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Dear Mr. Matthews:

Enclosed for NRC review and comment is draft NEI 96-07, Revision 1C, Guidelines for
10 CFR 50.59 Evaluations. The revised guidance in Enclosure 1 reflects consideration of
industry and NRC comments received on the September 17 draft of the document.
Enclosure 2 is a table that indicates the disposition of the NRC’s November 3 comments.

In addition to numerous clarifications and refinements to the September 17 draft, the
enclosed Revision 1C includes the following new material:

e Section 4.3.8 has been revised to reflect the discussions during our November 2
public meeting on the meaning of approved by the NRC for the intended
application as that phrase is used in the rule definition of departure from a method
of evaluation described in the FSAR (as updated).

e Sections 3.3 and 4.1.2 have been clarified to reflect that risk impacts of temporary

" changes used to support maintenance activities are assessed and managed under
the Section a(4) of the Maintenance Rule, and as such, 10 CFR 50.59 does not
apply to such changes.

e (onsistent with new 10 CFR 50.59(c)(3) and associated statements of
consideration, Section 1.2.1 has been revised and new Section 4.1.5 has been added
to reflect that fire protection-related changes should be evaluated under the fire
protection license condition established by licensees based on Generic Letter 86-10.
Fire protection changes would not also be subject to 10 CFR 50.59 unless the
changes effect non-fire protection design functions of SSCs.
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10 CFR 50.59(c)(3) and this guidance are expected to clarify longstanding
confusion concerning overlapping change control criteria in the fire protection
area. In public comments on DG-1094, "Fire Protection for Operating Nuclear
Power Plants" (due to NRC by January 7, 2000), NEI intends to propose guidance
for licensee evaluation of fire protection changes that is consistent with GL 86-10
and the clarified scope of 10 CFR 50.59.

We look forward to discussing the revised guidance with you in a public meeting in early
January. Following that interaction, we plan to make final adjustments to the guidance
as necessary and forward the final draft of NEI 96-07, Revision 1, to you for NRC

endorsement.

If you have any questions concerning the enclosed draft guidance, please contact me at
202-739-8081, or Russ Bell at 202-739-8087.

Sincerely .

! A /
(/M’Cu,b\‘ rL - PL& ’\'O(
Anthony R. Pietrangelo
Enclosures

¢: Eileen McKenna



Resolution Status of NRC Nov. 3 Comments on Draft NEI 96-07, Rev. 1

NRC Comment

Resolution

The second bullet in Figure 1 on page 4 should be modified to read, “Is the
Activity Controlled by Another Regulation or that contains a Change Process?”
The rule only allows exclusion when another regulation contains a change
process. The ensuing reference to 10 CFR 50.65 also needs to be removed
because it does not contain a change process. Conforming changes need to be
made in section 4.1.2. Contemplating adding new loads on a safety bus without
performing a 50.59 evaluation by considering it maintenance on a bus is not
acceptable. Similarly, contemplating new reactor fuel without performing a 50.59
evaluation by considering it maintenance on the core is also not acceptable.

Changed top box of Fig. 1 to say “Proposed Activity”
to encompass changes, tests, experiments and
"‘maintenance activities. No changes to 2" decision
block or reference to 10 CFR 50.65.

Section 4.1.2 modified to clarify the limitations on
what can be considered maintenance. Adding new
loads on a safety bus or adopting a new fuel design
would not be considered maintenance.

it would be helpful to clarify the definition of “design function” to explain how
redundancy, diversity and defense-in-depth are captured (pg 11).

In Section 3.3, added “single failure” to the
conditions under which design functions may be
required to be performed. :
Added screening consideration to Section 4.2:1:

e Does the activity reduce the existing SSC
redundancy, diversity or defense-in-depth?

3. Item (c)(2) in section 4.3.2 is not clear. What is meant by increasing challenges
such that performance is degraded below some point? It would be helpful for this
to be clarified.

Section 4.3:2 (c)(2) truncated to read, “Increasi_ng '
challenges to safety systems assumed to function in
the safety analyses.”

It would be helpful to clarify the definition of “essentially the same.” The last
sentence provides examples that may confuse users because it states “examples
of departures that would be considered ‘essentially the same.” It is important to
stress the essentially the same standard is applied to the resuits of a method not to
the departure from a method itself. Aithough we would expect the results of these
examples to be essentially the same the guidance may be interpreted to imply that
for these types of changes the "essentially the same” standard does not need to be
demonstrated on the results. It may be helpful to provide examples that apply the
definition “within the margin of error for the type of analysis being performed....."
For example a method is applied using a different computational platform
(mainframe vs workstation) however when cases were run on the two systems the
difference in the results was always less than 1%. This is less than the margin of
error for this type of calculation and the results are essentially the same (pg. 13).
Conforming changes also need to be made in section 4.3.8.2.

Last sentence of the Section 3.4 discussion of
“essentially the same” modified to read, “Variation in
results due to routine analysis sensitivities or
calculational differences (e.g., rounding errors and
use of different computational platforms) would
typically be within the analysis margin of error and
thus considered “essentially the same.” The
suggested example will be added to Section 4.3.8.2
as follows: For example, when a method is applied
using a different computational platform (mainframe
vs workstation), results of cases run on the two
platforms differed by less than 1%, which is the
margin of error for this type of calculation. Thus the
results are essentially the same, and do not
constitute a departure from a method that requires
prior NRC approval.




The definition for “approved by NRC for the intended application” and the related
guidance in section 4.3.8 need to be supported by additional guidance that
indicates that a licensee should have established a program that conforms with
the guidelines in GL 83-11, as well as further information to assist licensees with
how they would determine that a particular application of a different method is
technically appropriate for the intended application, and within the bounds of what
has been found acceptable by NRC.

Section 4.3.8 modified to address the NRC
comment. See in particular 4.3.8.2.

On the bottom of page 32 of the guidance, the sentence “This is not to say that if
plant-specific accident frequency calculation or PRA can be used to evaluate a
proposed activity in a quantitative sense, it should not be used.” is unclear and is
unnecessarily negative. Suggest deletion in favor of the clearer statement in the
first complete paragraph on page 33.

Sentence modified to read, “However, a plant-
specific accident frequency calculation or PRA may
be used to evaluate a proposed activity in a
quantitative sense. It should be emphasized....”

With regard to the increases in the likelihood of SSC malfunctions, a factor of 2
was proposed as the criterion. Although this criterion is reasonable (on a
component level), the guidance needs to be clear at what level this criterion
should be applied. For example, a change is being contemplated to a breaker
associated with a diesel, should the factor of 2 increase be applied to the breaker,
the diesel, the safety train, the onsite electrical power system, or the electrical
power system? The guidance states that the evaluation be performed at the
same level as the failure modes and effects analysis, however, this is not always
clear. Please provide a clear discussion of the level at which the factor of 2
should be applied and provide a rationale for its use.

The following guidance was added to Section
4.3.2b: -

The factor of two guideline should be applied
based on the nature of the change, e.g., at the
component level if the change affects a
component or at the system train level if the
change affects redundant trains of a system.

In the discussion of direct vs. indirect effects, it would be NEI 96-07, R1, Section 4.2.1.1 says, “Another important_coneideration is
helpfut to describe the extent to which indirect effects need | that a change to non safety-related equipment not described in the UFSAR

to be considered. For example, a change being can indirectly affect the capability of SSCs described in the UFSAR to
contemplated to a cooling water system. Should the effect | perform their intended design function(s). For example, increasing the heat
of the change be evaluated on the cooling water system load on a non safety-related heat exchanger such that the cooling system’s

alone or should it extend to the systems the cooling water | ability to coo! safety-related equipment is compromised.

systems support? Please clarify the extent to which

indirect effects need to considered and provide the Section 4.3.2 says, “Indirect effects also include the effects of proposed
rationale. activities on the design functions of SSCs credited in the safety analyses.

indirect sense.”

The safety analysis assumes certain design functions of SSCs in .
demonstrating the adequacy of design. Thus, certain design funcglons,
while not specifically identified in the safety analysis, are credited in an

The guidance is considered adequate.
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The discussion on screening changes to methods of
evaluation in section 4.2.1.3 needs to be modified. The
position that a method referenced, but not described, in the
FSAR does not require a 50.59 evaluation is not
acceptable. Similarly, if a change to an element of a
method is being considered, and the method is described
in the FSAR, a 50.59 evaluation needs to be performed,
regardless of whether the element (of the method) is
described in the FSAR. The position that a departure can
be screened out without a 50.59 “provided the changes do
not affect the UFSAR description” of the method is not
acceptable, because the FSAR descriptions of the
methods are generally not comprehensive descriptions of

* the methods. Additionally, the guidance should be clear

that any changes to methods that are referenced by
another method subject to 50.59 need to be changed in
accordance with 50.59. For example, a topical for a non-
LOCA transient analysis is referenced in the FSAR. The
topical describes the use of a system transient code as the
basis for the topical. Changes to the system code that
affect the non-LOCA transient analysis need to be
evaluated under 50.59. Conforming changes also need to
be made in section 4.3.8.1.

2" paragraph and 2" bullet of Section 4.2.1.3 modified to read as follows:

If the method used for performing specific analyses is identified or
described in the UFSAR, that method is considered to be described in the
UFSAR for purposes of 10 CFR 50.59. Methods of evaluation that may be
discussed in references listed at the end of UFSAR sections or chapters are
not considered to be described in the UFSAR unless the UFSAR states
they were used for specific analyses within the scope of 10 CFR
50.59(c)(2)(viii). Changes to methods of evaluation described in the
UFSAR do not require evaluation under 10 CFR 50.59 if the changes are
within the constraints and limitations associated with use of the method,
e.g., identified in a topical report and/or SER. The following examples
illustrate the screening of changes to methods of evaluation:

« The UFSAR references the name of the computer code used _for ‘
performing some particular type of analyses, with no further discussion
of the methods employed within the code for performing those analyses.
Changes to the computer code may be screened out provided that the
changes are within the constraints and limitations identified in the
associated topical report and SER. A change that goes beyond
restrictions on the use of the method should be evaluated under 10 CFR
50.59(c)(2)(viii) to determine if prior NRC approval is required.

10.

The manner that redundancy, diversity, and separation are discussed in sections
4.3.2 and 4.3.6 for the different criteria in the rule should be clarified. It appears,
through the examples that a reduction in the level of independence would not be
permitted by one criterion but may be permitted by another. it may be helpful to

provide an example how a reduction in the level of redundancy, diversity or

independence would be treated by the guidance as a whole.

Section 4.3.2 has been modified to conform to
Section 4.3.6.

1.

The guidance on identifying the design basis limits in
section 4.3.7 is not consistent with the rule SOC in SECY-
99-130. The test of whether the “parameter is crucial to the
barrier integrity,” or if exceeding the limit “alone would be
sufficient for the barriers integrity to be questioned” is too
narrow and somewhat subjective. The SOC for the rule
defines “design basis limit for a fission product barrier” as

- “any parameter used to measure the integrity of a barrier.”

