NRC INSPECTION MANUAL |1 PB

PART 9900 10 CFR GUI DANCE 50_59.cfr

10 CEFR 50 K9
CHANGES, TESTS AND EXPERI MENTS

A PURPOSE

The purpose of this guidance is to clarify the specific 10 CFR
50.59 |l anguage relating to the type of proposed changes, tests and
experinments (CTE) that require arecord of the eval uati on specified
i n Paragraph 50.59(d)(1). The guidance also clarifies the specific
reviewcriteria which nust be used to identify whether a proposed
change, test or experinment requires prior NRC approval. This Part
super sedes previous Part 9900 gui dance on 10 CFR 50. 59.

B. BACKGROUND

This revision to this CFR Discussion is a result of a rul emaking
that revised Section 50.59 in its entirety. The rul emaki ng was
conducted in order to clarify requirements and to provi de sone
limted flexibility beyond that provi ded by t he previ ous versi on of
the rule for licensee changes w thout prior NRC approval. The
rul emaki ng was i ssued in final formon Cctober 4, 1999. Licensees
are to inplement the revised requirenments 90 days follow ng
publication of final regul atory gui dance. See additional gui dance
onthetransitiontothe revisedrule containedin Regulatory |Issue
Summary (RI'S) 2001-03, January 23, 2001 on "Changes, Tests, and
Experi nments. "

Most |icensees use inplenentation guidance that is based upon an
i ndustry gui dance docunent NEI 96-07 (Revision 1, dated Novenber,
2000). The NRC has endorsed this docunent in Regul atory Gui de RG
1.187.

O her references of interest are:

Regul atory Guide 1.182 "Assessing and Managing Risk Before
Mai nt enance Activities at Nuclear Power Plants" (May 2000)

Part 9900 "Guidance on Resol ution of Degraded or Nonconform ng
Conditions" (G. 91-18, Revision 1) (Qctober 1997)
RIS on Hazards Barriers (to be issued shortly)

Regul atory Guide 1.181 "Quidance on Updating of Final Safety
Anal ysis Reports" (Septenber 1999)
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NRR OFfice Letter 807 "Control of Licensing Bases for Operating
React ors” (Decenber 1999)

I nformation Notice 97-78, "Crediting of Operator Actions in place

of

Automatic Actions and Modifications of Operator Actions,

| ncl udi ng Response Tinmes" COctober 1997

| nspecti on Procedures

71111. 02 "Eval uati on of Changes, Tests or Experinents"”

71111.13 "Maintenance Rule Risk Assessnent and Energent Work
Control "

71111. 17 "Permanent Pl ant ©Modificati ons"”

71111. 23 "Tenporary Plant Modifications"”

C

DI SCUSSI ON

10 CFR 50.59 is conposed of several parts:

1.

Par agraph (a) provides definitions for several of the terns
used in the rule.

Paragraph (b) summarizes applicability of the rule,
specifically production and utilization facilities |icensed
to operate (including power reactors and nonpower reactors),
and power reactors and nonpower reactors whose |icenses no
| onger permt operation.

Paragraph (c)(1) is permssiveinthat it allows a |licensee
to make changes to the facility and its operation as
described in the final safety analysis report (as updated)
wi t hout prior NRC approval, provided a change in technica

specifications (TS) incorporated into the license is not
i nvol ved, and t he change does not satisfy any of the criteria
for prior NRC approval specified in Paragraph (c)(2). If a
change to the TS is required, or if any of the criteria in
Paragraph (c)(2) are net, the licensee nust apply for and
obtain a |icense anendnent in accordance with Section 50.90
prior to inplenenting the change, test or experinment.

Par agraph (c)(2) definesthecriteriafor prior NRCapproval.

