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CORRECTIVE ACTION

Measures shall be established to assure that condi-
tions adverse to quality are promptly identified,
reported, and corrected. Nonconformances shall be
controlled in accordance with the requirements
described in Section 15. Each of the Nuclear Divi-
sion Managers is responsible for developing and

\\inplementinq a program for identifying and control-

ling adverse conditions., This responsibility may be
tisfied by one or more programs. As a minimum
h program shall provide for developing and anal-
trends on & semiannual basis. Trending of
itions adverse to quality identified at suppli-
facilities is performed as part of the annual
suppliar evaluation per OQAM, Section 18.12. Proce-
dures all provide instructions for identifying,
reportin and initiating corrective action to
preclude ecurrence of adverse conditions. It is
understood that the term "“corrective action”
includes rexedial action necessary to correct the
deficiency, s well as corrective action necessary
to preclude returrence.

Conditions advense to quality which imnede the
implementation omn reduce the effectiveness of the
Operating QA Progtam shall be controlled by the
measures described Rerein. "dverse conditions may
include, but are not limited to, noncompliance with
procedur:l requirements; reportable occurrences
required by regulations; adverse nonconformance
trends; deficiencies identified in the OQAP; recur-
ring conditions for whi past corrective action
has been ineffective; or breakdowns in administra-
tive and managerial control systems which could
result in a system designed ko prevent or mitigate
serious events not being able to perform its
intended function.

Corrective action documents which kecord defects in
basic components or deviatiors “from technical
requirements in procurement documégis shall! be
reviewed for reporting applicability ynder 10CFR21
and other Federal reporting requirementhi
Corrective action documents shall be transmitted
to the responsible organization. The tggggnsible
organization shall investigate the findings and
identify che cause(s) of the deficiency, and
specify and initiate the action(s) necessar>\\to
correct the conditions and prevent recurrence. .
N
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upelear Engineering shall review documented condi-
< adverse to quality which involve design defi-
ciencies or design changes which are recommended as
uorrective action. Licensing and Fuels should
review documented conditions adverse to quality for
foel~related issues. The ORC shall review signifi-
cant adverse conditions. Examples of such condi-
tiong include those identified by Callaway Plant
Technical Specifications 6.5.1.6(f), 6.5.1.6(9),
6.5..i.8(h), 6.5.1.6(1), and 6.5.1.6(m); and NPDES
viclatians.
Corrective, action documents shall be closed by
verifying ‘ the implementation and adequacy of
corrective agtion., The Quality Assurance Department
shall close QA-originated corrective action docu-
ments by verifying the implementation and adequacy
of corrective tion. Copies of completed correc-
tive action documents shall be available for
management review AFAtdcopy or electronic media) to
keep them apprised of conditions adverse to qual-
ity. The Quality Assyrance Department shall period-
ically prepare summagies of significant corrective
action documents aid\ submit them to the NSRB and
appropriate levels of m\Paqemont.

The closure of cortectivé\action documente shall be
accomplished as promptly as practicable but shall
occur only after the corrective action taken has
heen verified, Verification may be accomplished
through direct observations, written communica-
tions, re-audit, surveiilanres, or other appro-
pr.ate means. The nature of the deficiency may be
such that remedial actions need to be taken imme-
diately whereas development and implementation of
corrective action to preclude recuyrence may take
substantially longer,. \

Summaries of corrective action documants shall be
reviewed for the effectiveness of tha corrective
actions taken and analyzed for potential adverse
quality trends., Quality Assurance shall evaluate
the analyses, the identification of adveﬁg; trends,
and the acceptability of actions taken n these
trends through routine audit and sur@gxllance
activities; and shall report the results of\ these
assessments to management. N
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CORRECTIVE ACTION

Measures shall be established to assure that conditions
adverse to guality are promptly identified, reported, and
corrected. Such measures shall be established in a
program or programs which are proceduralized. Those
procedures, as a minimum, shall:

1.

Define responsibilities for identifying and
correcting conditions adverse to quality. Such
corrections may be defined as remedial action.

Define responsibility for verifying that remedial
action was taken for conditions adverse to guality.

Define responsibilities for determination of those
conditions adverse to guality which are significant.
Significant conditions adverse to quality will
require both remedial action and action to prevent
recurrence,

Define responsibility for performing root cause
evaluation, determining necessary actions to prevent
recurrence, implementing those actions and verifying
completion of those actions for significant
conditions adverse to guality.

Provide a method for documenting the identification
of conditions adverse to gquality. This documentation
shall also include the ruot cause or causes and the
action implemented to prevent recurrence for
significant conditions adverse to quality.

Provide methods for reporting significant conditions
adverse to quality to appropriate levels of
management. Acceptable methods include direct
address, distribution of copies, electronic access or
review of summaries of the conditions. These methods
shall include reporting cf selected significant
conditions adverse to guality to review committees.

