NRC INSPECTION MANUAL OoTSB

I NSPECTI ON PROCEDURE 37001

10 CFR 50. 59 SAFETY EVALUATI ON PROGRAM

PROGRAM APPLI CABI LI TY: 2515
SALP FUNCTI ONAL AREA: ENG NEERI NG ( ENG

37001-01 | NSPECTI ON OBJECTI VE

Ascertain whether the licensee is inplenenting a safety eval uati on
program that confornms to Title 10 of the Code of Federal
Requl ati ons, Section 50.59, 10 CFR 50.59, "Changes, Tests and
Experi ments" (CTEs).

37001-02 | NSPECTI ON REQUI REMENTS

The primary focus of this inspection procedure is the licensee's
performance i nplenenting the requirenents of Section 50.59. The
princi pal nmeasure of this performance is the quality of the safety
eval uations prepared by the |licensee in accordance with Section
50.59. NRC expects each Section 50.59 safety eval uati on to address
all safety issues pertinent to the associated CTE. Wen revi ew ng
Section 50.59 safety evaluations in the performance of Section
02.03 of this procedure, the inspector should, as a mninum
determ ne whet her the |licensee resol ved safety i ssues pertinent to
the associated CTEs. A secondary focus of this inspection
procedure is a programmatic reviewof the |icensee's Section 50.59
procedures and training. The inspector should conplete this
progranmati c reviewin accordance with the i nspection requirenents
of Sections 02.01 and 02.02 as needed to support the conpl eti on of
t he performance-oriented i nspection requirenents of Section 02.03
of this procedure.

02.01 Procedures and Controls
a. Verify that formal procedural gui dance has been established
for:
1. Inplenmenting the requirenents of Section 50.59 for

proposed changes, tests and experinents (CTEs). This

shoul d i ncl ude gui dance for --

(a) Assessing and docunenting whether Section 50.59
applies (i.e., whether a Section 50.59 safety
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37001

(b)

evaluation to determne if the CTE involves an
unrevi ewed safety question is required);

Assessi ng and docunenting whether a change to the

pl ant technical specifications or an unrevi ewed
safety question is involved;
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(c) Maintaining records of CTEs nade in accordance with
Section 50.59 as required by 10 CFR 50.59(b) (1) and
(3); and

(d) Formally reporting to the NRC the CTEs nmade in
accordance with Section 50.59 as required by 10 CFR
50. 59(b) (2).

2. Updating the Final Safety Analysis Report (FSAR) as
requi red by Section 50.71(e) to describe the effects of
(1) all changes nade in the facility or procedures as
described in the FSAR, and (2) all Section 50.59 safety
eval uations in support of conclusions that changes did
not involve unrevi ewed safety questions.

b. Verify that the precedi ng guidance in Section 02.01.a.1 of
this procedure assigns responsibility for:

1. Evaluating all CTEs for Section 50.59 applicability;

2. Preparing Section 50.59 safety eval uati ons for CTEs t hat
require them

3. Review ng and approvi ng Section 50.59 safety eval uati ons
as required by the technical specifications and the NRC
appr oved oper ati onal quality assurance program
(Requirenments for independent reviews and approvals are
i censee-specific.);

4. Reviewing and approving Section 50.59 applicability
det er m nati ons;

5. Formally reporting to the NRC CTEs nade i n accordance
with Section 50.59 as required by 10 CFR 50. 59(b) (2);

6. Maintaining records of CTEs made in accordance wth
Section 50.59 as required by 10 CFR 50.59(b)(3); and

7. Preparing and submtting the periodic update of the FSAR
as required by 10 CFR 50. 71(e).

c. Verify that the licensee's formal procedural guidance for
inplementing its safety evaluation program confornms to
Section 50.59 requirenents.

d. Verify that the |icensee has established neasures to ensure
that design information necessary for preparing adequate
Section 50.59 safety evaluations is available to |licensee
personnel that prepare Section 50.59 safety eval uati ons.

02.02 Training and Qualifications

a. Verify that the Ilicensee's training and qualification
requi renments are consistent wwth the [icensee's commtnents
establishedinthe NRC-approved operational quality assurance
programi ncl udi ng, as applicable, training and qualification
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requirenments for |icensee personnel that prepare, review, or
approve Section 50.59 safety evaluations and applicability
determ nations, and for personnel that conduct Section 50.59
training.

Verify that training materials are consistent with the
| icensee's current procedural guidance for preparing Section
50.59 safety evaluations and nmeking Section 50.59
applicability determ nations.