Paragraph (c)(3) states that for purposes of inplenenting
Section 50.59, the FSAR (as updated) al so i ncl udes those FSAR
changes resulting from facility or procedure changes nade
pursuant to Sections 50.59 or 50.90 since the l|last FSAR
update was submitted to NRC. Thus, it is not sufficient only
to consider the updated FSAR as | ast submitted to NRC. The
|icensee nust ensure that proposed subsequent changes take
into account all changes nmade since the |ast FSAR update
subm tt al
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6. Paragraph (c)(4) states that a Section 50.59 evaluation is
not required for changes to the facility or the procedures
where other regulations specify requirenments for such
changes. The intent is to renopve any confusion that a
duplicative 10 CFR 50.59 review is required for changes to
the facility or procedure that may be described in the FSAR
(as updated), but which are also subject to other change
control requirenents.

7. Paragraphs (d)(1) and (d)(3) require that the |icensee
mai nt ai n records of changes, tests and experi nents made under
the authority of Paragraph (c). These records nust contain
a witten evaluation that provides the basis for the
determ nation that prior NRC approval was not required.

8. Paragraph (d)(2) requires that areport be submtted at | east
once every 24 nont hs of such changes, tests and experi nents.
The report shall contain a brief description of the change
and a summary of the evaluation. Li censees may submt
reports nore frequently, but cannot exceed 24 nont hs bet ween
submttals. Summary reports may be subnmitted separately, or
along with the FSAR update subm ssion.

It shoul d be noted that the evaluation required by 10 CFR 50.59 i s
only one of the several evaluations and reviews required by the
NRC. Most Technical Specifications require that onsite review
groups revi ew proposed procedures and nodifications or changes to
pl ant equi pnment or conponents affecting safety. These review
requirenments are applicable whether or not the equipnent or
conponent is described in the FSAR (as updated). Also note that
preparati on of an adequate Section 50.59 eval uati on often requires
| ooking at |icensing and design information not included in the
FSAR (as updated). |Inportant sources of such information are NRC
saf ety eval uati ons, docketed correspondence, and records of safety
and transi ent anal yses.

D. DETAI LED GU DANCE

1. Section 50.59 applicability determ nation gqui dance

Al'l CTEs shoul d be revi ewed for Section 50.59 applicability.
In the regul atory guidance and in this inspection gui dance,
this evaluation is referred to as the "Section 50.59
applicability determ nation."” Changes that nay be determ ned
to be not applicable to further evaluation under Section
50. 59 i ncl ude changes to procedures involved wwth the quality
assurance plan that may be described in the FSAR (as
updat ed), but where Paragraph 50.54(a) establishes criteria
and reporting requirements for such changes. O her exanpl es
are energency response facilities covered by Paragraph
50.54(q) and | oss-of-coolant accident evaluation nethods
covered by Section 50.46. These changes are covered by ot her

regul atory processes, and, as stated in Paragraph
50.59(c)(4), an evaluation in accordance w th Paragraph
50.59(c)(2) is not required. In sone instances, depending
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upon the nature of a particul ar change, nore t han one process
may apply to address all aspects of the change.

Anot her category of changes for which a Section 50.59
evaluation is not required are nmai ntenance activities. The
basis is that Paragraph 50.65(a)(4) (as well as the TS)
provides the process for evaluating such "changes."
Rermovi ng equi pnent from service (nmaking it inoperable) for
mai ntenance for the technical specification (TS) allowed
outage tine does not require a Section 50.59 evaluation
Renmovi ng non-TS equi pnment from service is covered by the
requi rements of the maintenance rule, Section 50.65, and a
Section 50.59 evaluation is not required. One way to decide
whet her a particular activity is "maintenance" rather than a
"change" is whether the plant will return to the sane
configuration follow ng the activity.

The reliance upon the Paragraph 50.65(a)(4) assessnent in
lieu of a section 50.59 eval uation al so extends to tenporary
alterations (or test activities) directly related to and
required in support of specific maintenance activities. This
gui dance al so applies to tenporary alterations in support of
i npl ementation of a nodification (the nodificationitself is
subject to the Section 50.59 review process with respect to
operation followinginstallation). However, if the tenporary
alterations (including those affecting operator actions and
procedures as described in the FSAR (as updated)) are not in
support of maintenance, or are expected to remain in place
for nore than 90 days at power, a Section 50.59 reviewis to
be perfornmed in addition to the Paragraph 50.65(a)(4)
assessnent. Refer to the regulatory guidance (for Section
50. 59 and f or Par agraph 50. 65(a)(4)) for further i nformati on.

