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March 3, 1980
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Mr. Harold R. Denton

Director of Nuclear Reactor
Regulation

U.S. Nuclear Regulatory Commission

Washington, DC 20555

Dear Mr. Denton:

SUBJECT: RESPONSES TO INFORMAL NRC QUESTIONS
CONCERNING THE QUALITY ASSURANCE PROGRAM

Enclosed are responses to the fifty-twe subject questions. These
responses will be factored into the TMI-l1 Restart Report after formal
NRC questions have been received.

Very truly yours,
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The "luclear Safety Zvaluation Cepariment”" (lISED) deccrited i 2
has been changed to the "Huclear Safety Assns,rent De:a ment” and
now shown on +he revised organization chart. Secticn 1 has been revised

to reflect the latest organization structure.

The informaticn -efaosted vas provided during the mesting held at GFU
on Fabruary 5 & o, 1880.

The qualification reguirexents for the Manager of Quality Assurance have
been revised to specify the minimum nuclear QA experisznce and knowledge
of QA regulations, policies, and standards.

The terms QA Plan and QA Program are no' intended to b2 interchangeable.
The DA Plan is the document submitted, while the QA P rograa includes the
b g thecteal amantd o ;—::aiures. Section 2.1.7 has been raviges

to clarify this.

Section 2.1.2 "Scope" and Appendix C have been expanded to include Regu-

latory Guide 1.29. The position on Reg. Guide 1.26 is already included in

Appenéix C. - Also itenm 1f) will be revised to delete Reg. Guide 1.120 an
g3 Freach Tachnical Positien ASS 6.52) "Guidelines for Fire Protection for
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to be included in the Restart Report wi ot be ccntrolled or updated.
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revined ms asmmoles sied

aes besn TISES 39 CUnDry SSLS yauy S ement.
Section 2.1.3 has been expanded %o comply with vour cozsment by describing
responsibilities and guidelines for deterzining aporopriate QA requirerents
and defining the QA Organizations involwvement, o
The method Lo ve use SOR EndCge- tmalmRrent e ihres
level approach is ¢ b e contained in implementing proce-
dures. Section 6.2, amplify how “Plant Monitoring”
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is used for activ
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Section -2.2.1 has been revised to comply with your cchment.

The Operational OA Plan has been edited to purge the text of ambiguous
words; however, where words like "applicable" or "appropriate" add clarity
theyr have been 1ef%t in the texi,

Secticn 2.2.2 has been expanded to identify who is responsidle for identiliing

the quality classificntion of spare and replacement parts and the extent cr
the QA organization involvement with the classification process.



13, Saction 2.2.2 has besn expunded to describe “ne-2lassifissvica ¥ zmoure
o replacement parts,
14, Secticn 2.2.3 has been expanded to comply with your comment.
i 15. The positizz with regard to Reg. Guide 1.25 !, stated in Apgendix C.
15, The .ualification program for on-site and off-site personnel performing

activities izportant to safety is to be covered in izpiementing proce-
dures. Section 2.2.5(b) has be=n revised to clarify which personnal
require qualification.

17. Section 2.2.5(b) has been revised to include requirements for =stab-
lishaoent of acceptance criteria.

18. Section 2.2.6 has been added to comply with the comment. -
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2%. The reguestasd staitement hbs bean added to Section 32.1.2 afser (h)

21. Appendix B to the Cperaticnal QA Plan describes the QA involvexment in
raviaw, and dogumented concurrence with procedures which are important
to safaty, “Trarifigation heg bhean adfed to bBetier describe the Leras
"ravieved by ané “concurred by
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24, Ceapliance with the ccmment has been accomplished by ad8dins 3:2.2:h.3:
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evised To requir= procedursc, insinm
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€. Section 3.1.2 nhas been icne and/or

drawings to be in cempl
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2 The woris maler pasrtictipating organizaticns” In Sezvicon 3.3.3.1(a) hava
been deleted.

28. The purpose and use of ECM's is descrided in Appendix B to :he Plan.  ECM's
are one form of dccusment covered under the broad beading of design control.

9. Design verification will be completed pr ricr to making the tie-in tc the
plant system. This requirement has been added to Section L.2.1{i).
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32, Section 3.1.2.3{z) has Tean revised to add SA concurranee o7 nonconfarmances
dizpesitioned "use-as-i8" or "repair" and to preovide follsow up of corrective
acztion implexzensation.

33. The reguirements for control of identification of materials, parts and
components during the =zaintenance and operations phase have been included
: -~ - rd -
in Section 6.2.1.6(e) and 6.2.1.11.
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. The comment has been incorpocrated. Section 5.2.2.¢.2 has teen supplozented
t n re

35. The extent necessary is as determined by resconsible managezent personnel i
and reviewed by the Queliiy Assurance Department. The response to comment —.™*
#8 abcve also addresses this concern.
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2443, The GA organizatica invelvement in these areas 13 described in Section B.2:1.
, - - - e
L4, The QA crganizatien invclivement in these zreas is described in Secticons £.2.1
(4 - - -
45. Appendix 3 identifies docusents which are ravieved, approved or consurred with
by the QAD, and also indicates whether such review, apprcoval or concurrance is
s Vo
parformed prior to implementation.




Sections 6.2.1 and 6.2.1.2 describe the involvezent of the (AD in these
areas.

Section 7.1 has been revised to comply with this comzent.

Sections B8.2.% and 8.2.e(2) have been modified to require QAD concurrence
in the disposition of nonconformances. The requirement for reinspection
and close out is contained in 8.2.e(4).

Malfunctions resulting from material or manufacturing deficiencies will
be reported via the nonconformance reporting system. Technical Specifi-
cations include provisions for reporting designated malfunctions to the
Nuclear Regulatory Commission via Licensing Event Reports. These will
not normally be duplicated on a nonconformance report.

Section 9.2.e includes the requested coverage.

The.TMI QA organization is and will be sufficiently scaffed and canaged
to assure proper and effective implementation of the QA Program for TMY
Unit 1 through the acttention of the Vice President = Nuclear Assurance
and the Manager of Q.A. in day-to-day activities at TMI-1l. This effort
will assure that the QA staff and its activities associated with T™I-1
will not be diluted or compromised to support other activities and
responsibilities outside of TMI-1,