This is a simpler definition that is much less subjective and
should be used in the guidance. Additionally, the list of

The SOC for the rule defines “design basis limit for a fission product .
barrier” as “any parameter used to determine (not measure) the integrity of
a barrier.” Not all parameters associated with fission product barriers are
design bases parameters for purposes of Section 4.3.7. For clarity the
sentence containing “alone would be sufficient for the barriers integrity to
be questioned,” has been deleted. The guidance is consistent with the
SOC.

For example, exceeding limits for fuel bum-up (not a design base§
parameter) would affect fuel intemal gas pressure, which is a design bases
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example parameters should be expanded to include fuel rod
linear heat rate, fuel burn-up limits, RCSection heat-up and
cool-down limits, RCSection usage factors, and
containment temperature to have a more complete set of
parameters. '

fimit for the integrity of the fuel cladding. For similar reasoning, linear heat

rate and RCS usage factor are likewise not design bases parameters.

Because some licensees may consider limits on RCS heat-up and cool-

down as design bases limits, these will be added to the table in Section

4.3.7 (with an asterisk indicating that these parameters are typically

controlled by technical specifications limits). For clarification, the first bullet

under “Identification of affected design basis limits for fission product
barriers” has been revised as follows:

e The parameter is fundamental to the barrier’s integrity. Design
basis limits for fission product barriers establish the boundaries, or
limits of the design bases as defined in 10 CFR 50.2. They are the
limiting values for parameters that directly determine the performance
of a fission product barrier. That is, design bases limits are
fundamental to barrier integrity and may be thought of as the point at
which confidence in the barrier begins to decrease.

For purposes of this evaluation, design bases parameters should be
distinguished from other parameters that—while they may affect fission
product barrier perfformance—are of secondary importance. For
example, a change to fuel bum-up limits would be evaluated for its
effect on clad strain to determine if it caused the limiting value for fuel
internal gas pressure to be exceeded. Thus fuel internal gas pressure
is a fundamental design bases limit for fuel cladding integrity, and fuel

- burn-up is a secondary/subordinate parameter/limit. Similarly, linear
heat rate and RCS usage factor limits affect the fuel cladding and RCS
boundary but are subordinate, respectively, to the design bases limits
for fuel temperature and RCS stresses.

In the context of containment barrier integrity, containment temperature is
not a design bases parameter. Itis a function of containment pressure
which is the parameter of principal interest with respect to retaining fission
product materials. Containment temperature is significant to
environmental qualification, which is considered elsewhere in the 10 CFR
50.59 evaluation.

12. The second bullet describing conditions not considered departures is not clear (pg 53)

because terms like “fundamental assumptions” are not well understood, in all cases. The bullet in question has been deleted.

" Additionally, the description does not appear to be consistent with the rule definition of
depar}ure, because it implies that certain changes can be considered not departures,
even if they are not NRC approved and not essentially the same (or conservative).




13.

Section 4.3.3 on p. 38 describes in detail current dose guidance in Parts 50 and
100 and SRPs in terms of whole body and thyroid doses. A new final rule
amending Part 50 for the voluntary use of alternative source terms (in terms of
TEDE dose) is expected to be approved soon. It may be helpful to reference this
rule and its provisions once it is issued.

Appropriate changes to the guidance will be
considered based on the forthcoming changes to
Part 50 concerning alternative source terms.

14.

NEI 96-07 does not provide any specific guidance regarding | The following changes have been made to Section 4.3.6:

application of 10 CFR 50.59 for the review of digital retrofits.

A large effort was undertaken by the staff, EPRI, NEI, and Thus, for instance, if failures were previously postulated on a t(ain level
the utilities to establish guidance (Generic Letter 95-02) for | because the trains were independent, a proposed activity that introduces a
determining which digital retrofits could or could not be cross-tie or credible common mode failure (eg, as a result of an analog-to-
implemented without NRC review under the existing rule digital upgrade) should be evaluated further to see whether new outcomes
requirements. NE! 96-07 should provide detailed guidance | have been introduced. .

that is both clear and unambiguous regarding digital retrofits

(which ones can and cannot be retrofitted without NRC The following example was also added:

review). Examples would be helpful in this regard.

For example, if a feedwater control system is being upgraded f!'om an
analog to a digital system, new components may be added which 00qu
obviously fail for reasons other than the components in the original design.
If, however, the end result of the component or subsystem failure is th‘e
same as, or is bounded by, the results of malfunctions currently described
in the UFSAR (i.e. failure to maximum demand, failure to minimum
demand, failure as-is, etc.) then this activity or change would not be
creating a “malfunction with a different result’,

16.

The discussion provided in Section 4.2,"SCREENING”, seems to indicate that all
safety related digital retrofits and non-safety related digital retrofits that impact
SSC'’s are controlled by the 10 CFR 50.59 process. This would inciude new
technology such as digital/software that is not an existing part of a plant's design
basis. This would mean that an analysis per 10 CFR 50.59 process is required:
Is this the intent of the NEI guidance? If not, there should be more detailed
guidance regarding the systems and their subsequent inclusion into the 50.59
screening process. Factors that would lead to this somewhat all-inclusive
screening process would be the introduction of a need for the determination of
software quality, the increased susceptibility to EMI/RFI, the change in systems
response times and the change in system calibration procedures including
possible set point and allowable value changes due to increased accuracies.
Examples in this area would be helpful for the licensee to aid in its decision
making process.

The intent of the guidance is that all safety related
and non-safety related tests, experiments or
changes (including digital retrofits) that affect SSC's
are subject to 10 CFR 50.59 screening and, if
necessary, evaluation.
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16.

10 CFR 50.59 Criterion 2 addresses a minimal increase in the likelihood of
occurrence of a maifunction. The NEI guidance document indicates that changes
in design requirements affect the likelihood of a maifunction (design requirements
could include software quality, EMI/RF|, and operability characteristics). Since a
digital retrofit invalidates some of the analog design requirements/characteristics,
this would appear to result (according to Section 4.3.2) in more than a minimal .
increase in the likelihood of malfunction. System reliability when reviewed along
with the UFSAR FMEA for digital retrofits leads to questions as to what the
quantifiable change in reliability would be since digital system reliability is
extremely difficult to quantify or even estimate. A detailed writeup using several
digital retrofit examples would be beneficial.

Design requirements for digital retrofits woulq be
consistent with and would replace — not invalidate —
those of the old analog I&C. We do not agree that
such a change would automatically result in more
than a minimal increase in the likelihood of '
malfunction. This would need to be evaluated. Like
other types of changes, this evaluation may be '
largely qualitative in nature such that the difﬁcqlty in
quantifying any change in reliability is not considered
an obstacle to completing the 10 CFR 50.59
evaluation. No change in the guidance is
considered necessary.

17.

In sections 3.11 and 4.1.4 on procedures, it may be helpful to add a short

- discussion that explains why procedures for work control or for conduct of

operations are not included (in contrast to procedures that concern individual
system operation) to assist in the screening process.

Clarifications were made to Sections 3.11_ and 4.1.4
to address the NRC comment as well as industry
comments

18.

Page 37: In this section, the guidance gives examples of when there is less than
a minimal increase in the likelihood of occurrence of a malfunction of a SSC
important to safety (i.e., when NRC review is not required). The guidance states,
"(when) the change would not cause applicable design stresses to exceed their
code allowables." This example could be misleading to the reader. In many
cases, a component's functionality is established by vendors at a lower stress or
deformation limit than those required by a code. For example, the ASME Boiler

“and Pressure Vessel Code establishes stress limits for piping, pumps, valves, etc.

to ensure the pressure integrity of the component - not necessarily the
functionality of the component. It is not unusual for a pump vendor to specify
stress limits for its casing (that are much lower than ASME Code allowable stress
limits) to ensure that the pump will not bind. Similarly, NSSSection vendors often
specify lower stress limits or deformation limits for certain reactor intemals that are
below the Code allowables to ensure the functionality of the reactor internals (e.g.,
rod insertion) under design basis loading conditions.

As stated, the document gives the impression that there is less than a minimal
increase in the likelihood of occurrence of a malfunction of a. SSC as long as
design stresses remain within code allowables. The NEI document should
acknowledge that requirements to ensure the functional capability of SSCs might
be more restrictive than code allowables.

Ex. 2 in this section modified as follows:

The change would not cause applicable design

stresses to exceed their ASME Code allowables or

other applicable design limit (if any) for stress,
deformation, etc. For example, to ensure pump
functionality, vendor-specified stress limits fora
pump casing may be well below the ASME Code
allowable.
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19.

Page 46: In NEI's table, NEI provides typical design basis limits. For the RCS
boundary, NEI notes that "Stresses" (as well as clad temperature and clad
oxidation) are “"commonly controlled by 10 CFR 50.46 and/or a specific Technical
Specification and therefore would not be subject to evaluation under this criterion.”
RCS boundary stresses are controlled under 10 CFR 50.55a, not 50.46 or Tech
Specs.

The table note will be modified to say, “These
parameters are commonly controlied by 10 CFR
50.55a, 10 CFR 50.46 and/or ...

20.

As discussed in Section B.2 of the SOC for 10 CFR 50.59 (64 FR 53587),
supplemental guidance or examples are needed for implementation specific to 10
CFR Part 54, the license renewal rule. As required by 10 CFR 54.21(d), summary
descriptions of programs for managing the effects of aging and the evaluation of
time-limited aging analyses (TLAAs) must be incorporated into the FSAR. As
discussed in the SOC for license renewal, [60 FR 22482], by incorporating the
descriptions into the FSAR, subsequent changes are controlled by §50.59.
Guidance and examples should be added (either to 1.2, 3.6, 3.11, or 42.1), to
discuss applicability of the 50.59 process to the summary descriptions of license
renewal programs and TLAAs contained in the FSAR (as updated).

We have modified Sections 3.6 and 3.11 so that the
first sentence under “Discussion” of the definitions of
“facility/procedures as described in the UFSAR”
reads as follows:

The scope of information that is the focus of 10
CFR 50.59 is the information presented in the
original FSAR to satisfy the requirements of 10
CFR 50.34(b), as updated per the requirements

of 10 CFR 50.71(e), and as supplemented
pursuant to 10 CFR 54.21(d).

This change underscores that changes affecting
information contained in supplements to the UFSAR
to support license renewal—like all other UFSAR
information—is subject to 10 CFR 50.59, including
screening and, if necessary, evaluation, to determine
in prior NRC approval of the change is required.
Additional guidance and exampies on screening and
evaluation of activities subject to 10 CFR 50.59
beyond that already presented in draft NEI 96-07,
R1, is not considered necessary.

21.

In section 4.1.3, the applicability guidance provides an example of FSAR changes
that would not be subject to the 50.59 process, i.e., minor changes to drawings
such as correcting mislabeled valves. It may be helpful to provide an example of
what might be viewed as “a minor change to a drawing”, but which would require
further evaluation (either screening or 50.59 evaluation). For instance, consider a
change to a standby lineup to reposition a valve in a safety system from the

_ position noted on an FSAR drawing.