Anot her exanple of applicability concerns changes to fire
protection plans. As discussed in the guidance, for those
licensees with the standard |icense condition that allows
changes provided that they do not "adversely affect the
ability to achi eve and nmai ntai n safe shutdown i n t he event of
afire," performance of an assessnent denonstrating that this
provision is net my be done in lieu of a Section 50.59
eval uati on.

The Technical Specification Bases are not part of the FSAR
(as updated), and thus as part of the rule, Section 50.59
does not apply to changes to them As part of inproved
Standard Techni cal Specifications, many |icensees have a TS
section that specifies that the requirenents of Section 50.59
be applied to changes affecting the TS bases, and thus, for
those plants, a review under Section 50.59 (screening and if
necessary evaluation) is required. (See also NRR OL 807 for
addi ti onal information).

2. Screening Review

I f a change, test, or experinent is not covered by another
change control process, a reviewin accordance with Section
50.59 is required. The revised rule |anguage allows for a
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licensee to screen changes as to whether a full evaluation
with respect to the criteria in Paragraph 50.59(c)(2) is
required, as discussed in nore detail below. (see also NE
96- 07)

a. Changestothefacility or procedures. The criterion for
requiring a Section 50.59 evaluationisif it is achange
tothe facility as described in the FSAR (as updated) or
a change to the procedures as described in the FSAR (as
updat ed) . The revised rule now defines "change,"
"facility as described in the FSAR (as updated)," and
"procedures as described in the FSAR (as updated)."

The intent of the definition of "change" as being those
that affect design functions, nethod of perform ng or
controlling functions, or nmethod of evaluation, is to
al l ow screeni ng determ nati ons to concl ude that certain
changes are adm nistrative, or descriptive only, or do
not (adversely) affect the functions of the SSC, such
that a Section 50.59 evaluation is not required. The
screening review is intended to cause proposed changes
t hat m ght involve any of the evaluation criteria to be
subjected to the Section 50.59 evaluation process (and
not be "screened out").

The gui dance di scusses | i censee screeni ngs as to whet her
a proposed change has "adverse" effects upon design
functions, net hods of perform ng or controlling functions

or eval uations. If a change has no effect or only
beneficial effects, it would not trigger any of the
evaluation criteria concerning higher 1|ikelihood of

mal f uncti on or hi gher consequences, etc. If it cannot be
concl uded that there is no adverse effect, an eval uation
is required. "Adverse" is to be judged with respect to
acconplishment of design functions. Thus, changes
reduci ng t he SSC capabi lity, performance, qualification,
or reliability are adverse. Being outside the bounds of
exi sting safety anal yses or ranges described in the FSAR
(as updated) is adverse.

The functions being affected by a change m ght be for a
SSC ot her than the one to which the change i s bei ng made
because of indirect effects. (Indirect effects include
such items as environnmental conditions, physica

i nteractions, etc.) Ther ef or e, t he screeni ng
determ nation, if done only through a word search of the
FSAR (as updated), mght mss such effects. Refer to
regul atory guidance for discussion about direct and
i ndirect effects of changes.

The gui dance al so di scusses those situations in whichthe
exi sting safety anal yses are not boundi ng and thus that
t hose changes nust be eval uated, and not screened. In
contrast, if alicensee decides to include anewanal ysis
for future reference that docunents the enhanced
performance of SSC after a change, the creation of such
anal yses does not nean that an eval uati on was needed.
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A change to the facility does not have to be an actual
har dwar e change to require a Section 50.59 eval uation.
Changes to information in the FSAR (as updated) that
provi de performance or qualificationrequirenments, or to
t he anal yses and eval uations i n the FSAR(as updat ed) t hat
denonstrate that the facility meets requirenents may al so
satisfy the screening criteria, as stated in the
definitions.