Det ermi ne whet her the |icensee has established a process for
assessing training effectiveness.

| npl enent ati on

Section 50.59 Safety Eval uations. Sel ect exanpl es of Section
50. 59 safety evaluations fromthe categories |isted bel ow

1. Changes in the facility as described in the safety
anal ysis report. As a rule of thunb, the nunber of
Section 50.59 safety evaluations for facility
nodi fi cations that the i nspector should reviewis about
5 percent of the nunber of facility nodifications the
licensee |last reported to the NRC as required by 10 CFR
50.59(b) (2). Focus on significant nodifications
inpl emrented since the last NRC inspection of the
licensee's Section 50.59 program but also select
approved nodi fications that are awai ti ng i npl enent ati on.
O her considerations for selecting Section 50.59 safety
evaluations for facility nodifications arethe foll ow ng:

(a) Choose safety evaluations for changes to a variety
of systens.

(b) Choose safety evaluations involving a variety of
engi neering  disciplines, such as nucl ear,
nmechanical, civil, and electrical

(c) Choose safety evaluations for de facto design
changes previ ously undi scovered devi ations fromthe
FSAR description of plant design that are purposely
| eft uncorrected, either permanently or tenporarily,
during plant operation.

(d) Choose safety evaluations for partially
conpl eted nodi fications.

(e) Choose safety eval uati ons for t enporary
nodi fi cations. Included are original safety
evaluations for rmaintenance and surveillance
procedures that govern the periodic inplenmentation
of tenporary nodifications

(f) Choose safety evaluations for facility nodifications
bei ng i npl enented during the inspection.

2. Changes i n procedures as describedinthe safety analysis
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report. As arule of thunb, the nunber of Section 50.59
safety evaluations for procedure changes that the
i nspector should reviewis about 5 percent of the nunber
of procedure changes the |icensee |ast reported to the
NRC as required by 10 CFR 50.59(b)(2). Focus on
significant changes to procedures inpl enented since the
| ast NRC inspection of the licensee's Section 50.59
program but also select approved procedure changes
awai ting inplenentation. Choose a variety of safety
eval uations for changes i n procedure fromcategori es such
as operations, engineering, naintenance, energency
operations, physics startup tests, surveillance tests,
adm ni strative controls, and health physics.

3. Tests or experinents not describedinthe safety analysis
report. Focus on Section 50.59 safety evaluations for
tests perfornmed since the last NRC inspection of the
i censee's test and experi nents program(or equival ently,
the Iicensee's Section 50.59 progran), but also review
approved safety evaluations of tests planned for the
future. Since tests requiring a Section 50.59 safety
eval uation occur infrequently, nost, if not all, of the
Section 50.59 saf ety eval uati ons for tests prepared since
the last NRC inspection of the test and experinents
program can usual ly be reviewed during the inspection.

Section 50.59 Applicability Determ nations. ReviewCTEs for
which the licensee determned safety evaluations in
accordance wth Section 50.59 were not required. Choose the
nunber and variety of such CTEs to review using the
directions in paragraph 02.03.a of this procedure, as
appropriate. Verify that the applicability determ nations
for these CTEs were nade by conform ng to the procedures and
controls established in 02.01 of this procedure.

Plant Onsite Review Committee (PORC). If the PORC plans to
nmeet during the tinme the onsite part of the inspection is
schedul ed and plans to review and approve Section 50.59
saf ety eval uati ons and applicability determ nati ons, thenthe
i nspector should try to attend the neeting and, by direct
observation, verify that the PORC adequately perforns the
review and approval requirenents of the licensee's Section
50. 59 program established in 02.01 of this procedure.

Updating the FSAR and reporting CTEsS in accordance wth
Section 50.59(b)(2). Verify that the licensee is updating
its FSAR by conforming wth the formal requirenents
established in 02.01.a.2 and 02.01.b.7 of this procedure.
Sel ect about 5 changes inthe facility and procedures nade in
accordance with Section 50.59 that were inplenented in tine
t o have been considered for inclusionin the nost recent FSAR
update submtted to the NRC. Verify that the Section 50.59
report includes these changes and that the updated FSAR
accurately describes the effects of these changes and the
associ ated Section 50.59 safety eval uati ons.

Use of risk insights. Consider risk significance as one
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input in the selection of a sanple of inspection itens.