The draft guidance allows minor corrections to
drawings. Changes would need to be screened and,
if necessary, evaluated under 10 CFR 50.59.
Corrections include resolution of inconsistencies
within the UFSAR and correction of drawing
information that is incidental—not material—to the
UFSAR description related to the drawing.

Example 5 in Section 4.2.1.2 addresses the change
of a valve position indicated in the UFSAR.
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22.

In section 3.3, p.11, The definition of temporary change should be revised to
include bypasses installed to support maintenance activities that are no longer “in
progress”. (This comment relates to the broader issue of when “indefinite out-for-
maintenance” becomes a change).

Sections 3.3 and 4.1.2 have been revised. The
revisions make clear that temporary changes are
considered to be part of a maintenance agtmty
provided they are removed at the conclusion of the
activity ‘

23.

In section 3.7, p. 15, second paragraph, fourth sentence, revise to read “Therefore
pending UFSAR revisions that have received final approval for incorporation...”

‘Sentence revised as suggested

24

It may be helpful to include a cross-reference in section 4.2.1 to the guidance on
compensatory actions in section 4.4 (one can get there through the definition of
change, in section 3.3, but a simpler reference is suggested).

The following will be added to Sections 4.2 and 4.3:
Specific guidance for applying 10 CFR 50.59
screening (evaluation) to temporary changes
proposed as compensatory measures for deg(aded
non-conforming conditions is provided in Section
4.4. ‘
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FOREWORD

In 1999, the NRC revised its regulation controlling changes, tests and experiments
performed by nuclear plant licensees—the first changes to 10 CFR 50.59 in over 30
years. The changes were prompted by the need to resolve differences in
interpretation of the rule’s requirements by the industry and the NRC that came in
clear focus in 1996. These differences existed despite general recognition that
licensee implementation of 10 CFR 50.59 has been effective in controlling activities
affecting plant design and operation. The rule changes had two principal objectives,
both aimed at restoring much-needed regulatory stability to this extensively used
regulation:

a Establish clear definitions to promote common understandmg of the rule s
requirements

a Clarify the criteria for determining when changes, tests and experiments
require prior NRC approval

While effective at controlling changes, 10 CFR 50.59 was, at the same time, viewed
‘as overly restrictive of licensee changes and unduly burdensome. License
amendment requests were prepared, submitted and reviewed by the NRC for many
changes having little or no impact on the plant design or operation. Indeed, some
beneficial changes were withdrawn by licensees upon determination that the
change would have to go through the burdensome license amendment process.
Moreover, substantial resources were expended each year by licensees to process
and submit to NRC lengthy evaluations for numerous insignificant changes. The
changes approved by the Commission in 1999 made 10 CFR 50.59 more focused and
efficient by:

= Providing greater flexibility to licensees, primarily by allowing changes
that have minimal safety impact to be made without prior NRC approval

a Clarifying the threshold for “screening out” changes that do not require
full evaluation under 10 CFR 50.59, primarily by adoption of key
definitions

These changes will conserve both licensee and NRC resources while continuing to
ensure that significant changes are thoroughly evaluated and approved by the NRC
as appropriate.

This document provides guidance for implementing the revised rule. While it
contains new guidance corresponding to new and revised rule criteria, overall, the
document reflects a refinement of longstanding industry practice, not a radical new
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approach. The basic philosophy behind 10 CFR 50.59 implementation and a
substantial amount of guidance reflected in this document can be traced to
EPRI/NSAC-125—the original industry guidance document in this area—issued in
1989. '

Other past guidance related to 10 CFR 50.59, including NRC generic
communications, was also reviewed and reflected in this document as appropriate.
The intent is to provide comprehensive guidance that is consistent with the 1999
changes to 10 CFR 50.59.

In parallel with the rulemaking to amend 10 CFR 50.59, the NRC made conforming
changes to the analogous provision in 10 CFR Part 72 for control of changes, tests
and experiments involving independent fuel storage facilities. The intent of
conforming 10 CFR 72.48 to the terms of 10 CFR 50.59 was to provide for consistent
implementation of these two analogous regulations. Accordingly, the guidance
herein on implementing 10 CFR 50.59 may be applied to support implementation of
10 CFR 72.48. '

il
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1 INTRODUCTION

L1

PURPOSE

10 CFR 50.59 establishes the conditions under which licensees may make
changes to the facility or procedures and conduct tests or experiments
without prior NRC approval. Proposed changes, tests and experiments
(hereafter referred to collectively as activities) that satisfy the definitions and
one or more of the criteria in the rule must be reviewed and approved by the
NRC before implementation. Thus 10 CFR 50.59 provides a threshold for
regulatory review—not the final determination of safety—for proposed
activities.

" The purpose of this document is to provide guidance for developing effective

1.2

and consistent 10 CFR 50.59 implementation processes.

RELATIONSHIP OF 10 CFR 50.59 TO OTHER REGULATORY REQUIREMENTS
AND CONTROLS '

. As the process for controlling most activities affecting equipment and

1.2.1

procedures at a nuclear power plant, implementation of 10 CFR 50.59
interfaces with many other regulatory requirements and controls. To
optimize the use of 10 CFR 50.59, the rule and this guidance should be
understood in the context of the proper relationship with these other
regulatory processes. These relationships are described below:

Relationship of 10 CFR 50.59 to Other Processes that Control
Licensing Basis Activities

10 CFR 50.59 focuses on the effects of proposed activities on the safety
analyses that are contained in the updated FSAR (UFSAR) and are a
cornerstone of each plant’s licensing basis. In addition to 10 CFR 50.59
control of changes affecting the safety analyses, there are several other
complementary processes for controlling activities that affect other aspects of
the licensing basis:

m Amendments to the Operating License (including the technical
specifications) are sought and obtained under 10 CFR 50.90.

m Where changes to the facility or procedures are controlled by more
specific regulations (e.g., quality assurance, security and emergency
preparedness program changes controlled under 10 CFR 50.54(a),
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(p) and (q), réspectively; Off-site Dose Calculation Manual changes
controlled by technical specifications), 10 CFR 50.59 states that the
more specific regulation applies.

m Changes that require an exemption from a regulation are processed
in accordance with 10 CFR 50.12.

m Guidance for controlling changes to licensee commitments is provided
by NEI 99-04, Guideline for Managing NRC Commitment Changes.

" m Where a licensee possesses a license condition which specifically
permits changes to the NRC-approved fire protection program (i.e.,
has received the standard fire protection license condition contained
in Generic Letter 86-10), subsequent changes to the fire protection
program would be controlled under the license condition and not 10
CFR 50.59.

m Maintenance activities, including associated temporary changes, are
subject to the technical specifications and are assessed and managed
in accordance with the Maintenance Rule, 10 CFR 50.65; screening
and evaluation under 10 CFR 50.59 is not required.

- Together with 10 CFR 50.59, these processes form a framework of
complementary regulatory controls over the licensing basis. To optimize the
effectiveness of these controls and minimize duplication and undue burden, it
is important to understand the scope of each process within the regulatory
framework. This guideline discusses the scope of 10 CFR 50.59 in relation to
other processes, including circumstances under which different processes,

e.g., 10 CFR 50.59 and 10 CFR 50.90, should be applied to different aspects of
an activity.

In addition to controlling changes to the facility and procedures described in
the UFSAR under 10 CFR 50.59 as required by the rule, some licensees also
control changes to other licensing basis information using the 10 CFR 50.59
process. This may be in accordance with a requirement of the license or
commitment to the NRC. An example of documentation that may be-outside
the UFSAR but that is controlled via 10 CFR 50.59 by many licensees are the
Technical Specifications Bases.
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Relationship of 10 CFR 50.59 to 10 CFR Part 50, Appendix B

Prior to the operating license, 10 CFR Part 50, Appendix B, assures that the
facility design and construction meet applicable requirements, codes and
standards in accordance with the safety classification of systems, structures
and components (SSCs). Appendix B design control provisions ensure that all
changes continue to meet applicable design and quality requirements. The
design and licensing bases evolve in accordance with Appendix B
requirements up to the time that an operating license is received, and 10
CFR 50.59 is not applicable until after that time, Both Appendix B and 10
CFR 50.59 apply following receipt of an operating license.

Appendix B also addresses corrective action. The application of 10 CFR 50.59
to corrective actions that address degraded and non-conforming conditions is
described in Section 4.4.

Relationship of 10 CFR 50.59 to the UFSAR
The 10 CFR 50.59 is thé process that identifies when a license amendment is

required prior to implementing changes to the facility or procedures
described in the UFSAR or tests and experiments not described in the

. UFSAR. As such, it is important that the FSAR be properly maintained and

1.2.4

updated in accordance with 10 CFR 50.71(e). Guidance for updating UFSARs
to reflect activities implemented under 10 CFR 50.59 is provided by
Regulatory Guide 1.181, which endorses NEI 98-03, Revision 1.

Relationship of 10 CFR 50.59 to 10 CFR 50.2 Design Bases

10 CFR 50.59 controls changes to both 10 CFR 50.2 design bases and
supporting design information contained in the UFSAR. In support of 10
CFR 50.59 implementation, Section 4.3.7 of this guideline defines the design
basis limits for fission product barriers that are subject to control under 10
CFR 50.59(c)(2)(vii), and Section 4.3.8 provides guidance on the scope of
methods of evaluation used in establishing design bases or in the safety
analyses that are subject to control under 10 CFR 50.53(c)(2)(viii).
Additional guidance for identifying 10 CFR 50.2 design bases is provided in
NEI 97-04, Appendix B.
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10 CFR 50.59 PROCESS SUMMARY:

After determining that a proposed activity is safe and effective through
appropriate engineering and technical evaluations, the 10 CFR 50.59 process
is applied to determine if a license amendment is required prior to
implementation. This process involves the following basic steps as depicted
in Figure 1: :

s Applicability and Screening: Determine if a 10 CFR 50.59 evaluation
1s required.

m Evaluation: Apply the eight evaluation criteria of 10 CFR 50.59(c)(2) to
determine if a license amendment must be obtained from the NRC.

m Documentation & reporting: Document and report to the NRC
activities implemented under 10 CFR 50.59.

Later sections of this document discuss key definitions, provide guidance for
determining applicability, screening, and performing 10 CFR 50.59
evaluations, and present examples to illustrate the application of the process.
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APPLICABILITY TO 10 CFR 72.48

Concurrent with the rulemaking to amend 10 CFR 50.59, the NRC made
conforming changes to the analogous provisions in 10 CFR 72.48 controlling
licensee changes, tests and experiments to independent spent fuel storage
installations (ISFSIs). The provisions of 10 CFR 72.48 were also extended to
holders of Part 72 Certificates of Compliance. As a result, 10 CFR 72.48
establishes criteria identical to those in 10 CFR 50.59 under which both an
ISFSI license holder and a certificate holder may make changes to the facility
or cask design, changes to procedures and conduct tests or experiments
without prior NRC approval.