SSC (or procedures) that are described in the FSAR (as
updated) but are not safety-related should not be
excl uded fromeval uati on i n accordance wi th Section 50. 59
solely on that basis. |If the Section 50.59 screening
criteria are satisfied, then a Section 50.59 eval uati on
IS required.

Equi val ency of conponents - As discussed in the
regul atory gui dance, equi val ency determ nati ons provide
the basis for screening such that a Section 50.59
eval uation is not required.

Additions to the facility or procedures nust also be
reviewed to determ ne whether there is any effect upon
the facility as described in the FSAR (as updated). The
next FSAR update shall reflect the effects of such
additions, in accordance with RG 1.181, including, in
nost i nstances, a description of any added SSCs.

Each facility change is to be revi ewed separately, unless
they are interdependent, that is, linked to each other
and not separable for functional reasons. The intent is
t hat one change (that m ght add conservati sm not be used
to preclude the NRC revi ew of anot her change t hat woul d,
on its own, satisfy the evaluation criteria.

Each criterion nust be satisfied on its own, thus, a
reduction i n consequences cannot "offset" an increase in
i kelihood for a given change as a basis for neeting
Section 50.59. Simlarly, changes to eval uati on net hods
must be considered separately from other facility
changes, using the applicable evaluation criteria for
each.

A tenporary change to a SSC nust be reviewed in
accordance with Section 50.59, even though the change
woul d not be pernmanent, unless the tenporary change is
associated wth mintenance (see discussion above
concerni ng mai ntenance; see also guidance in RG 1.181
Wi th respect to FSAR updating requirenents).

An uni ntended devi ation of the facility/procedures from
that described in the FSAR (as updated), whether in
exi stence sinceinitial licensing, or as the result of an
error in a subsequent facility/procedure change or ot her
activity that is not restored nust be revi ewed pursuant
to Section 50.59 to determ ne whet her the change requires
NRC approval or a change inthe technical specifications.
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For these types of changes, which rise to the |evel of
requiring NRC approval, the NRC approval prior to
i npl erentation refers to the approval of the corrective
action (i.e., of the change to the licensing basis as
described in the FSAR (as wupdated)) before the
nonconform ng condition is resolved. Refer to the Part
9900 Cuidance on Resolution of Degraded and Non-
conform ng Conditions for nore information.

The way in which Section 50.59 is applied to changes in
operator actions depends upon the context in which they
are being nade. Specifically, tenporary alterations
(i ncludi ng operat or acti ons) associ ated wi t h nai nt enance
are to be covered by the risk assessnment required by
Par agraph 50. 65(a) (4). For tenporary conpensatory
nmeasures until degraded or nonconform ng conditions are
corrected, the Section 50.59 reviewis wth respect to
t he conpensatory neasure itsel f, as di scussedinthe Part
9900 Gui dance on Resol uti on of Degraded and Nonconf or m ng
Conditions (GL 91-18). Finally, other operator action
changes are to be reviewed in accordance with the
gui dance on changes to procedures as established in the
regul atory gui dance.

Changes to the FSAR (as updated) itself, not associ ated
wi th a change, test, or experinment, are considered part
of the FSAR update process, in accordance with 10 CFR
50.71(e), and do not require a Section 50.59 eval uati on.
Thus, purely editorial changes to the FSAR do not require
review under Section 50.59. However, care mnust be
exercised in dealing with discrepancies between the
descriptions in the FSAR (as updated) and the facility,
or with conflicting information within the FSAR (as
updated). In sonme instances, the resolution is an FSAR
update per 10 CFR 50.71(e), but in other cases, the
resol ution actually involves a change to the |licensing
basis (by means of revision of the description in the
FSAR (as updated)). Section 50.59 is applicable to such
changes to the |icensing basis.

b. Tests or experinents. The screening criterion for
requiring a Section 50.59 evaluation for the conduct of
a test or experinent (not described in the FSAR (as
updated)) is whether the test or experinment involves an
activity under which any SSCis utilizedinaway that it
may not remain within the design bases and controlling
paraneters or in a way that is inconsistent with the
safety analyses. |If a test described in the FSAR (as
updat ed) woul d be done in a different way, an eval uati on
pursuant to Section 50.59 is required. Consistent with
t he above gui dance on tenporary alterations associ ated
wi th mai ntenance, a Section 50.59 review would not be
required for a test in support of naintenance.