37001-03 | NSPECTI ON GUI DANCE

Ceneral CGui dance

This procedure is intended to guide inspectors in evaluating
licensee conpliance with the requirenents of Section 50.59. The
procedure consists of three parts: procedures and controls,
training and qualifications, and inplenentation. The first two
parts are reconmmended to be done for the initial performance of
this inspection procedure and every third SALP (systematic
assessnent of |icensee performance) cycle thereafter. The third
part, inplenentation, is reconmended to be done each SALP cycle.
Conpl etion of the entire inspection procedure is al so recommended
whenever significant inplenentation problens are identifiedor the
I i censee has nmade significant changesinits Section 50.59 program

It isintended that the facility's NRR project manager and anot her
i nspector (either fromNRR or the region, possibly the facility's
resident inspector) will participateintheinspection. Additional
NRR, regional, and contractor technical assistance nay be utilized
if the CTEs to be inspected will require special expertise to
ensure an effectivereview. The entire inspection procedure should
normally take 4 to 5 days onsite to conplete. Revi ewi ng the
licensee's Section 50.59 safety eval uati on program procedures in
the office will allow nore tine for inplenentation review while
onsite. Choose the initial selection of Section 50.59 safety
evaluations to be reviewed onsite in the office, using |icensee-
supplied lists of proposed and conpl eted desi gn changes and tests
or experinments, and t he annual report of changes nade under Secti on
50.59. The week before the inspection informthe |icensee which
Section 50.59 safety eval uati ons have been sel ected for possible
reviewsonotineislost the first day at the site waiting for the
|icensee to produce the necessary docunentation.

The results of this inspection activity can be docunented in the
resident inspector's periodic inspection report, a regional
i nspectionreport, or an NRR-generated inspectionreport, dependi ng
upon the scope and depth of the inspection. If the inspection is
perforned by an NRR proj ect manager, the i nspectionresults wll be
a feeder report to either resident inspector or a regional based
i nspector. Wiileonsite, brief the Senior Resident | nspector (SRI)
daily on the progress of the inspection. Pronptly discuss
significant findings and concerns with the SR, the regional
section chief, and the NRR project director. As with any NRC
i nspection, hold an entrance neeting and an exit neeting wth
| i censee managenent .

Gui dance for inspecting Section 50.59 inplenentation has been
included in the inspection program in various inspection
procedures, and in the guidance section of the NRC I|nspection
Manual but has never been the principal focus of any one i nspection
procedure. By providing that focus, this procedure enphasi zes the
I nportance of the requirenents in Section 50.59 to safety and
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pronotes nore consistent and effective NRC inspections of Section
50.59 i nplenentation. The inspector should, however, be famliar
Wi th previous Section 50.59 guidance provided by the inspection
manual because only part of it has been incorporated into this
i nspection procedure. The |locations of this guidance is described
below Famliarity with the guidance pertaining to the facility
nodi fi cation process provided in these procedures may also be
useful to the inspector, because inspecting Section 50.59 safety
eval uations often invol ves review ng desi gn change docunent ati on.

37700 Design, Design Changes, and Mdifications; |ssue Date:
08/ 29/ 88.

Item 02. 01, paragraphs b, h, j, and k.
Item 02. 02, paragraph a.

ltem 03. 01.

Item 03. 02, paragraphs a, b, g, and h.

37702 Desi gn Changes and Modifications Program |ssue Date:
12/ 04/ 87.

Item 02. 01, paragraphs a.3, b.3, ¢, f, g, and k.
Item 02. 02, paragraph a.

Item 03. O1.

Item 03. 02, paragraphs a, c¢.2, g, h, j, I, m and n.

37703 Tests and Experinents Program |ssue Date: 06/10/85.

Item 02. 01, paragraphs f and g.
ltem 02. 02.
Item 03. 02, paragraphs c, d, e, and f.

42700 Pl ant Procedures; |ssue Date: 06/ 25/ 84.

Item 02. 03.
Item 02. 04.
Item 03. 02, paragraphs c, d, and j.

60710 Refueling Activities; Issue Date: 08/23/85.

Item 02. 01, paragraph b.
Item 03. 02, paragraph b.

Part 9900, CFR Di scussions, 10 CFR 50.59, Changes to Facilities,
Procedures and Tests (or Experinents): | ssue Date: 01/01/ 84.

Not e: Shoul d any of these guidance docunents be revised, the
description of the location of the Section 50.59 rel ated gui dance
wi t hin each docunent may no | onger be accurate.

Speci fi c @i dance

03.01 Procedures and Controls

a. The inspector should verify that the |icensee has approved
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procedures that include guidance for conducting the
activities stated in 02.01.a of this procedure. Procedures
for controlling activities affecting quality are required by
Criterion V, "Instructions, Procedures, and Draw ngs," of
Appendix B to 10 CFR Part 50, the NRC-approved operational
qual ity assurance program and the adm nistrative controls
section of the technical specifications. As part of the
process for design control (Criterionlll, "Design Control,"
of Appendix B to 10 CFR Part 50), the inplenentation of
Section 50.59 requirenents is an activity affecting quality.