The intent of conforming 10 CFR 72.48 to the terms of 10 CFR 50.59 was to
provide for consistent implementation of these two analogous regulations.
Consistent with this intent, the guidance herein on implementing 10 CFR
50.59 may be applied to support implementation of 10 CFR 72.48.

CONTENT OF THIS GUIDANCE DOCUMENT

- The NRC has established requirements for nuclear plant systems, structures

and components to provide reasonable assurance of adequate protection of
the public health and safety. Many of these requirements, and descriptions
of how they are met, are documented in the updated FSAR (UFSAR). 10 CFR
50.59 allows a licensee to make changes in the facility or procedures as
described in the UFSAR, and to conduct tests or experiments not described in
the UFSAR, unless the changes require a change in the technical
specifications or otherwise require prior NRC approval. In order to perform
10 CFR 50.59 screenings and evaluations, an understanding of the design
and licensing basis of the plant and of the specific requirements of the
regulations is necessary. Individuals performing 10 CFR 50.59 screenings
and evaluations should also understand the rule and concepts discussed in
this guidance document.

In Section 2, the relationship between the design criteria established in
10 CFR 50, Appendix A, and 10 CFR 50.59 is discussed as background for
applying the rule.

Section 3 presents definitions and discussion of key terms used in 10 CFR
50.59 and this guideline.

Section 4 discusses the application of the definitions and criteria presented in
10 CFR 50.59 to the process of changing the plant or procedures and the
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conduct of tests or experiments. This section includes guidance on the
applicability requirements for the rule, the screening process for determining
when a 10 CFR 50.59 evaluation must be performed, and the eight
evaluation criteria for determining if prior NRC approval is required.
Examples are provided to reinforce the guidance. Guidance is also provided
on dispositioning and documenting 10 CFR 50.59 evaluations and reporting
to NRC.

Section 5 provides guidance on documenting 10 CFR 50.59 evaluations and
reporting to NRC.

Appendix A provides the text of 10 CFR 50.59 as published in the Federal
Register on October 4, 1999. Appendix B provides the text of revised 10 CFR
72.48 as well as examples [FUTURE] illustrating the application of this
guidance to changes involving independent spent fuel storage installations
and spent fuel storage cask designs.

2.0 DEFENSE IN DEPTH DESIGN PHILOSOPHY AND 10 CFR 50.59

One objective of Title 10 of the Code of Federal Regulations is to establish
requirements directed toward protecting the health and safety of the public
from the uncontrolled release of radioactivity. At the design stage, protection
of public health and safety is ensured through the design of the engineered
protection of physical barriers to guard against the uncontrolled release of
radioactivity. Other sources of radioactivity including radwaste systems are
included. The defense-in-depth philosophy includes reliable design
provisions to safely terminate accidents and provisions to mitigate the
consequences of accidents. The three physical barriers that provide defense-
in-depth are:

m Fuel Clad
m Reactor Coolant System Boundary
m Containment Boundary

These barriers perform a health and safety protection function. They are
designed to reliably fulfill their operational function by meeting all criteria
and standards applicable to mechanical components, pressure components,
and civil structures. These barriers are protected extensively by inherent
safety features and through the implementation of engineered safety
features. The public health and safety protection functions are analytically
demonstrated and documented in the UFSAR. Analyses summarized in the
UFSAR demonstrate that under the assumed accident conditions, the
consequences of accidents challenging the integrity of the barriers will not
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exceed limits based on the criteria established in GDC 19 or the guidelines
established in 10 CFR 100. Thus, the UFSAR analyses provide the final
verification of the nuclear safety design phase by documenting plant
performance in terms of public protection from uncontrolled releases of
radiation. 10 CFR 50.59 addresses this aspect of design by requiring prior
NRC approval of proposed activities which, although safe, require a technical
specification change or meet specific threshold criteria for NRC review.

This protection philosophy pervades the UFSAR accident analyses and Title
10 of the CFR. To understand and apply 10 CFR 50.59, it is necessary to
understand this perspective of maintaining the integrity of the physical
barriers designed to contain radioactivity. This is because:

m UFSAR accidents and malfunctions are analyzed in terms of their
effect on the physical barriers. There is a relationship between barrier
integrity and dose.

m The principal "consequences” that the physical barriers are designed to
preclude is the uncontrolled release of radioactivity. Thus for purposes
of 10 CFR 50.59, the term "consequences"” means dose.

For many licensees, ANSI standards define categories of accidents or
malfunctions. For each category a probability (frequency) and a
corresponding acceptable consequence is given in terms of barrier loss and
radioactivity release. Consequences resulting from accidents and
malfunctions are analyzed and documented in the UFSAR and are evaluated
against dose acceptance limits that vary depending on the event frequency.

The design effort and the operational controls necessary to ensure the
required performance of the physical barriers during anticipated operational
occurrences and postulated accidents are extensive. Because 10 CFR 50.59
provides a mechanism for determining if NRC approval is needed for
activities affecting plant design and operation, it is helpful to review briefly
the requirements and the objectives imposed by the CFR on plant
construction and operation. The review will define more clearly the extent of
applicability of 10 CFR 50.59.

Appendix A to 10 CFR Part 50 provides General Design Criteria for most
nuclear power plants (for pre-Appendix A plants the criteria are in the
UFSAR). Section II of Appendix A includes criteria for protection by multiple
fission product barriers. The criteria establish requirements for inherent
protection, instrumentation and control, reactor coolant pressure boundary
and reactor coolant system design, containment design, control rooms,
electric power systems, and related inspection and testing. All of these
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requirements concentrate on protecting fission product barriers either
through inherent or mitigative means.

Section III of Appendix A establishes extensive requirements on reactor
protection and reactivity control systems, the objectives again being the
protection of fission product barriers. With similar intent, Sections IV, V and
VI provide extensive design, inspection, testing, and operational
requirements for the quality of the reactor coolant pressure boundary, fluid
systems in general, reactor containment, and fuel and radioactivity control.
These requirements ensure inherent and engineered protection of the fission
product barriers. Introductory statements of Appendix A address the need
for consideration of a single failure criterion and redundancy, diversity and
separation of mitigation and protection systems. Section I of Appendix A
imposes requirements on the quality of implemented protection and the
conditions under which these systems must function without loss of
capability to perform their safety functions. These conditions include natural
phenomena, fire, operational and accident generated environmental
conditions.

The implementation of this design philosophy requires extensive accident
analyses to define the correct relationship among nominal operating

- conditions, limiting conditions for operations and limiting safety systems

settings in order to prevent safety limits from being exceeded. The UFSAR
presents the set of limiting analyses required by NRC. The limiting analyses
are utilized to confirm the systems and equipment design, to identify critical
setpoints and operator actions, and to support the establishment of technical
specifications. Therefore, the results of the UFSAR accident analyses assume
functioning of all the equipment (and under the conditions) specified by NRC
regulations or requirements. Changes to plant design and operation and
conduct of new tests and experiments have the potential to affect the
probability and consequences of accidents, to create new accidents and to
impact the integrity of fission product barriers. Therefore, these activities
are subject to 10 CFR 50.59.

DEFINITIONS AND APPLICABILITY OF TERMS

The following definitions and terms are discussed in this section:
3.1 10 CFR 50.59 Evaluation

3.2 Accident Previously Evaluated in the FSAR (as updated)

3.3 Change
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3.4 Departure from.a Method of Evaluation Described in the FSAR (as updated)
3.5 Design Bases (Design Basis)

3.6 Fécility as described in the FSAR (as updated)

3.7 Final Safety Analysis Report (as updated)

3.8 Input Parameters

3.9 Malfunction of an SSC Important to Safety

3.10 Methods of Evaluation

3.11 Procedures as described in the FSAR (as updated)

3.12 Safety Analyses

3.13 Screening

3.14 Tests or experiments not described in the FSAR (as updated)

10 CFR 50.59 EVALUATION
Definition:

A 10 CFR 50.59 evaluation is the documented evaluation against the eight
criteria in 10 CFR 50.59(c)(2) to determine if a proposed change, test or
experiment requires prior NRC approval via license amendment under 10
CFR 50.90. .

Discussion

It is important to establish common terminology for use relative to the 10
CFR 50.59 process. The definitions of 10 CFR 50.59 Evaluation and
Screening are intended to clearly distinguish between the process and A
documentation of licensee screenings and the further evaluation that may be
required of proposed activities against the eight criteria in 10 CFR
50.59(c)(2). While many plant activities are subject to a screening, only
changes to the facility or procedures described in the UFSAR, and tests or
experiments not described in the UFSAR, require evaluation and reporting to
NRC under 10 CFR 50.59. Section 4.3 provides guidance for performing 10
CFR 50.59 evaluations. See also Section 3.13 on the definition of “screening.”

10
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The phrase “change made under 10 CFR 50.59” (or equivalent) refers to
changes subject to the rule (see Section 4.1) that either screened out of the 10
CFR 50.59 process or did not require prior NRC approval based on the results
of a 10 CFR 50.59 evaluation. Similarly, the phrases “10 CFR 50.59 applies -
[to an activity]” or “[an activity] is subject to 10 CFR 50.59” mean that
screening, and if necessary, evaluation is required for the activity. The “10
CFR 50.59 process” includes screening, evaluation, documentation and
reporting to NRC of activities subject to the rule.

ACCIDENT PREVIOUSLY EVALUATED IN THE FSAR (AS UPDATED)
Definition;

Accident previously evaluated in the FSAR (as updated) means a design basis
accident or event described in the UFSAR including accidents, such as those
typically analyzed in Chapters 6 and 15 of the UFSAR, anticipated
operational transients, and events the facility is required to withstand such
as floods, fires, earthquakes, other external hazards, anticipated transients
without scram (ATWS), and station blackout (SBO).

Discussion:

The term "accidents" refers to the anticipated (or abnormal) operational
transients and postulated design basis accidents that are analyzed to
demonstrate that the facility can be operated without undue risk to the
health and safety of the public. The term “accidents” encompasses other
events for which the plant is required to cope and which are described in the
UFSAR (e.g., turbine missiles, fire, earthquakes and flooding). Note that,
although fire is an event for which a plant is required to cope and is
described in the UFSAR (by reference to the Fire Hazards Analysis for some
licensees), changes to the fire protection program are governed by licensee
requirements other than 10 CFR 50.59, as discussed in Section 4.1.5.

Accidents also include new transients or postulated events added to the
licensing basis based on new NRC requirements and reflected in the UFSAR
pursuant to 10 CFR 50.71(e), e.g., ATWS and SBO.

CHANGE

Definition:

Change means a modification or addition to, or removal from, the facility or
procedures that affects: (1) a design function, (2) method of performing or

11
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controlling the function, or (3) an evaluation that demonstrates that intended
functions will be accomplished.

Discussion: -

Additions and removals to the facility or procedures can adversely impact the
performance of SSCs and the bases for the acceptability of their design and
operation. Thus the definition of change includes modifications of an existing
provision (e.g., SSC design requirement, analysis method or parameter),
additions or removals (physical removals, abandonment, or non-reliance on a
system to meet a requirement) to the facility or procedures.