3. Eval uati on Process
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Even when the screening criteria are satisfied, a Section
50. 59 eval uati on would not be required if the change to the
facility (or procedure) would involve a change to the
t echni cal specifications. If a technical specification
change is involved, the |licensee nust apply for and obtain a
i cense anendnent in accordance with Section 50.90 before
i npl ementing the proposed facility or procedure change.
Therefore, it is not necessary for a licensee to provide
answers to the ei ght evaluation criteria noted bel ow, as the
need for NRC approval is already decided by the need for a
change to the TS. Note that the licensee should always
determ ne the effect of afacility or procedure change on the
technical specifications regardless of whether the change
satisfies Section 50.59 screening criteria (e.g., 1is
described in the FSAR (as updated)).

Each Section 50.59 eval uati on shoul d consi der the foll ow ng:

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

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

- potential effects of systemor conponent failure (i.e.,
t he question, "what would happen if..." is explored and
answered in the eval uation).

- how t he evaluation criteria are net;

The actual inplenentation of a design change at the plant is
to be assessed as a nmai ntenance activity, in accordance with
Par agr aph 50.65(a) (4), as di scussed above under
applicability. Qperation of the facility follow ng
i npl ement ati on of a design change i s subject to revi ew under
Section 50.59.

For design changes that are partially conpleted, either by
plan (e.g., hardware installed during one outage, but
el ectrical hookup is not scheduled until the follow ng
out age) or unforeseen circunstances, the |licensee needs to
reviewthe partially conpleted status to determ ne whether a
review in accordance with Section 50.59 is required or a
change in the technical specifications is involved. These
partially conpleted configurations should be treated as
tenporary alterations as di scussed above in section D.1 with
respect to when Section 50.59 applies. The licensee' s control
of the integration of the nodification into interfacing
systens shoul d i ncl ude positive control of systemboundari es;
full consideration of the effects of partial conpletion of
the nodification; and appropriate revisions to procedures.

Eval uation Criteria
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The first criterion is if the CTE would result in nore
than a mnimal increase in the frequency of an acci dent
previously evaluated in the FSAR (as updated). The
intent of the criterion is to allow changes to be made
W thout approval unless there is a discernible,
attributabl e increaseinfrequency of an accident. There
nmust be sone reason to believe that the CTE woul d result
inanorethan m ni mal i npact upon t he acci dent frequency
(as because it affects the integrity of the reactor
cool ant system or the ability of SSC to renobve decay
heat, or nakes aninitiating event nore likely to occur).
Li censees nust still neet applicable regulatory
requirenments. As noted in NEI 96-07, departures fromthe
design, fabrication, testing and performnce standards in
the General Design Criteriaare not conpatible wth a "no
nore than m ninmal increase” standard.

The second criterionis if the CTE would result in nore
than a mnimal increase in the |likelihood of occurrence
of a malfunction of an SSC inportant to safety!'
previously evaluated in the FSAR (as updated). As for
frequency, the intent is that there be sone reason to
conclude that the CTE has resulted in an increase in
i keli hood, rather thanthe |licensee having to prove t hat
it could not happen. In meking these assessnents, the
| i censee’ s eval uati on shoul d consider the effects of the
proposed CTE on performance of all affected SSC and nmake
a determ nation as to whet her there has been an i ncrease,
and provide the basis for the determnation. Specific
gui dance is included in NEI 96-07.