1. Although the licensee should have a controlled process
for inplenmenting the requi renents of Section 50.59, this
process may not be confined to a single procedure or
docunent. To satisfy inspection requirenent 02.01.a. 1,
t he i nspector nust, therefore, identify which procedures
define the licensee's Section 50.59 inplenentation
process. To do this, reviewand becone famliar with as
many of the following |icensee procedures, guidance

docunent s, and NRC requirenents as needed for
understanding how the licensee conplies with Section
50. 59:

(a) Section 50.59 inplenentation program procedure;

(b) Guidance for preparing Section 50.59 safety
eval uati ons;

This should include controls for coordinating the
preparation of Section 50.59 safety eval uations for
design changes involving nmultiple engineering

disciplines or diverse parts of the licensee's
organi zation. Coordination of design activities is
arequirenent of Criterionlll, "Design Control," of

Appendix B to 10 CFR Part 50, and is wusually
included as a requirenment of the |icensee's NRC
approved operational quality assurance program

For significant design changes that affect several
pl ant systens, an integrated safety evaluation
should be perforned in addition to discipline
specific safety eval uati ons to ensur e a
conprehensive review of the change against the
design objectives of the affected system is
conduct ed.

(c) Guidance for making Section 50.59 applicability

det erm nati ons;

37001

(d) CGuidance for answering the questions in Section
50.59(a)(2) that define an unreviewed safety
guesti on;

(e) Procedures for making facility nodifications;

(f) Procedures for maki ng t enporary facility

- 8 - | ssue Date: 06/24/98



nmodi fi cati ons;

(g) The NRC-approved operational quality assurance
progr am

(h) Adm nistrative controls section of the technical
speci fi cations;

(i) Procedures for preparing FSAR updates required by
Section 50.71(e) and the Section 50.59(b)(2) report
to the NRC

(j) Procedures for maki ng changes to procedures;

(k) Procedures for inplenenting PORC s review and
approval requirenents given by the technical
speci fications;

(I') Procedures for preparing and conducting tests (or
experinments) not described in the safety analysis
report; and

(m Procedures for docunent control (procedures, design
docunents, etc.).

2. To satisfy inspection requirenent 02.01.a.2 of this
procedure, the inspector nust identify the approved
procedures that define the |licensee's process for
updating the FSAR with descriptions of the effects of
changes in the facility and procedures as described in
the FSAR made wi thout NRC approval in accordance with
Section 50. 59.

Al t hough Section 50.71(e) also requires updates
descri bing the effects of changes made i n accordance with
Section 50.92 license anendnents and anal yses of new
safety i ssues (perfornmed by or on behalf of the |Iicensee
at Comm ssion request), the focus of inspection
requirenent 02.01.a.2 is on changes nmade in accordance
w th Section 50.59. However, the inspector should verify

that the licensee's process for wupdating the FSAR
i ncl udes the scope of information required by Section
50.71(e).

To satisfy inspection requirenment 02.01.b of this procedure,
the inspector should verify that the |icensee's procedures
(identified in 02.01.a of this procedure) for inplenenting
Sections 50.59 and 50.71(e) clearly designate, by position
title, the individuals in the 1licensee's organization
responsi bl e for the acconplishnment of the activities listed
in 02.01.b.1-7.

The i ndi vidual responsible for the final approval of Section
50.59 safety evaluations is usually designated by title in
the admnistrative controls section of +the technica
specifications (e.g., the Chairman of the PORC) .
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To satisfy inspection requirenment 02.01.c of this procedure,
the i nspector should conpare the |licensee's procedures for
i npl ementing Section 50.59 to the gui dance provi ded here for
each of the four principal requirenents of Section 50.59:
reviewing all CTEs for applicability; evaluating applicable

CTEs

for involvenent of unreviewed safety questions;

docunentation and record keepi ng; and reporting.

1.

Section 50.59 applicability determ nati on gui dance. All
CTEs nust be evaluated (or screened) for Section 50.59
applicability. In this inspection procedure, this
evaluation is referred to as the "Section 50.59
applicability determ nation.”

(a) Changes in the facility or procedures. The
criterion for requiring a Section 50.59 safety
evaluation for a change in the facility (or
procedure) is "a <change in the facility or
procedures as described in the safety analysis
report."” This criterion neans that a change in a
structure, system or conponent (SSC) or a procedure
requires a Section 50.59 safety evaluation only if
the follow ng statenents are both true:

(1) The SSC (or procedure) being changed is
described in the nost recently updated FSAR
subm tted to the NRCin accordance with Section
50. 71(e).

(2) The FSAR description of the SSC (or procedure)
bei ng changed woul d be affected by the change.