The definitions of “change...,” “facility...” (see Section 3.6), and
“procedures...” (see Section 3.11) make clear that 10 CFR 50.59 applies to
changes to underlying analytical bases for the facility design and operation
as well as for changes to SSCs and procedures. Thus 10 CFR 50.59 should be
applied to a change being made to an evaluation for demonstrating adequacy
of the facility even if no physical change to the facility is involved. Further
discussion of the terms in this definition is provided as follows:

Design function means an SSC function that is credited in safety analyses or
that supports or impacts an SSC function credited in safety analyses.
This may include (1) functions performed by safety-related SSCs or
non-safety-related SSCs, and (2) functions of non-safety-related SSCs
that, if not performed, would initiate a plant transient or accident.
Design functions include the conditions under which intended
functions are required to be performed, such as equipment response
times, environmental and process conditions, equipment qualification,
andsingle failure.

Method of performing or controlling a function means how a design function
is accomplished as credited in the safety analyses, including specific

operator actions, procedural step or sequence, or whether a specific
function is to be initiated by manual versus automatic means. For
example, substituting a manual actuation for automatic would
constitute a change to the method of performing or controlling the
function.

Evaluation that demonstrates that intended functions will be accomplished
means the method(s) used to perform the evaluation (as discussed in

Section 3.10). For example, a thermodynamic calculation that
demonstrates the ECCS has sufficient heat removal capacity for
responding to a postulated accident.

12
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Temporary Changes

Temporary changes to the facility or procedures, such as jumpering
terminals, lifting leads, placing temporary lead shielding on pipes and
equipment, and use of temporary blocks, bypasses, scaffolding and supports,
are made to facilitate a range of plant activities and are subject to 10 CFR
50.59 as follows:

e 10 CFR 50.59 should be applied to temporary changes proposed as
compensatory measures to address degraded or non-conforming conditions
as discussed in Section 4.4.

e Other temporary changes to the facility or procedures, e.g., to facilitate
permanent modifications, are subject to 10 CFR 50.59 in the same manner
as permanent changes, to determine if prior NRC approval is required.
Screening and, as necessary, evaluation of such temporary changes may
be considered as part of the screening/evaluation of the proposed
permanent change.

Risk impacts of temporary changes to support maintenance activities are
assessed and managed under Section a(4) of the Maintenance Rule as
discussed in Section 4.1.2. Applying 10 CFR 50.59 to such activities is not
required provided that temporary changes are removed (i.e., affected SSCs
must be restored to their normal, as-designed condition) at the conclusion of
the maintenance activity. '

DEPARTURE FROM A METHOD OF EVALUATION DESCRIBED IN THE FSAR (AsS
UPDATED) .

Definition:

Departure from a method of evaluation described in the FSAR (as updated)
means (i) changing any of the elements of the method described in the FSAR
(as updated) unless the results of the analysis are conservative or essentially
the same; or (ii) changing from a method described in the FSAR to another
method unless that method has been approved by NRC for the intended
application.

Discussion:

The 10 CFR 50.59 definition of “departure ...” provides licensees with
flexibility to make changes in methods of evaluation that are “conservative”
or that are not important with respect to demonstrating that SSCs can
perform their intended design functions. See also the definition and
discussion of “methods of evaluation” in Section 3.10. Guidance for

13
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evaluating changes in methods of evaluation under criterion 10 CFR
50.59(c)(2)(viii) is provided in Section 4.3.8.

Conservative vs. Non-Conservative Evaluation Results

Gaining margin by revising an element of a method of evaluation is
considered to be a non-conservative change and thus a departure from a
method of evaluation for purposes of 10 CFR 50.59. Such departures require
prior NRC approval of the revised method. In other words, analytical results
obtained by changing any element of a method are “conservative” relative to
the previous results, if they are closer to design bases limits or safety
analyses limits (e.g., applicable acceptance guidelines). For example, a
change in an element of a method of evaluation that changes the result of a
containment peak pressure analysis from 45 psig to 48 psig (with design
basis limit of 50 psig) would be considered a conservative change for purposes
of 10 CFR 50.59(c)(2)(viii). This is because results closer to limiting values
are considered conservative in the sense that the new analysis result
provides less margin to applicable limits for making future physical or
procedure changes without a license amendment.

If use of a modified method of evaluation resulted in a change in calculated
containment peak pressure from 45 psig to 40 psig, this would be non-
conservative. This is because the change would result in more margin being
available (to the design basis limit of 50 psig) for a licensee to make more
significant future changes to the physical plant or procedures.

“Essentially the Same”

Licensees may change one or more elements a method of evaluation such that
results move in the non-conservative direction without prior NRC approval,
provided the results are “essentially the same” as the previous result.

Results are “essentially the same” if they are within the margin of error for
the type of analysis being performed. Variation in results due to routine
analysis sensitivities or calculational differences (e.g., rounding errors and
use of different computational platforms) would typically be within the
analysis margin of error and thus considered “essentially the same.”

“Approved by the NRC for the Intended Application”

Rather than make a minor change to an existing method of evaluation, a
licensee may also adopt completely new methodology without prior NRC
approval provided the new method is approved by the NRC for the intended
application. As discussed in Section 4.3.8.2, a new method is “approved by
the NRC for the intended application” if it is approved for the type of analysis.
being conducted and the licensee satisfies applicable terms and conditions for
its use.

14
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DESIGN BASES (DESIGN BASIS)
Definition:

(10 CFR 50.2) Design bases means that information which identifies the
specific functions to be performed by a structure, system, or component of a
facility and the specific values or ranges of values chosen for controlling
parameters as reference bounds for design. These values may be (1)
restraints derived from generally accepted "state-of-the-art" practices for
achieving functional goals or (2) requirements derived from analysis (based
on calculations and/or experiments) of the effects of a postulated accident for
which a structure, system, or component must meet its functional goals.

Discussion

Per revised Appendix B of NEI 97-04, Design Bases Program Guidelines,
[Month] 2000, 10 CFR 50.2 design bases consist of the following:

e Design bases functions: Functions performed by SSCs that are (1) required
to meet regulations, license conditions, orders or technical spec1ﬁcat10ns or
(2) credited in safety analyses to meet NRC requirements.

o Design bases values: Values or ranges of values of controlling parameters
established by NRC requirement, established or confirmed by safety
analyses, or chosen by the licensee from an applicable code, standard or
guidance document as reference bounds for design to meet design bases
functional requirements.

The balance of Appendix B of NEI 97-04 provides further guidance and
examples for identifying 10 CFR 50.2 design bases.

FACILITY AS DESCRIBED IN THE FSAR (AS UPDATED)

Definition:

Facility as described in the final safety analysis report (as updated) means:

m The structures, systems, and components (SSC) that are described in the
final safety analysis report (FSAR) (as updated),

s The design and performance requirements for such SSCs described in the
FSAR (as updated), and

15
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m  The evaluations or methods of evaluation included in the FSAR (as
updated) for such SSCs which demonstrate that their intended function(s)
will be accomplished.

Discussion:

The scope of information that is the focus of 10 CFR 50.59 is the information
presented in the original FSAR to satisfy the requirements of 10 CFR
50.34(b), as updated per the requirements of 10 CFR 50.71(e) and as
supplemented pursuant to 10 CFR 54.21(d). The definition of “facility as
described in the FSAR (as updated)” follows from the requirement of 10 CFR
50.34(b) that the FSAR (and by extension, the UFSAR) contain “a description
and analysis of the SSCs of the facility, with emphasis upon performance
requirements, the bases, with technical justification therefore, upon which
such requirements have been established, and the evaluations required to
show that safety functions will be accomplished.”

FINAL SAFETY ANALYSIS REPORT (AS UPDATED)
Definition:

Final Safety Analysis Report (as updated) means the Final Safety Analysis
Report (or Final Hazards Summary Report) submitted in accordance with 10
CFR 50.34, as amended and supplemented, and as updated per the
requirements of 10 CFR 50.71(e) or 10 CFR 50.71(f), as applicable.

Discussion:

The scope of the UFSAR includes its text, tables, diagrams, etc., as well as
supplemental information explicitly incorporated by reference. References
that are merely listed in the UFSAR and documents that are not explicitly
incorporated by reference are not considered part of the UFSAR and therefore
are not subject to control under 10 CFR 50.59.

Per 10 CFR 50.59(c)(4), licensees are not required to apply 10 CFR 50.59 to
UFSAR information that is subject to other specific change control
regulations. For example, licensee Quality Assurance Programs, Emergency
Plans and Security Plans are controlled by 10 CFR 50.54(a), (p) and (q),
respectively.

Per 10 CFR 50.59(c)(3), the “FSAR (as updated),” for purposes of 10 CFR
50.59, also includes UFSAR update pages approved by the licensee for
incorporation in the UFSAR since the last required update was submitted per
10 CFR 50.71(e). The intent of this requirement is to ensure that decisions
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about proposed activities are made with the most complete and accurate
information available. Pending UFSAR revisions may be relevant to a future
activity that involves that part of the UFSAR. Therefore, pending UFSAR
revisions to reflect completed activities that have received final approval for
incorporation in the next required update should be considered as part of the
UFSAR for purposes of 10 CFR 50.59 screenings and evaluations, as
appropriate. Appropriate configuration management mechanisms should be
in place to identify and assess interactions between concurrent changes
affecting the same SSCs or the same portion of the UFSAR.

Guidance on the required content of UFSAR updates is provided in
Regulatory Guide 1.181 and NEI 98-03, Revision 1, Guidelines for Updating
FSARs, June 1999. :

INPUT PARAMETERS

Definition:

Input parameters are those values derived directly from the physical
characteristics of SSC or processes in the plant, including flow rates,
temperatures, pressures, dimensions or measurements (e.g., volume, weight,

size, etc), and system response times.

Discussion:

The principal intent of this definition is to distinguish methods of evaluation
from evaluation input parameters. Changes to methods of evaluation
described in the UFSAR (see Section 3.10) are evaluated under criterion 10
CFR 50.59(c)(2)(viii), whereas changes to input parameters described in the
FSAR are considered changes to the facility that would be evaluated under
the other seven criteria of 10 CFR 50.59(c)(2), but not criterion (©)(2)(vii).

If a methodology permits the licensee to establish the value of an input
parameter on the basis of plant-specific considerations, then that value is an
input to the methodology, not part of the methodology. On the other hand,
an input parameter is considered to be an element of the methodology if:

a The method of evaluation includes a methodology describing how to
select the value of an input parameter to yield adequately conservative
results. However, if a licensee opts to use a value more conservative
than that required by the selection method, reduction in that
conservatism should be evaluated as an input parameter change, not a
change in methodology.
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a The development or approval of a methodology was predicated on the
degree of conservatism in a particular input parameter or set of input
parameters. In other words, if certain elements of a methodology or
model were accepted on the basis of the conservatism of a selected
input value, then that input value is considered an element of the
methodology.

Section 4.3.8 provides guidance and examples to describe the specific
elements of evaluation methodology that would require evaluation under 10
CFR 50.59(c)(2)(viii) and to clearly distinguish these from specific types of

input parameters that are controlled by the other seven criteria of 10 CFR
50.59(c)(2).