The third criterion is if the CTE would result in nore
than a mninmal increase in consequences of an accident
previously evaluated in the FSAR (as updated). The term
"consequences" refers to radiol ogi cal consequences, and
consequences are with respect to offsite rel ease, and
onsite release, to the extent that onsite rel eases are
evaluated in the FSAR for a particular accident or
| ocation (as for exanple, the control roon). As
di scussed in the i npl ement ati on gui dance, a CTE i nvol ves
no nore than a mnimal increase in consequences if the
resulting dose (with the change) is no greater than the
current |icensee-established value plus ten percent of
t he di fference between the regul atory val ue (specifiedin
the regulations, e.g., GOC 19 or Part 100) and the
current value, and provided that the result does not
exceed the value established in the Standard Review

safety"”,

' The criteria refer to SSC inportant to safety previously
eval uated. There is no established definition of "inportant to
but this should not inpair the ability to inplenment the
criteria because the SSC are already described in the FSAR to the
extent of consideration of their functions and requirenents thereto
with respect to whether they are inportant to safety.
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Pl an( SRP) 2 gui dance for the particul ar desi gn basi s event
if applicable. Applicability is with respect to the
particul ar type of accident, not whether the plant was
specifically licensed using the SRP. Also as noted, the
intent istorequire NRCreviewof changes with nore t han
a mniml increase in consequences. Consistent with a
"mniml" concept, small changes in predicted dose (on
t he order of 0.1 ren) do not require prior approval, even
i f the above guidelines are not net. One special case of
consequences concerns doses to operators outside the
control room as assessed under the Three MIle Island
(TM) action plan, where the applicable standard for
"mnimal" is whether the GDC 19 val ues woul d continue to
be net.

d. The fourth criterionis simlar tothe third, and is if
the CTE would result in nore than a mnimal increase in
(radiol ogical) consequences of a malfunction of an SSC
inportant to safety previously evaluated in the FSAR (as
updated). The above discussion as to understandi ng of
"mnimal" al so applies to consequences of nal functions.

e. The fifth criterion is if the CTE would create the
possibility of an accident of a different type fromany
previously evaluated in the FSAR (as updated). The
intent of this criterionis to require reviewof changes
t hat woul d create conditions that woul d have been vi ewed
as design basis events had the possibility existed
before. Thus, the assunptions typically used for design
basi s events, such as no credit for non-safety-rel ated
systens, postulated loss of offsite power, single
failure, etc. are applicable. On the other hand,
acci dents that may be theoretical |y possi bl e once the CTE
ismade if multipleindependent failures were postul at ed
woul d not be viewed as creation of an accident of a
di fferent type.

f. The sixth criterion is if the CTE would create the
possibility of a malfunction of an SSC inportant to
safety with a different result from any previously
evaluated in the FSAR (as updated). This criterion
focuses upon the "effect” of the CTE, and whether the
result of any mal functions that m ght have been created
by the CTE has al ready been anal yzed or bounded by the
analysis in the FSAR (as updated). Only if the effect is
different from those already considered would this
criterion require prior NRC approval for a CTE i nvol vi ng
a new type of mal function. Note that the |likelihood of
mal function may be increased if new failure nodes are

_ 2 The use of the SRP guidance is for purposes of inplenenting the
Section 50.59 criteria with respect to the need for NRC approval 0f a
Eartlcular change mnth_resPect o "mininmal increases in consequences.”

or sone plants or accidents, the NRC may al ready. have revi ewed and.
accepted consequences that do not fully conformw th the SRP criteria.
These previous reviews are unaffected K thi s gui dance, but the

overal |l inpact would be that a change that results in any increase
(beyond the de minims value) would require prior NRC approval
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introduced (even if the effects have been previously
eval uated in the FSAR (as updated)), and this situation
woul d have to be eval uated under criterion (ii).

