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Ess mcosPcRATED V

101 GarEtar Pond
H:rsham. PA l%44

June 19, 1979

Mr. Uldis potapovs, Chief
Vendor Inspection 3 ranch
United States Nuclear
Regulatory Cc= mission, Region IV
611 Ryan plaza Drive, Suite 1000
Arlington, TX 76011

Re: NRC Audit of Horsham, pa.
May 1-4, 1979
Inspection Report No. 99900358/79-01

Gentlemen:

In regard to Mr. W. E. Foster's audit, cur responses are as follows on the
subject findings:

Deviation: Critarion V of Appendix 3 to 10 CFR 50 states, " Activities
af fectirg quality shall be prescribed by documented instructions,
procedures, or drawings of a type appropriate to the circu=-
stances and chall be accceplished in accordance with these
instructions, precedures, or drawings. Instructions, procedures,
or drawings shall include appropriate quantative or qualitative
acceptance criteria for determining that important activities
have been satisfactorily accenplished."

Centrary to the ahcve, instructions or precedures have not been
established which identify personnel authoriced to review and
approve documents which prescribe activities affecting quality.
These documents include drawings , temporary manufacturing
requirements , and material testing precedures.

Corrective The responsible indi'.-iduals in Design and Cocumentaticn were
Acticr: centacted to respond. Written precedures have been f or=ulated

to satisfy the above. Ccceletion date will be en cr before. .

7900 Doa10~ 9-
,

preventative Written procedures were available at the time of the audit.
Measures: Ecwever, they were cutdated and did not reflect the current

oper atien. We appreciate your ccoperation in pointing this
cut to us. The deviation has been ccerunicated to the top
level in the Engineering Dept. Cc==itments have been received
that this area will be a dynamic cne and written documented
procedures will be updated on a periodic basis. Furthermore,
the Q. A. activity will ascertain that this is being carried cut.
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Mr. Uldis Potapevs (2) June 19, 1979

Unresolved Re page 5 of Report No. 99900358/79-01, paragraph 3.b. (1) .
Item: An inconsistency exists between paragraph 6.4.2. of Revision 8

of the Quality Assurance Manual, dated January 27, 1979, and
paragraph 5.1 of Quality Control Procedure No. 55.0 dated
January 28, 1976. The latter indicates that quality documents
shall be prepared by any responsible Q.A. personnel, while the
former indicates that quality documents shall 1a prepared by
any responsible persen.

Corr ective Yes, the inconsistency exists. The Q.C.P. is correct in stating

Action: that q2ality documents shall be prepared by any respcnsible Q. A.
person.

Furthermore, it can be stated in realit4f that inputs for quality
documents can co=e frcm individuals outside the Q. A. activity.
However, these inputs are cleared through the Q.C. Manager
before any docu=ents are issued.

The corrective action will be to change the wording of the
Quality Assurance Manual to reflect the Q.C.P. This change is
to be performed at the next review of the Q. A.M. cn or before
January 28, 1980.

Preventative The next review of the Q.A.M. and Q.C.P. will be more cceprehensive
Measures: to ascertain that a direct correlation exists between the two

decurents.

Unresolved Re page 5 of Report No. 99900358/79-01, paragraph 3.b. (2) .
Iten: Paragraph 5.4 ef Quality Control Procedure No. 5 5.0,_ dated

January 29,197t , indicates Q.A. approval shall appear on
dccurents identified as: Manufacturing Requirements, Tempcrary
Manuf acturing Regcire ents , Engineering Specifications , and
Purchase Reglirements. Ecwever, Q.A. approval signature appears
on the Design Notices for 'tanuf acturing Fequi e=ents rather than
on the Lnuf acturing Requirements.

Ccrrective The C.A. approval will appear en the first page of all future
Action- Manufa- " i g Fequ -o- - tc effective June 5, 1979.i

Preventative
Measures : See Corrective Action.

Unresolved Re page 5 cf Report No. 999CO356/79-01, paragraph 3.b. (3) .
Item: Ecutine Crders, Design Notices, Bills of Material, Asse bly

and "' ray Drawings are distributed in accordance with a distribution
list cther than the one identified in Design Engineering Procecure
No. S-25.11.1, dated May 2, 1975.
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Mr. Uldis Potapovs (3) June 19, 1979

Corrective The corrective action for the deviation, contained within this
Action: report, encompasses the distribution requirements as currently

in effect. This written and documented procedure has been
formulated and will be in effect en or before August 1, 1979.

Preventative
Measures: The distribution list will be reviewed on a semi-annual basis.

Ceccents: Re page 6 of Report No. 99900358/79-01, paragraph 3.c. (1) and (2).
(1)- The Cleveland Electric Illuminating Ccapany letter to ESB
Incorpcrated, dated September 15, 1977, confirms award of
contract F-1480-B and requires implementation of Exide's
Quality Assurance Manual, Revisien 7, dated May 5, 1977. The
Quality Assurance Manual is currently at Revision 8 and Revision 7
had not been maintained on distribution for bmplementation on
contract P-1480-B.

(2) The identified customer order invoked the requirements for
control of changes to sof tware and hardware.

Corrective Revision 8 is now specified as the Quality Assurance Manual for
Action: the Cleveland Illuminating Cenpany contract P-1480-B. This

action was pursued based on NRC's audit and Gilbert Associates,
who is the contracting firm for C.E.I.

s. .

All other open contracts have been evaluated for the same condition.
Submittals have been transmitted and ackncwledgements have been
received to reflect that Exide's Revision 8 manual is now in
effect per centract.

Preventative Acknowledgements will be requested in all future changes to
Measures: sof tware where open centracts exist.

S ummary : As -' "a ncted, we tcck the prer:gati>e to respend to all the
findings, even though we were only required : indicate ccmpliance
tc the deviati:ns.

Shculd ycu have any questiens concerning the responses, we will be pleased to
discucs them with you.

Sincerely,

,J.'1 'J He

A. J. Ushka
Quality Assurance Directcr

cc: A. G. Koch
L. J. Thcmas
J. Vinkler
G. R. Wallis
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