- MALFUNCTION OF AN SSC IMPORTANT TO SAFETY

Definition:

Malfunction of SSCs important to safety means the failure of SSCs to
perform their intended design functions described in the UFSAR (whether or
not classified as safety-related in accordance with 10 CFR 50, Appendix B).

Discussion:

Guidance and examples for applying this definition is provided in Section 4.3.

METHODS OF EVALUATION

Definition:

Methods of evaluation means the calculational framework used for
evaluating behavio; or response of the facility or an SSC.

Discussion:

Examples of methods of evaluation are presented below. Changes to such
methods of evaluation require evaluation under 10 CFR 50.59(c)(2)(viii) only
for evaluations used either in UFSAR safety analyses or in establishing the
design bases, and only if the methods are described, outlined or summarized
in the UFSAR. Methodology changes that are subject to 10 CFR 50.59
include changes to elements of existing methods described in the UFSAR and
to changes that involve replacement of existing methods of evaluation with
alternative methodologies.
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Elements of Methodology Example

Data correlations m DNBR correlations

Means of data reduction m ASME III and Appendix G
methods for evaluating reactor
vessel embrittlement specimens

Physical constants or coefficients m Heat transfer coefficients

Mathematical models m Decay heat models

Specific limitations of a computer m No voiding in PWR hot legs for

program non-LOCA analyses

Specified factors to account for m  120% of 1971 decay heat model

uncertainty in measurements or data

Statistical treatment of results " m Vendor-specific thermal design

procedure
Dose conversion factors and assumed = ICRP factors
source term(s)

Methods of evaluation described in the UFSAR subject to criterion 10 CFR
50.59(c)(2)(vii) are:

Methods of evaluation used in analyses that demonstrate that design
basis limits of fission product barriers are met (i.e., for the parameters
subject to criterion 10 CFR 50.59(c)(2)(vii))

Methods of evaluation used in UFSAR safety analyses, including
containment, ECCS and accident analyses typically presented in UFSAR

Chapters 6 and 15, to demonstrate that consequences of accidents do not
exceed 10 CFR 100 or 10 CFR 50, Appendix A, dose limits.

Methods of evaluation used in supporting UFSAR analyses that
demonstrate intended design functions will be accomplished under design
basis conditions that the plant is required to withstand, including natural
phenomena, environmental conditions, dynamic effects, station blackout,
and ATWS.

PROCEDURES AS DESCRIBED IN THE FSAR (AS UPDATED)

Definition:

Procedures as described in the final safety analysis report (as updated)
means those procedures that contain information described in the FSAR (as
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updated) such as how structures, systems, and components are operated and
controlled (including assumed operator actions and response times).

Discussion:

The scope of information that is the focus of 10 CFR 50.59 is the information
presented in the original FSAR to satisfy the requirements of 10 CFR
50.34(b), as updated per the requirements of 10 CFR 50.71(e) and as
supplemented pursuant to 10 CFR 54.21(d).

For purposes of 10 CFR 50.59, “procedures” are not limited to plant
procedures specifically identified in the UFSAR (e.g., operating, chemistry,
system, test, surveillance, and emergency procedures). Procedures include
UFSAR descriptions of how actions related to system operation are to be
performed and controls over the performance of design functions. This
includes UFSAR descriptions of operator action sequencing or response
times, certain descriptions (text or figure) of SSC operation and operating
modes, operational and radiological controls, inspection and testing
frequency, and similar information. If changes to these activities or controls
are made, such changes are considered changes to procedures described in
the UFSAR, and the changes are subject to 10 CFR 50.59.

~ Even if described in the UFSAR, procedures for performing maintenance,

work control, and administrative activities are normally outside the
definition of “procedures as described in the UFSAR” because they do not
typically contain information on how SSCs are operated or controlled. See
Section 4.1.4 concerning the scope of procedures subject to 10 CFR 50.59.
Changes to procedures identified in Appendix A of Regulatory Guide 1.33,
Quality Assurance Program Requirements, are subject to 10 CFR 50.59. 10
CFR 50.59 screening of procedures is discussed in Section 4.2.1.2.

SAFETY ANALYSES
Definition:

Safety analyses are analyses performed pursuant to NRC requirement to
demonstrate the integrity of the reactor coolant pressure boundary, the
capability to shut down the reactor and maintain it in a safe shutdown
condition, or the capability to prevent or mitigate the consequences of
accidents that could result in potential offsite exposures comparable to the
guidelines in 10 CFR 50.34(a)(1) or 10 CFR 100.11. Safety analyses are
required to be presented in the UFSAR per 10 CFR 50.34(b) and 10 CFR
50.71(e) and include, but are not limited to, the accident analyses typically
presented in Chapter 15 of the UFSAR.
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Discussion:

Safety analyses are those analyses or evaluations that demonstrate that
acceptance criteria for the facility’s capability to withstand or respond to
postulated events are met. Containment, ECCS, and accident analyses
typically presented in Chapters 6 and 15 of the UFSAR clearly fall within the

meaning of “safety analyses” as defined above. Also within the meaning of
this definition are:

m Supporting UFSAR analyses that demonstrate that SSC design
functions will be accomplished as credited in the accident analyses

m UFSAR analyses of events that the facility is required to withstand
such as turbine missiles, fires, floods, earthquakes, station
blackout, and ATWS.

Note that, although fire is an event which a plant is required to withstand
and for which it has been analyzed accordingly in the UFSAR (by reference to
the Fire Hazards Analysis for some licensees), changes to the fire protection
program and associated analyses are governed by licensee requirements
other than 10 CFR 50.59, as discussed in Section 4.1.5. '

SCREENING
Definition:

Screening is the process for determining whether a proposed activity requires
a 10 CFR 50.59 evaluation to be performed. '

Discussion:

Screening is that part of the 10 CFR 50.59 process that determines whether a
10 CFR 50.59 evaluation is required prior to implementing a proposed activity.

The definitions of “change,” “facility as described...,” “procedures as
described...,” and “test or experiment not described...” constitute criteria for
the 10 CFR 50.59 screening process. Activities that do not meet these criteria
are said to “screen out” from further review under 10 CFR 50.59, i.e., may be
implemented without a 10 CFR 50.59 evaluation.

Information contained in licensee technical and engineering evaluations of the
activity may be used along with other information to determine if a proposed
activity screens out or requires a 10 CFR 50.59 evaluation.

Further discussion and guidance on screening is provided in Section 4.2.
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8.14 TESTS OR EXPERIMENTS NOT DESCRIBED IN THE FSAR (aS UPDATED)
Definition:

Tests or experiments not described in the final safety analysis report (as
updated) means any activity where any structure, system, or component is
utilized or controlled in a manner which is either:

m  Outside the reference bounds of the design bases as described in the
UFSAR, or

m Inconsistent with the analyses or descriptions in the UFSAR.

Discussion:

10 CFR 50.59 must be applied to tests or experiments not described in the
UFSAR. The intent of the definition is to ensure that tests or experiments
that put the facility in a situation that has not previously been evaluated
(e.g., unanalyzed system alignments) or that could affect the capability of
SSCs to perform their intended design functions (e.g., high flow rates, high
temperatures) are evaluated before they are conducted to determine if prior
NRC approval is required.

Post-modification testing should be evaluated as a test under 10 CFR 50.59
only if an abnormal mode of operation is required that is not described in the
UFSAR. Post-modification testing may be considered as part of the 10 CFR
50.59 evaluation for the modification itself.
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IMPLEMENTATION GUIDANCE

Licensees may determine applicability and screen activities to determine if
10 CFR 50.59 evaluations are required as described in Sections 4.1 and 4.2,
or equivalent manner.

APPLICABILITY

As stated in Section (b) of 10 CFR 50.59, the rule applies to each holder of a
license authorizing operation of a production or utilization facility, including
the holder of a license authorizing operation of a nuclear power reactor that
has submitted a certification of permanent cessation of operations required
under 10 CFR 50.82(a)(1) or a reactor licensee whose license has been
amended to allow possession but not operation of the facility.

Applicability to Licensee Activities

10 CFR 50.59 is applicable to tests or experiments not described in the
UFSAR and to changes to the facility or procedures as described in the
UFSAR, including changes made in response to new requirements or generic

- communications, except as noted below:

m Per 10 CFR 50.59(c)(1)(i), proposed activities that require a change to the
technical specifications must be made via the license amendment process,
10 CFR 50.90. Aspects of proposed activities that are not directly related
to the required technical specification change should be subjected to 10
CFR 50.59.

m To reduce duplication of effort, 10 CFR 50.59(c)(4) specifically excludes
from the scope of 10 CFR 50.59 changes to the facility or procedures that
are controlled by other more specific requirements and criteria established
by regulation. For example, 10 CFR 50.54 which was promulgated after
10 CFR 50.59, specifies criteria and reporting requirements for changing
quality assurance, physical security and emergency plans.

Activities controlled and implemented under other regulations may require
related information in the UFSAR to be updated. To the extent the UFSAR
changes are directly related to the activity implemented via another
regulation, applying 10 CFR 50.59 is not required. UFSAR changes should be
identified to NRC as part of the required UFSAR update, per 10 CFR
50.71(e). However, there may be certain activities for which a licensee would
need to apply both the requirements of 10 CFR 50.59 and that of another
regulation. For example, a modification to a facility involves additional
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components and substantial piping reconfigurations as well as changes to
protection system setpoints. The protection system setpoints are contained in
the facility technical specifications. Thus, a license amendment to revise the
technical specifications under 10 CFR 50.90 is required to implement the new
system setpoints. 10 CFR 50.59 should be applied to the balance of the
modification, including impacts on required operator actions.

Maintenance Activities

In contrast to permanent changes subject to 10 CFR 50.59, maintenance
activities are activities that do not permanently alter the design or design
function of SSCs. Troubleshooting, calibration, refurbishment, post-
maintenance testing, identical replacements, housekeeping, and similar
maintenance activities are intended to restore SSCs to their normal, as-
designed condition and are thus generally not subject to 10 CFR 50.59.

Licensees should address operability in accordance with the technical
specifications and assess/manage the risk impact of maintenance activities
per 10 CFR 50.65(a)(4) and NEI 93-01, Industry Guidelines for Monitoring
the Effectiveness of Maintenance at Nuclear Power Plants.

In addition to assessments required by 10 CFR 50.65(a)(4), 10 CFR 50.59
should also be applied to maintenance activities if:

a The design is not restored to its original condition as a result of the
maintenance activity (e.g., if SSCs described in the UFSAR are removed;
if the design, design function or operation is altered; or if a temporary
change in support of the maintenance is not removed) :

a Testing to support troubleshooting or other maintenance activity (e.g.,
post-maintenance testing) would put the facility in a condition that has
not previously been evaluated or could affect the ability of operable SSCs
to perform their design functions. Such testing constitutes a test or
experiment that would be subject to 10 CFR 50.59.