g. The seventh criterionis if the CTE would result in a
design basis limt for a fission product barrier as
described in the FSAR (as updated) being exceeded or
altered. As discussed in the inplenentation guidance,
the determnation of the need for NRC review is based
upon whet her the CTEresults in exceeding or altering one
of the design basis |limts, established in the FSAR (as
updated), for maintaining integrity of a fission product
barrier. Effects of changes to SSC, including mtigation
and support systens, need to be assessed with respect to
whet her the changes | ead to exceedi ng or altering one of
these limts. Depending upon the type of facility and
its operational status, the particular fission product
barriers and design basis limts may vary, but shoul d be
evident fromthe safety anal yses presented in the FSAR
(as updated). For operating power reactors, the barriers
are the fuel clad, reactor cool ant system boundary, and
contai nnent, and the design basis limts are the val ues
for such paraneters as DNBrati o, RCS desi gn pressure, or
cont ai nnment design pressure. The paraneters applicable
to a specific facility should be ascertainable from
review of the FSAR (as updated). Facility changes are
judged in terns of whether the analysis results neet the
criteria, such as not exceeding a design basis limt for
any fission product barrier. Thereis not a"mniml" or
amount of remaining margin standard to be applied.
Ef fects under this criterion are to be judged using the
net hods described in the FSAR (as updat ed); nethodol ogy
changes are evaluated using criterion (viii).

h. The final evaluation criterion is if the CTE would
i nvol ve a departure froma nmet hod of eval uati on descri bed
inthe FSAR (as updated) used i n establishing the design
bases or in the safety anal yses. Unlike the other seven
criteria for evaluating CTE, this «criterion 1is
specifically directed at changes to eval uati on net hods.
The inplenentation guidance discusses the neaning of
"evaluation nethod,” and notes that the FSAR (as
updat ed) (or docunents incorporated by reference), nust
describe the nmethod, and the change nust affect this
description, torequire evaluation. Then, in accordance
with criterion (viii), if the nethod is wused in
establ i shing the desi gn bases, or inthe safety anal yses,
prior NRC approval is required if there is a departure
fromthe nmethod as described in the FSAR (as updated).
A departure occurs if sone part of the method i s changed,
such that the result of the anal ysis using that nmethod is
not conservative or essentially the sane. The
"essentially the same" |anguage is intended to allow
licensees to benchmark revisions to nethods for use
W thout prior NRC review even if the results are not
"conservative" when the changes are small, woul d have no
ef fect upon the acceptability of the analysis, and the

| ssue Date: 03/13/01 - 11 - 10 CFR 50. 59



anount of change in the results is not used to justify
that limts and requirenents are net. "Conservative" is
to be judged with respect to the results obtained from
the method. If the result fromthe revised nethod is
further from the established Iimt than under the
previous nethod, the revised nethod is in the
nonconservative direction. Wen judgi ng conservati smof
a change in nethods, a predicted result closer to an
established limt is conservative, inthat thereis |ess
opportunity for ot her changes wi t hout triggeringthe need

for NRC review and approval. (In contrast, a facility
change, whi ch when eval uated (w th no change i n net hods)
results in a value further from the limt, is a

"conservative" facility change. The difference is that
it is the facility change that causes "nobre margin" in
the actual expected result, as contrasted to an
anal ytical result arising froma change to net hodol ogy).

It is also not a departure if the Ilicensee uses a
different nethod that has already been reviewed and
approved by NRC for the intended application, if used in
accordance with the conditions and li mtations specified
inthe approval. A different nethod nust be used inits
entirety to fall under this provision of the rule;
changes to parts of nethods are covered by the
"essentially the same" standard noted above. Additi onal
gui dance for assessi ng whet her a change to an eval uati on
method is a "departure” as defined in the rule is
provided in the NEI 96-07 gui dance.

The el enents of the eval uati on nmethod i ncl ude such itens
as treatnment of uncertainties, correlations, and
representati ons of phenonena. Incontrast, itens such as
fl ows, tenperatures, pressures, equi pnent response ti nes
that are physical characteristics of the facility are
viewed either as facility changes or input paraneters
that are to be evaluated using the other criteria, not as
"met hods of evaluation.” Changes to input paraneters
that are described in the FSAR (as updated), are to be
eval uated as changes to the facility, and coul d be nade
W t hout NRC approval as long as criteria (i) through
(vii) and the TS are net.

Further, any changes to anal yses and nethods are al so
subject to design control process requirenents in
accordance with 10 CFR Part 50, Appendi x B.