Even when this applicability (or screening)
criterion is satisfied, a Section 50.59 safety
eval uation would not be required if the change in
the facility (or procedure) as described in the FSAR

woul d involve a change in the technical
speci fications. The inspector should verify that
the Jlicensee's screening process requires a

determnation of +the effect of facility (or
procedure) changes on the technical specifications.
I f atechnical specification change is involved, the
| i censee nust obtain an operating |icense anendnent,
in accor dance W th Secti on 50. 92, bef ore
i npl ementing the proposed facility (or procedure)
change. Note that the I|icensee should always
determne the effect of a change in a SSC (or
procedure) on t he t echni cal speci fications
regardl ess of whether the change satisfies the
Section 50.59 applicability criterion.

The FSAR description of a SSC or procedure nust be
af fected by the change in order for a Section 50.59
safety evaluation to be required. For exanpl e

changing a procedure just |listed in the updated FSAR
woul d not require a Section 50.59 safety eval uati on.
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However, a tenporary change to a SSC that would
affect its FSAR description nust be evaluated in
accordance with Section 50.59, even though the
change in the FSAR description would not be
per manent .

SSCs (or procedures) that are described in the FSAR
but are not safety-related should not be excluded
from evaluation in accordance with Section 50.59
j ust because they are not safety-related. If the
Section 50.59 applicability criterion is satisfied
and the technical specifications are not affected,

then a Section 50.59 safety evaluation is required.

Tenporary nodifications (e.g., junpers and lifted
| eads) of SSCs that are described in the FSAR t hat
are routinely inplenmented by periodi c nai nt enance or
survei |l |l ance procedures do not need to be eval uat ed
in accordance wth Section 50.59 each tine the
procedure is perfornmed. The original Section 50.59
safety evaluation for the procedure should remain
valid as long as the precautions and limtations of
t he procedure are observed.

An uni ntended devi ation fromthe design of a SSC as
described in the FSAR, whether in existence since

initial licensing, or as the result of an error in
a subsequent nodification, installation, or
mai nt enance activity, is considered a de facto

design change to the facility. Plant operation wth
a de facto design change nust be eval uat ed pursuant
to Section 50.59 to determ ne whether the change
i nvol ves an unrevi ewed safety question or a change
in the technical specifications. Facilities
undergoing design basis reconstitution have
frequently identified de facto desi gn changes.

Renmovi ng  equi pnent from service (making it
i noperable) for naintenance for the technica
specification (TS) allowed outage tinme does not
require a Section 50.59 safety eval uati on. However,
if the plant's safety analysis as described in the
FSAR depends on the functioni ng of non-TS equi pnent,
then renoving that equipnent from service (i.e.
di sabling its function) for mai ntenance during pl ant
operation should be evaluated in accordance wth
Section 50.59 for involvenent of an unreviewd
safety question

If an SSC to be added to the facility would affect
t he FSAR description of another SSC, then a Section
50.59 safety evaluation of the indirect change to
t he FSAR-descri bed SSC nust be done. A description
of the new SSC nust be included in the next FSAR
updat e.
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(b) Tests or experinents. The criterion for requiring
a Section 50.59 safety eval uation for the conduct of
a test (or experinent) is that the test not be
described in the nobst recently updated FSAR
submtted to the NRC in accordance with Section
50. 71(e). However, if conduct of the test would
involve a change in the technical specifications,
the Section 50.59 safety evaluation would not be
required.

If a test described in the SAR will be done in a
different way, then a Section 50.59 safety
evaluation is required.

Addi tional guidance related to the applicability of
Section 50.59 to changes inthe facility (or procedures)
as described in the FSAR and the conduct of tests (or
experinments) not described in the FSAR is provided in
Part 9900, CFR Discussions, "10 CFR 50.59, Changes to
Facilities, Procedures and Tests (or Experinents)."

2. Unreviewed safety question evaluation guidance. I n
this i nspection procedure, the eval uati on of applicable
CTEs for involvenent of unreviewed safety questions is
referred to as the "Section 50.59 safety evaluation."

The i nspector should verify that the | icensee's gui dance
for preparing Section 50.59 safety eval uations requires
answering the three questions for determning if an
applicable CTE involves an unreviewed safety question
(USQ given by 10 CFR50.59(a)(2). An USQis involvedif
any of the three questions can be answered yes.

Not e t hat t he Section 50.59 safety evaluationis only one
of several evaluations and reviews the NRC requires.
Most technical specifications require that the PORC
review all proposed procedures and nodifications or
changes to SSCs affecting safety. These review
requirenents are applicable whether or not the SSC is
described in the FSAR Al so note that preparation of an
adequat e Section 50.59 safety eval uation often requires
| ooking at |icensing and desi gn i nformati on not incl uded
in the FSAR. | nportant sources of such information are
NRC saf ety eval uati on reports, docketed correspondence,
and records of safety and transient anal yses.