10 CFR 50.59 should be applied to temporary changes proposed as
compensatory measures for degraded or non-conforming conditions, as
discussed in Section 4.4.

Equivalent Replacements

Equivalent replacements may be considered maintenance activities provided
that the replacement SSCs meet or exceed the functional and performance
requirements of the SSCs being replaced. Considerations when making the
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determination that a replacement is equivalent and therefore not subject to
10 CFR 50.59 evaluation include the following: :

For instruments, are the response time, range, design pressure and.
temperature, and environmental qualification equivalent to those of
the old instrument?

For pumps, are the ﬂow/heéd characteristics, design temperature
and pressure, motor size, and controls equivalent to those of the old
pump?

For valves, are the operating time, failure position, size, design
temperature and pressure, pressure drop, valve operators and
controls equivalent to those of the old valves?

For piping, are the material, design temperature and pressure,
supports, insulation, and routing equivalent to those of the old

piping?

Does the activity impact other systems?

For new electrical loads, will the diesel generator loading sequence
be changed or affected, and/or will the total load be within the
design capability of the diesel generator?

Will there be an adverse effect on cable ampacity evaluations?

Does the replacement satisfy specific commitments (if any) to
ensure diversity?

As an example of an equivalent replacement, the bolts for retaining a rupture
disk are being replaced with bolts of a different material and fewer threads,
but equivalent load capacity and strength, such that the rupture disk will
still relieve at the same pressure as before the change. Since the
replacement bolts are equivalent in function to the original bolts and the
rupture disk continues to meet the same functional requirements, this
activity would not be subject to 10 CFR 50.59. If an equivalent replacement
necessitates a change to the UFSAR, the UFSAR change should be included
in the next required 10 CFR 50.71(e) update. .
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UFSAR Modifications

Per NEI 98-03 (Revision 1, June 1999), as endorsed by Regulatory Guide
1.181 (September 1999), modifications to the UFSAR that are not the result
of activities performed under 10 CFR 50.59 are not subject to control under
10 CFR 50.59. Such modifications include reformatting and simplification of
UFSAR information and removal of obsolete or redundant information and
excessive detail.

Similarly, the 10 CFR 50.59 need not be applied to the following types of
activities:

m Editorial changes to the UFSAR

m Clarifications to improve reader understanding

m Correction of inconsistencies within the UFSAR (e.g., between
sections)

m Minor corrections to drawings, e.g., correcting mislabeled valves

m Similar changes to UFSAR information that do not change the
meaning or substance of information presented

Changes to Procedures Governing the Conduct of Operations

Even if described in the UFSAR, changes to managerial and administrative
procedures governing the conduct of facility operations are controlled under
10 CFR 50, Appendix B, programs and are not subject to control under 10
CFR 50.59. These include, but are not limited to, procedures in the following
areas:

m Operations and maintenance activities such as control of equipment
status (tag outs),

Shift staffing and personnel qualifications

Changes to position titles when no UFSAR-described organizational
responsibilities or relationships are changed

Control of plant procedures

Training programs

On-site/off-site safety review committees

Plant modification process

Calculation process

Changes to Approved Fire Protection Programs

Most nuclear power plant licenses contain a section on fire protection.
Originally, these fire protection license conditions varied widely in scope and
content. These variations created problems for licensees and for NRC
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inspectors in identifying the operative and enforceable fire protection
requirements at each facility.

To resolve these problems, the NRC promulgated guidance in Generic Letter
86-10, "Implementation of Fire Protection Requirements," for licensees to:

m Incorporate the fire protection program and major commitments
into the FSAR for the facility, and

= Amend the operating license to substitute a standard fire protection
license condition for the previous license condition(s) regarding fire
protection.

Under the standard fire protection license condition, licensees may

(1) Make changes to their approved FP programs without prior NRC
approval provided that the changes would not adversely affect the
ability to achieve and maintain safe shutdown in the event of a fire,
and

(2) Alter specific features of the approved program provided such
changes do not otherwise involve a change to the license or
technical specifications, or require an exemption.

Adoption of the standard fire protection license condition provided a more
consistent approach to evaluating changes to the facility, including those
associated with the fire protection program. Originally, changes to the FP
program under the FP license condition were also subject to 10 CFR 50.59;
however, this created confusion as to which regulatory requirement governed
FP program changes.

The focus on allowing licensees to make changes that maintain the post-fire
safe shutdown capability of a FP program change is analogous to permitting
changes with "minimal" effects under 10 CFR 50.59, and is consistent with
the 10 CFR 50.59 rulemaking objectives to reduce regulatory burden and
more effectively focus licensee and NRC resources on safety significant
issues. Fire protection program changes that do not adversely affect post-fire
safe shutdown capability do not warrant prior NRC review and approval.
Therefore, also applying-10 CFR 50.59 to fire protection program changes is
redundant and not necessary because the standard fire protection license
condition establishes the appropriate regulatory framework and acceptance
criteria for determining when proposed changes require prior NRC approval.

Controlling changes to the fire protection program under the standard fire
protection license condition only does not alter the licensee responsibility to
comply with the technical specifications and adhere to the commitments
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contained in licensee controlled documents. In addition, licensees should use
experienced judgment when evaluating changes to the fire protection
program. The person conducting the analysis of fire hazards should be
thoroughly trained and experienced in the principles of industrial fire
prevention and control, and in fire phenomena from fire initiation, through
its development, to propagation into adjoining spaces. Evaluation of the
consequences of a postulated fire on nuclear safety and safe shutdown should
be performed by persons thoroughly trained and experienced in reactor
safety. The evaluation of the change should consider impacts resulting from
fire conditions, impacts to safe shutdown system equipment and capability,
as well as impacts that may result from inadvertent operation of the fire
protection systems or features. In addition, changes to the fire protection
program should be evaluated for impacts on other design functions, and 10
CFR 50.59 should be applied to the non-fire protection related effects of the
change, if any.

As with previous fire protection program changes made under the design and
configuration control process, licensees are required to maintain, in auditable
form, a current record of all such changes, including analysis of the effects of"
the change on the fire protection program, and shall make those records
available to NRC inspectors upon request. All changes to the approved
program which result in changes to the UFSAR (including the fire hazards
analysis incorporated in the UFSAR) should be reported to the NRC in
accordance with 10 CFR 50.71(e).

SCREENING

Once it has been determined that 10 CFR 50.59 is applicable to an activity,
screening is performed to determine if the activity should be evaluated
against the evaluation criteria of 10 CFR 50.59(c)(2).

Engineering and technical evaluations of the activity and design information
concerning affected SSCs should be used to assess whether an activity is a
modification, addition or removal that affects:

m A design function of an SSC

® A method of performing or controlling the design function, or

®  An evaluation for demonstrating that intended design functions
will be accomplished ~

Sections 4.2.1 and 4.2.2 provide guidance and examples for determining
whether an activity is (1) a change to the facility or procedures as described
in the UFSAR or (2) a test or experiment not described in the UFSAR. Ifan -
activity is determined to be neither, then it screens out and may be
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implemented without further evaluation. Activities that are screened out
from further evaluation under 10 CFR 50.59 should be documented as
discussed in Section 4.2.3.

Specific guidance for applying 10 CFR 50.59 to temporary changes proposed
as compensatory measures for degraded or non-conforming conditions is
provided in Section 4.4.

Is the Activity a Change to the Facility or Procedures as Described
in the UFSAR?

Per the definition of “change” discussed in Section 3.3, 10 CFR 50.59 is
applicable to additions as well as to changes to and removals from the facility

_ or procedures. Additions should be screened for their effects on the existing

facility and procedures as described in the UFSAR and, if required, a 10 CFR
50.59 evaluation should be performed. NEI 98-03 provides guidance for
determining whether additions to the facility and procedures should be
reflected in the UFSAR per 10 CFR 50.71(e).

The following may be appropriate to consider, when determining based on
technical/engineering evaluations, if a proposed activity is a “change to the
facility or procedures as described in the UFSAR” that requires further
evaluation under 10 CFR 50.59:.

m Does the activity affect an SSC design function credited in the
safety analyses or a supporting SSC design function?

a Does the activity affect the reliability of the SSC design function?

® Does the activity reduce existing redundancy, diversity or defense-
in-depth?

m Does the activity add or delete an automatic or manual design
function of the SSC?

® Does the activity convert a feature that was automatic to manual or
vice versa?

m Does the activity introduce an unwanted or previously unreviewed
system interaction?

m Does the activity affect the ability or response time to perform

required actions, e.g., alter equipment access or add steps necessary
for performing tasks?
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m Does the activity alter the seismic or environmental qualification of
the SSC?

m  Does the activity affect other units at a multiple unit site?

m  Does the activity use equipment/tools that interface either directly
or indirectly with an operable SSC?

m Does the activity introduce intrusive test equipment into the SSC
such that an SSC design function is affected? ‘

'4.2.1.1 Screening of Changes to the Facility as Described in the UFSAR

Screening to determine that a 10 CFR 50.59 evaluation is required is
straightforward when a change affects an SSC design function, method of
performing or controlling a design function, or evaluation that demonstrates
intended design functions will be accomplished as described in the UFSAR.

. However, a facility also contains many SSCs not described in the UFSAR.
These can be components, subcomponents of larger components or even
entire systems. Changes to SSCs that are not explicitly described in the
UFSAR can have the potential to affect SSCs that are described and thus
may require a 10 CFR 50.59 evaluation. In such cases, the approach for
determmmg whether a change involves a change to the facility as described
in the UFSAR, is to consider the larger, UFSAR-described SSC of which the
SSC being modified is a part. If for the larger SSC, the change affects a
UFSAR-described design function, method of performing or controling the
design function, or an evaluation demonstrating that intended design
functions will be accomplished, then a 10 CFR 50.59 evaluation is required.

Another important consideration is that a change to non safety-related SSCs
not described in the UFSAR can indirectly affect the capability of UFSAR-
described SSCs to perform their intended design function(s). For example,
increasing the heat load on a non safety-related heat exchanger could
compromise the cooling system'’s ability to cool safety-related equipment.