Provide methods for submitting reperts required by
external agencies concerning conditions adverse tc
guality.

Prov.de for developing and analyzing trends on a
semiannual basis. Trending of conditions adverse to
gquality identified at supplier’s facilities is
performed as part of the annual supplier evaluation
per OQAM, Section 18.12.
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OQAM CN 90-10
INSERT

Verification of the implementation of corrective action is
performed as indicated in Section 16 of this OQAM. The
effectiveness of previous corrective action is determined through
audit or surveillance as described in Section 18 of this OQAM,
using previously issued corrective action decuments as input to
the scope of audits and surveillances. Additionally, trending of
corrective action documents will be used to reveal potentially
ineffective corrective actions.

Page A-30a
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APPENDIX A

ABGULATORY GUILL 1,144 (cont.)

(¢) Audit reports may not necessarily contain an evaluation
statement regarding the effectiveness of the Quality Assu-
rance Program elements which were audited, as required by
subsection 4.4.4, but they shall provide a summary of the
audited areas and the results which identify the importaace
of any adverse findings.

With regard to Section 4.5.1 of ANSI N45.2.12 - 1977 titled B
Audited Organization: UE shall comply with the following clarif
cation of the Section: .uec_&h.—oud+&od*osqaa+aa&+:::,t
activity shall review and investigate adverse audit finding as
necessary, (e.g. where the cause is not already known, _afother
organizacion has not alrea investicated and found th€ cause,
etc.) to determine and schedyle :ppropriate corr ive action
including action to prevent redyrrence. They shatl clearly state
anned to B;,ﬂ‘:i recurrence and

the corrective action taken or
the results of the invest.jation, red. In the event that
hin thirty days, the

corrective action 13 not compieted
audited organizatioa's response s include a scheduled date
for completion of planned corrective antion. The audited organi-
zation shall take appropriat assure that corrective
action is accomplished as sptfeduled. SinceNthe auditing organiza-
tion tracks scheduled orrective action ogmpletion dates and
veri‘ies corrective ction completion, a oNow-up response by
the audited orga ation stating the corrective action taken and
the date that ¢ action was compieted is not nedessary, provided
corrective tions are completed as specified. \If corrective
actiors e not completed as specified, the audited organizat.on
shall /ﬁfgzide a4 revised response stating the correckive action
th nas been taken, the corrective action yet to be ompleted,

Aat atb-eorfeetive Aactien witi—be conpiere

REGULAT )RY GUIDE 1.146 INITIAL ISSUE CATED 8/80

o . - i e

Qualification 2f Quality Assurance Program Audit Personnel for
Nuclear Power Plants (Endorses ANSI N45.2.23-1978)

DISCUSSION:

UE complies with the recommendations of this Regulacory GCuide
with ¢lve following clarifications:

With respect to Section 1.4 of ANSI N45.2.23-1978 titled Defini-
tions: Definitions in this Standard which are not included 1iIn
ANST N45.2.1C shall be used: “Audit" which is included in this
Standard and ANSI[ N45.2.10 shall be used as clarified in this
Appendix under Reqgulatory Guide 1.74.

>
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EXPLANATIONS OF AND JUSTIFICATIONS FOR PROPOBED CHANGE
TO THE
OPERATING QUALITY ASBURANCE MANUAL (OQAM)
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Attachment 2
Page 3 of 3

Quility Assurance Program requirements for corrective
action. While the elimination of the 30 day response time
for audit findings may be considered a lessening of praevious
commitments, this change does not reduce effectiveness of
the guality assurance program nor its adherence to
provisions contained in Appendix B of 10CFKS0.

Justification for clarification to Section 4.5.2 of ANSI
N45.2.12-1977

As stated in the justification for the clarification for
Section 4.5.1 of this standard, the auditing organization
{QA for internal audits) reports findings via a common
corrective action svstem used by both QA and plant
departments. Implementation of the program described in
Chapter 16 of the OQAM requires the generation of written
responses to adverse findings, evaluation of the adequacy of
responses, identification of corrective action,
identification of action implementation schedules and
confirmation of action accomplishment. As stated in the
justification for the clarification of Chapter 16,
verification of adeguacy of :esponse and implementation of
action by QA is redundant to that required of management of
the audited organization. Plant trending as well as periodic
audit and surveillance will provide assurance that audited
management performs their verifications effectively. This
section needed to be changed to be consistent with other
changes proposed herein. Requirements for external audits do
not need clarifications as those audit findings do need to
be evaluated for adequacy and implementation verified by
either QA or Quality Services Department.

Union Electric considers this reduction to be justified and the
OQAM to continue to meet the reguirements of 10CFR50, Appendix B.