In sum criterion (viii) is intended to preserve the
basi ¢ assunptions of the evaluation nethod that provide
the confidence that the analysis results are
appropriately conservative, even if the results of the
analysis are at the applicable limts or requirenents.
Use of different nethods w thout specific NRCreviewis
acceptable only if those methods have been previously
found acceptabl e by NRC for the i ntended application, or
the results are conservative or essentially the same.
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Docunent ati on, Records and Reports

Par agraph 50.59(d) (1) requires |licensees to mai ntain records
of CTEs mmde in accordance with Section 50.59 w thout NRC
approval . It also requires that these records include a
witten evaluation that provides the basis for the
determ nation that the CTE di d not require prior NRC approval
(i.e., the Section 50.59 evaluation). VWile the rule
| anguage was revised, this was for sinplicity, there is no
change in the requirement that eval uati ons be done for those
situations that satisfy the applicability and screening
review criteria.

Section 50.59 eval uations nmust be in witing and i ncl ude the
bases for the determnation that the CTE did not require
prior NRC approval. The NRC does not consi der a checklist to
be sufficient to neet the requirenent for a witten
eval uati on. However, dependi ng upon the significance of the
change, the Section 50.59 evaluation nay be quite brief.

Each eval uati on shoul d be docunented in accordance with the
| icensee’s procedural requirenents. As a mninum the
docunentation should be sufficiently detailed with the
concl usions | ogi cal | y supported so that i ndependent revi ew by
persons designated in the Iicensee’s procedures i s possible
wi t hout consultation with the preparer. The docunentation
shoul d identify the scope of the review (what docunents were
| ooked at), and any assunptions, engineering analyses or
judgnent, etc., that were used.

The docunent ati on of eval uations for tenporary nodifications
(for which Section 50.59 applies) should neet the sane
criteria regarding reviewability as for pernmanent changes.
Sunmari es of evaluations for tenporary nodifications shoul d
be included in the periodic report to the NRC in accordance
wi t h Paragraph 50.59(d)(2).

Section 50.59 does not specifically require that Section
50.59 applicability or screening determ nations for changes
be docunented. However, in accordance with its NRC approved
operational quality assurance program the |icensee should
mai nt ai n records because determ ni ng t he appropriate Section
50.59 review is an activity affecting quality covered by
Criterion V of Appendix Bto 10 CFR Part 50. As part of the
process for design control (Criterionlll, Design Control, of
Appendi x Bto 10 CFR Part 50), the i nplenentation of Section
50.59 requirenents is an activity affecting quality.

Par agr aph 50. 59(d) (3) requires that records of changes to the
facility be maintained until the date of term nation of the
license (either the Part 50 |license, or any license issued
under Part 54), and that records of changes to the procedures
and records of tests and experinents be naintained for a
period of 5 years. The adm ni strative controls section of
the technical specifications for sone plants may contain
addi tional requirenents for record keeping.
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Par agraph 50.59(d)(2) requires that the |icensee submt a
report containing a brief description of each CTE, i ncl udi ng
a summary of its supporting evaluation, inplenmented w thout
prior NRC approval in accordance with Section 50.59. The
reporting frequency has been revised to 24 nonths, but
reports may be filed nore frequently if a licensee so
chooses. Reports are required only for those changes, tests
and experinments for which evaluations against the criteria
were required, not for CTEs screened out.

The Technical Specifications for sone plants may contain
references to termnology such as "unreviewed safety
guestion” that is no longer used in the revised Section
50. 59. These requirements may be for TS Bases Control
Prograns, safety reviewcomrnttee responsibilities, or record
retention requirenments. While the explicit | anguage of the
TS may not conformw th the revised rul e | anguage, this is an
adm ni strative situationonly with no substantive effect. As
noted in the Statenent of Considerations for the rul emaking,
| i censees are requested to i ncl ude changes to these sections
as part of another |icense anendnent they m ght be requesting
at a conveni ent opportunity. There is no obligation on the
i censee to do so.

END
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