE ADDRESS CHANGE .,
j PRODUCT INACTIVE -NEW REG |STRATION -

ADD TO BILLING REMOVE FROM BILLING'

FOR FEE USE ONLY
TYPE OF, FEE FEE CATEGORY

-

U 9D] 9A U 98 9C

f}/\j q; - AS REQUIRED
AMOUNT RECElvED ,

S
/ CHECK NUMBER MATANN UPDATED

' A V ) /\ (~/
/ ) (jg ] AS REQUIRED

D/,TE OF CHECK (/ ,) LOG MATSYS UPDATED
' /C D V./t L i LC

.

APPROVED DY *N U DATE PETURN / DATE
'

I -1 / f.( ll /
/) / 'l ,/ /COMMENTS - "

,
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NRC FORM 567 U. S. NUCLEAR REOULATORY COMMISSION

*
(&CS) 4

REQUEST FOR A SEALED SOURCE OR
DEVICE EVALUATION

INSTRUCTIONS: Send this request AND a copy of all related letters /apphcations and drawings to: The Sealed Source Safety Section, ATTN: Chief,
OWFN Mail Stop 6 H3. Change the License Tracidng System rnliestone to 19 and assign to reviewer code I-5..

NOTE: Retain a copy of this request with the application and background files.

STp j REGION / LOCATION:R

|, - , yyfgh\t hf
, ll R il U lli R IV RV HQ R LFDCB

| TELEPHONE NUMBER j / TYPE OF ACTION REQUESTED (Check as appropriate)DATE

f( (
APPUCANT'S NAME SOURCE REVIEW AMENDMENT OF.

h () ( / ( 7Q M REGISTRATION SHFET

ucA COerrROL NUM9ER(S) / DEVICE REVIEW NUMBER (S),

om7 \;

i LETTERIAPPllCATION DATE

UCENSE NUMBER (w)
S CUSTOM REVIEW

: Skyt 9< o+rn ot& \'

CoMGENTS

l
i

* |
'

FOR 8888 USE ONLY
REVIEWER MODEL NUMBERS NUMBER AS$1GNED

I WlW k Ckt ?N?
,

-
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,
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} j OTHER (Specity)
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, , - - REQUEST FOR A SEALED SOURCE OR
DEVICE EVALUATION- - '

%

INSTRUCTIONS: Send this request AND a copy of all related letters /applicabons and drawings to: The Sealed Source Safety Section, ATTN: Chief,
OWFN Mail Stop 6 H3. Change the License Tracidng System milestone to 19 and assign to reviewer code 1-5.

, NOTE: Retain a copy of this request with the application and background files.
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September 26,1996

' Mr. Gyo Shinozaki
Hochiki America Corporation
15412 Electronic Lane, #210#

Huntington Beach, CA 92649

j 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 (ONOC) program. In your QNQC<

program, it was stated that 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
QNQC 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
1 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 informatica as soon as possible. If I can provide further clarification, please
'

contaqt me at (301) 415-5787 or Douglas Broaddus at (301) 415-5847.
#

Sincerely,

^:W7M$5b-
,

Christopher L. Brown, General Engineer
Sealed Source Safety Section;

Medical, Academic, & Commercial
Use Safety Branch

;

Division of Industrial and
| Medical Nuclear Safety, NMSS
i

i
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