Because precise neanings of the USQ criteria are not
provided in Section 50.59, the thresholds for USQ
i nvol venent will beinterpreteddifferently fromlicensee
to licensee. The inspector nmust review the |icensee's
gui dance for interpreting the USQcriteria and decide if
it satisfies the intent of Section 50.59, which is to
limt CTEs not requiring prior NRC approval to those that
do not exceed the bounds of the licensing and design
basis of the facility as described in the FSAR

| f concerns regarding the adequacy of the |icensee's
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guidance for interpreting the USQ criteria are
identified, the inspector should first discuss themwth

the SRI. |If a concern remains unresolved, it should then
be referred to the appropri ate nanager at the region or
NRR. An inportant neasure of the adequacy of a

| icensee's guidance for addressing the USQ criteria is
whet her the |icensee's Section 50.59 safety eval uati ons
consistently reach the correct conclusions and are
appropriately docunented. (CGuidance on what constitutes
appropriate docunentation required by Section 50.59 is
di scussed in 03.01.c.3. of this procedure.)

3. Docunentation gui dance. Section 50.59(b)(1) requires
Iicensees to maintain records of CTEs made i n accordance
with Section 50.59 without prior NRC approval. It also
requires that these records include a witten safety
eval uation that provi des the bases for the determ nation
that the CTE does not involve an USQ (i.e. the Section
50. 59 safety evaluation).

Section 50.59 safety eval uations nust be in witing and
i ncl ude the bases for the determ nation that the CTEdid
not involve an USQ The NRC does not consider a
checklist to be sufficient to neet the requirenent for a
witten safety eval uation. However, depending

upon the significance of the change, the Section 50.59
safety evaluation may be quite brief.

Al t hough Secti on 50. 59 does not specificallyrequirethat
Section 50.59 applicability determ nati ons be docunent ed
with witten bases for the determ nation that a Section
50. 59 safety evaluation was not required, the |licensee
should maintain a record of these determ nations in
accordance with its NRC-approved operational quality
assurance program This record is needed because
det er mi ni ng whet her Section 50.59 applies to a CTEis an
activity affecting quality covered by Criterion V of
Appendi x Bto 10 CFR Part 50. As part of the process for
design control (Criterion 111, Design Control, of
Appendix B to 10 CFR Part 50), the inplenentation of
Section 50.59 requirenments is an activity affecting
quality.

Section 50.59(b)(3) requires that records of changes in
the facility be maintained until the date of term nation
of the license and that records of changes i n procedures
and records of tests and experinents be nmaintained for a
period of 5 years. No distinction is nmade by this
requi rement between changes made with or w thout prior
NRC approval or between changes that did or did not
require a Section 50.59 safety evaluation. The
adm nistrative controls section of the technical
specifications for nost plants contains additional
requirenments for record keeping.

4. Reporting gui dance. Section 50.59(b)(2) requires
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that the licensee submt a report containing a brief
description of each CTE, including a sunmary of its
supporting safety evaluation, inplenented wthout
prior NRC approval in accordance with Section 50.59.
It states that the report may be submitted annually
or along with FSAR updates as required by Section
50. 71(e), or at such shorter intervals as specified
in the license.

| nspection requi renment 02.01.d of this procedure (to verify
that design information 1is available) 1is based on
requirements in the l|icensee's NRC-approved operational
gqual ity assurance programand Criterion 11, Design Control,
of Appendix B to 10 CFR Part 50. Havi ng necessary
information available assures that Section 50.59 safety
eval uations w ||l be based on a consideration of all rel evant
design information.

Training and Qualifications

Most NRC approved operational quality assurance prograns
contain a commtnent to establish atraining programbased on
an i ndustry standard such as ANSI/ ANS 3. 1- 1978 or N18. 1- 1971,
"American National Standard for Selection and Trai ning of
Nucl ear Power Plant Personnel." To satisfy inspection
requirenment 02.02.a of this procedure, determ ne what the
licensee is commtted to, and then review the |licensee's
training program for consistency with that conmtnent.
Adherence to the NRC-approved operational quality assurance
programis a condition of the operating |license. Failure to
satisfy the quality assurance program would therefore
constitute a violation of the operating |icense.

Interview one of the licensee's Section 50.59 training
program i nstructors for general information regarding the
program Focus on refresher training and how additi onal
training needs are identified.

Determine if a feedback process is used for identifying
trai ni ng weaknesses and di scuss howi dentifi ed weaknesses are
resol ved.

To satisfy inspection requirenent 02.02.b of this procedure,
review the licensee's lesson plans, training materials,
tests, etc., and determ ne whether they are consistent with
the licensee' s current controls, procedures, and gui dance for
preparing Section 50.59 applicability determ nations and
safety eval uati ons.

Al t hough a feedback process is not a specific requirenent of
the regulations, the auditing of the licensee's training
program in general, is usually included in the |icensee's
NRC- appr oved operational quality assurance program (through
a commtnment to an i ndustry standard such as ANS-3. 2 or ANSI
N18. 7). If a recent training program audit report is
avail abl e, the inspector should consider reviewing it.
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03.03 Inplenentation. The inplenentation area of the inspection
assesses the | icensee's performance i nplenmenting its Section 50.59
safety evaluation program and the effectiveness of its Section
50.59 training. Section 50.59 safety eval uati ons can invol ve al
technical disciplines associated with a nuclear plant. Few
i nspectors are expert in every nuclear-related discipline.
Therefore, theinspector shoul d recogni ze when techni cal assi stance
is needed to effectively review a safety evaluation or resolve a
safety concern. The need for assistance can be anticipated based
on the safety evaluations selected for review But, also
acceptable is sinplyidentifying and docunenting (intheinspection
report) technical concerns for followup at alater date (either by
the region or NRR). Make every effort, however, to reach a
concl usi on about a safety issue or concern in tinme to discuss it
with the licensee at the exit neeting. Recognizing failures of the
licensee to conply with the adm nistrative control requirenents of
its plant nodification program including the requirenents of
Section 50.59, is inportant. However, recognizing failures of the
licensee to adequately assess how a change w il affect plant
operational safety is nore inportant. Wthout regard to 10 CFR
50.59, the licensee nust ensure that plant nodifications do not
conproni se safety. The safety eval uation serves as a check on the
scope of the engi neering safety anal ysis that shoul d acconpany any
design change to the plant. Usually the safety evaluation is
integral to and relies heavily on the engi neering safety anal ysis
because the three questions (10 CFR 50.59 (a)(2)) that define an
unrevi ewed safety question are fundanental to safety anal ysis.

The focus of the inplenentation part of the inspection should,
therefore, be on safety. Conpliance with the admnistrative
aspects of Section 50.59 should be enforced; but let the safety
significance of admnistrative deficiencies guide the |evel of
concern expressed to the | icensee. For exanple, if you agree that
a CTE was safe and believe it would not involve an unrevi ewed
saf ety question (based on your revi ewof the docunent ed engi neering
analysis in the design change package), failure to prepare a
Section 50. 59 safety eval uati on woul d not be a si gni fi cant concern,
unless errors in screening were a frequent occurrence or the
failure was caused by inadequate guidance in the I|icensee's
procedures. By contrast, a Section 50.59 safety eval uation that
failed to address an obvious safety consideration, such as
identifying all the relevant accident and transient scenari os,
woul d be nore significant. Failure to recognize that a CTE
i nvol ved a change to the technical specifications wuld al so be
significant.

a. Section 50.59 Safety Eval uations. To satisfy inspection
requirenents 02.03.a.1,2 and 3 of this procedure, revi eweach
selected safety evaluation against the requirenents and
gui dance established in the |licensee's procedures, if these
procedures were found adequate, and the guidance in the
followwng itens 1 through 6. The licensee is required by
Criterion V of Appendix B to 10 CFR Part 50 and its NRC
approved operational quality assurance programto followits
own procedural guidance for activities covered by Appendi x B.
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Each safety eval uation should consider the foll ow ng:
o] the unreviewed safety question criteria;

o] systens and conponents affected by the change (What
is the effect of the change on their capability to
performtheir specified or intended functions?);

o] paraneters of the accident analysis affected by the
change (Are all the rel evant design basis accidents
and transients identified?); and

o] potential effects of system or conponent failure
(i.e., the question, "what would happen if..." is
expl ored and answered in the safety eval uation).

Each saf ety eval uati on shoul d be docunent ed i n accor dance
with the licensee's procedural requirenents. As a
mnimum the docunentation should be sufficiently
detailed with the conclusions | ogically supported so t hat
i ndependent review by persons designated in the
licensee's procedures is possible wthout extensive
reference to other docunents and consultation with the
preparer. The docunentation shouldidentify the scope of
the revi ew (what docunents were | ooked at), responses to
the itenms noted in 03.03.a.1 of this procedure, and any
assunptions, engineering analysis or judgenent, etc.,
that were used. In cases where the safety evaluation
relies onthe associ at ed engi neeri ng saf ety anal ysi s, the
i nspector should reviewthat anal ysis and ot her rel evant
docunents in the associ ated desi gn change package.

The docunentation of safety evaluations for tenporary
nodi fi cations should neet the sane criteria regarding
reviewability as for permanent changes. Scope of the
safety evaluation for a tenmporary nodification is a
i kely weak spot. Addi ti onal guidance on tenporary
nodi fications (in particular, junpers and lifted | eads)
is provided by item 03.02.m of Inspection Procedure
37702, item 03.02. h of Inspection Procedure 37700, and
Part 9900. Sunmaries of safety eval uations for tenporary
nodi fi cati ons should be included in the periodic report
to the NRC in accordance with Section 50.59(b)(2).

The i nspector should verify the validity of the ori gi nal
saf ety eval uati ons (sel ected as required by 02.03.a.1.(e)
of this procedure) for maintenance and surveillance
procedures that govern the periodic inplenentation of
tenporary nodifications.

For changes not yet inplenented, verify that the process
for updating the safety evaluation, because of other
changes that are being planned or inplenented, is being
applied to the change. Application of this process
shoul d be refl ected i nthe docunentation. See I nspection
Procedure 37700 for additional guidance.
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4. For changes being i nplenented, verify that field changes
include a reviewof the safety eval uation to ensure that
it remains valid. Verify that the process of
i npl erentation has not created an unreviewed safety
guestion or that the |icensee has taken appropriate
action (e.g., by inplenenting atenporary nodification or
adm ni strative control) to ensure that an unrevi ewed
safety question is not involved

5. For design changes that are partially conpleted, either
by plan (e.g., hardware i nstall ed duri ng one outage, but
el ectrical hookup is not scheduled until the follow ng
outage) or unforeseen circunstances, verify that the
licensee has reviewed the partially conpleted status to
det er mi ne whet her a safety eval uation in accordance with
Section 50.59 is required or a change in the technica
specifications is involved. Also verify that the
Iicensee's control of theintegrationof the nodification
into interfacing systens includes positive control of
system boundaries; full consideration of the effects of
partial conpletion of the nodification; and appropriate
revisions to procedures.

6. For tests and experinments not previously describedinthe
safety analysis report, focus on the adequacy of the
prerequisite plant conditions for conducting the test.
Verify that the scope of the safety evaluation is
adequat e. Sonmetinmes a safety evaluation is done to
change t he acceptance criteria of an FSAR-descri bed t est.
Try toreviewsuch a safety evaluation, if available, and
especially if the change was namde after the test was
perfornmed. Detailed guidance on safety eval uations of
tests and experinents is provided by | nspecti on Procedure
37703, "Tests and Experinents Program"”

Performng inspection requirenent 02.03.a.3 of this
procedure (using inspection guidance 03.03.a.6 of this
procedure and I nspection Procedure 37703) as a regi onal
initiative should also be considered whenever the
licensee plans to conduct a significant test not
previously described in the FSAR

Section 50.59 Applicability Determ nations. To satisfy
inspection requirement 02.03.b of this procedure, the
i nspector should review each negative applicability
determ nation selected to verify that:

o] The associated CTE does not neet the applicability
criteria of Section 50.59(a)(1l); and

o] Its docunentation conforns to the |icensee's procedura
gui dance and logically supports the conclusion that a
safety evaluation is not required.

Sonme | i censees have devel oped additional screening criteria
that are nore detailed than the applicability criteria in
Section 50.59(a)(1). Such screening criteria nust not
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conflict with Section 50.59(a)(1), but may be nore stringent.

c. Plant Onsite Review Conmttee. No inspection guidance.

d. Updating the FSAR and reporting CTES in accordance wth
Section 50.59(b)(2). To satisfy inspection requirenment
02.03.d of this

procedure, the inspector shoul d sel ect 5 CTEs as descri bed in
02.03.d, and for each CTE

o] Conpare the summary of the safety evaluation in the
| icensee's nost recent Section 50.59(b)(2) report tothe
correspondi ng safety eval uati on; and

o] Conpare the associated safety evaluation and safety-
eval uation sunmmary in the Section 50.59(b)(2) report to
the ~corresponding FSAR update for consi st ency,
conpl et eness, and accuracy.

The inspector should also verify the conpleteness of the
Section 50.59(b)(2) report by conparing it tothe |icensee's
list of CTEs inplenented during the period covered by the
report.

03. 04 Use of risk insights. The inspector should refer to I MC
2515 Appendi x C for gui dance on the use of PRA insights
to help in the selection and prioritization of itens to
I nspect. | f necessary, contact NRC PRA specialists
(e.g., Senior Reactor Analysts or the NRR Probabilistic
Saf ety Assessnent Branch) for assistance.

37001-04 RESCOURCE ESTI MATE

The initial conpletion of this procedureis estinated to require at
| east 60 onsite inspection hours by the inspector (usually an NRR

project mnmanager) and one additional inspector, preceded by
approximately 8 hours in the office spent reviewng |icensee
procedures to prepare for the onsite inspection. Subsequent

performance of Section 02.03 of this procedure is estimated to
require at | east 32 onsite i nspection hours by the project nanager
each SALP cycle, but may require an additional inspector for
reasons di scussed at the begi nning of Section 03 of this procedure.

END
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