Seismic qualification, missile protection, flooding protection, fire protection,
environmental qualification, high energy line break and masonry block walls
are some of the areas where changes to non safety-related SSCs, whether or
not described in the UFSAR, can affect the UFSAR-described design function
of SSCs through indirect or secondary effects.
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The following examples illustrate the 10 CFR 50.59 screening process as
applied to proposed facility changes:

a A licensee proposes to replace a relay in the overspeed trip circuit of an
emergency diesel generator with a non-equivalent relay. The relay is
not described in the UFSAR, but the overspeed trip circuit and the
emergency diesel generator are. The replacement of the relay could
affect the overspeed trip circuit in a manner that affects the design
function of the EDG as credited in the safety analyses. Thus, a specific
determination of the relay’s effect on the design functions of the
overspeed trip circuit and the EDG is made as part of the up-front
engineering/technical evaluation of the change. If the
technical/engineering evaluation concludes that the change would not
affect the UFSAR-described design function of the circuit or EDG, then
this determination would form the basis for screening out the change,
and no 10 CFR 50.59 evaluation would be required.

m A licensee proposes a non-equivalent change to the operator on one of
the safety injection accumulator isolation valves. The UFSAR
describes that these isolation valves are open with their circuit
breakers open during normal operation. These are motor operated,
safety related valves required for pressure boundary integrity and to
remain open so that flow to the RCS will occur during a LOCA as
pressure drops below ~600 psi. They are remotely operated so that
they can be closed during a normal shutdown and not inject when not
required. This change would screen out because the change affects the
design of the valve—not the UFSAR-described design function
(pressure boundary integrity) that supports safety injection
performance credited in the safety analyses.

a A licensee proposes to replace a globe valve with a ball valve in'a
vent/drain application to reduce the propensity of this valve to leak.
The valve is identified as normally closed in a UFSAR flow diagram.
The UFSAR-described design function of this valve is to maintain the
integrity of the system boundary when closed. The vent/drain function
of the valve does not relate to design functions credited in the safety
analyses, and the licensee has determined that a ball valve is adequate
to support the vent/drain function. Thus the proposed change affects
the design of the existing vent/drain valve—not the design function
that supports system performance credited in the safety analyses—and
evaluation/reporting under 10 CFR 50.59 is not required. The
screening determination should be documented, and the UFSAR
should be updated per 10 CFR 50.71(e) to reflect the change.
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4.2.1.2 Screening of Changes to Proéedures as Described in the UFSAR

Changes to procedures are “screened in” (i.e., require a 10 CFR 50.59
evaluation) if the change affects how SSC design functions are performed or
controlled, as described in the UFSAR (including assumed operator actions
and response times). Changes to a procedure that does not affect how SSC
design functions described in the UFSAR are performed or controlled would
screen out. The following examples illustrate the 10 CFR 50.59 screening
process as applied to proposed procedure changes:

= Emergency Operating Procedures include operator actions and
response times associated with response to design basis events, which
are described in the UFSAR, but also address operator actions for
severe accident scenarios that are outside the design basis and not
described in the UFSAR. A change would screen out at this step if the
change was to those procedures or parts of procedures dealing with
operator actions during severe accidents.

m If the UFSAR description of the reactor startup procedure contains
eight fundamental sequences, the licensee's decision to eliminate one
of the sequences would screen in. On the other hand, if the licensee
consolidated the eight fundamental sequences and did not affect the
method of controlling or performing reactor startup, the change would
screen out. :

m The UFSAR states that a particular flow path is isolated by a locked
closed valve when not in use. A procedure change to remove the lock
from this valve such that it becomes a normally closed valve would
screen in as a change to procedures described in the UFSAR. In this
case, the design function is to remain closed and the method of
performing the design function has changed from locked closed to
administratively closed. Thus this change would require a 10 CFR
50.59 evaluation to be performed.

m Operations proposes to revise its procedures to change from 8-hour
shifts to 12-hour shifts. This change results in mid-shift rounds being
conducted every 6 hours as opposed to every 4 hours. The UFSAR
describes high energy line breaks including mitigation criteria.
Operator action to detect and terminate the line break is described in
the UFSAR which specifically states that 4 hours is assumed for the
pipe break to go undetected before it would be identified during
operator mid-shift rounds. The change from 4 to 6 hour rounds is a
change to a procedure as described in the UFSAR because it affects the
timing of operator actions credited in the safety analyses for limiting
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the effects of high energy line breaks. Therefore, this change screens
in, and a 10 CFR 50.59 evaluation is required.

m The UFSAR states that station batteries are tested in accordance with
IEEE 450-1995, describes the testing frequency, and lists the title and
designation of the plant surveillance procedure. Battery test method
and frequency is thus a procedure described in the UFSAR related to
the design function of station batteries to supply power to SSCs upon
loss of AC power. Revisions to the battery test procedure could affect
the reliability of station batteries to perform their design function.
Changes that deviate from the existing test frequency or IEEE 450-
1995 methods would require evaluation under 10 CFR 50.59. Listing
of the procedure title and designation does not mean that all revisions
to the procedure are “changes to procedures described in the UFSAR.”

m The UFSAR states that the Shift Supervisor will authorize all
radioactive liquid releases. Assigning this function to another
individual would not require a 10 CFR 50.59 evaluation because the
change is administrative in nature and does not involve performance or
control of design functions credited in the safety analyses. The licensee
would be required to reflect the change in the next required update of
the UFSAR, per 10 CFR 50.71(e).

4.2.1.3 Screening Changes to UFSAR Methods of Evaluation

As discussed in section 3.6, methods of evaluation included in the UFSAR to
demonstrate that intended SSC design functions will be accomplished are .
considered part of the “facility as described in the UFSAR.” Thus use of new
or revised methods of evaluation (as defined in Section 3.10) is considered to
be a change that is controlled by 10 CFR 50.59 and needs to be considered as
part of this screening step. Changing elements of a method of evaluation
included in the UFSAR, or use of an alternative method, must be evaluated
under 10 CFR 50.59(c)(2)(viii) to determine if prior NRC approval is required
(see Section 4.3.8). Changes to methods of evaluation (only) do not require
evaluation against the first seven criteria.

Changes to methods of evaluation not described in the UFSAR or to
methodologies included in the UFSAR that are not used in the safety
analyses or to establish design bases would screen out at this step.

Methods of evaluation that may be identified in references listed at the end of
UFSAR sections or chapters are not considered to be described in the UFSAR
for purposes of 10 CFR 50.59 unless the UFSAR states they were used for
specific analyses within the scope of 10 CFR 50.59(c)(2)(viii). Changes to
methods of evaluation described in the UFSAR do not require evaluation
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under 10 CFR 50.59 if the changes are within the constraints and limitations

associated with use of the method, e.g., identified in a topical report and/or
SER.

The following examples illustrate the screening of changes to methods of
evaluation:

m  The UFSAR identifies the name of the computer code used for -
performing containment performance analyses, with no further
discussion of the methods employed within the code for performing those
analyses. Changes to the computer code may be screened out provided
that the changes are within the constraints and limitations identified in
the associated topical report and SER. A change that goes beyond
restrictions on the use of the method should be evaluated under 10 CFR,
50.59(c)(2)(viii) to determine if prior NRC approval is required.

m The UFSAR describes the methods used for atmospheric heat transfer

- and containment pressure response calculations contained within the
CONTEMPT computer code. The code is also used for developing long
term temperature profiles (post-recirculation phase of LOCA) for
environmental qualification through modeling of the residual heat
removal system. Neither this application of the code nor the analysis
method is discussed in the UFSAR. A revision to CONTEMPT to
incorporate more dynamic modeling of the residual heat removal
system transfer of heat to the ultimate heat sink would screen out
because this application of the code is not described in the UFSAR as
being used in the safety analyses or to establish design bases. Any
changes to CONTEMPT that affect the atmospheric heat transfer or
containment pressure predictions would not screen out (because the
UFSAR describes this application in the safety analyses), and would
require a 10 CFR 50.59 evaluation. '

m The steamline break mass and energy release calculations were
originally performed at a power level of 105% of the nominal power
(plus uncertainties) in order to allow margin for a future power uprate.
The utility later decided that it would not pursue the power uprate and
wished to use the margin to address other equipment qualification
1ssues. The steamline break mass and energy release calculations
were re-analyzed, using the same methodology, at 100% power (plus
uncertainties). This change would screen out as a methodology change
because the proposed activity involved a change to an input parameter
(% power) and not a methodology change. This change should be
screened per Section 4.2.1.1 to determine if it constitutes a change to
the facility as described in the UFSAR that requires evaluation under
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10 CFR 50.59(c)(2)(i-vii).

m The LOCA mass and energy release calculations were originally
performed at a power level of 105% of the nominal power, plus
uncertainties. Some of the assumptions in the analysis were identified
as non-conservative, but the NRC concluded in the associated SER
that the overall analysis was conservative because of the use of the
higher initial power. The utility later decided that it would not
pursue the power up-rate and wished to use the margin to address
other equipment qualification issues. The LOCA break mass and
energy release calculations were re-analyzed, using the same
methodology, at 100% power (plus uncertainties). This change would
not screen out because the proposed activity involved a change to an
input parameter that was integral to the NRC approval of the
methodology.

4.2.2 Is the Activity a Test or Experiment Not Described in the UFSAR?

As discussed in Section 3.14, tests or experiments not described in the
UFSAR are activities where an SSC is utilized or controlled in a manner that
is outside the reference bounds of the design for that SSC or inconsistent
with analyses or description in the UFSAR.

Tests and experiments that are described in the UFSAR may be screened out
at this step. Tests and experiments that are not described in the UFSAR
may be screened out provided the test or expenmem: is bounded by.tests and
expenments that are described.

Examples of tests that would “screen in” at this step (assuming they were not
described in the UFSAR) would be:

m For BWRs, hydrogen injection into the reactor coolant system to
minimize stress corrosion cracking.

m For BWRs, zinc injection into the reactor coolant system to reduce
activation.

m For PWRs, ECCS flow tests that affect the ability to remove decay
heat.

m Operation with fuel demonstration assemblies.

Examples of tests that would “screen out” would be:
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m Steam generator moisture carryover tests (provided such testing is
described in the UFSAR)

a Balance-of-plant heat balance test

w Information gathering that is non-intrusive to the operation or
function of the associated SSC

4.2.3 Screening Documentation

4.3

10 CFR 50.59 recordkeeping requirements apply to 10 CFR 50.59 evaluations
performed for activities that screened in, not to screening records for
activities that screened out. However, documentation should be maintained
in accordance with plant procedures of screenings that conclude a proposed
activity screened out (i.e., that a 10 CFR 50.59 evaluation was not required).
The basis for the conclusion should be documented to a degree commensurate
with the safety significance of the change. Typically, the screening
documentation is retained as part of the change package. This
documentation does not constitute the record of changes required by 10 CFR
50.59, and thus is not subject to 10 CFR 50.59 documentation and reporting
requirements. Screening records need not be retained for activities for which
a 10 CFR 50.59 evaluation was performed or for activities that were never
implemented.

EVA_LUATION PROCESS

Once it has been determined that a given activity requires a 10 CFR 50.59
evaluation, the written evaluation must address the applicable criteria of 10
CFR 50.59(c)(2). These eight criteria are used to evaluate the effects of
proposed activities on accidents and malfunctions previously evaluated in the
UFSAR and their potential to cause accidents or malfunctions whose effects
are not bounded by previous analyses.

Criteria (c)(2)(i—vii) are applicable to activities other than changes in
methods of evaluation. Criterion (c)(2)(viii) is applicable to changes in
methods of evaluation. If any of these criteria are met, the licensee must
apply for and obtain a license amendment per 10 CFR 50.90 prior to
implementing the activity. The evaluation against each criterion should be
appropriately documented as discussed in Section 4.5. Subsections 4.3.1
through 4.3.8 provide guidance and examples for evaluating proposed
activities against the eight criteria.

Each element of a proposed activity must undergo a 10 CFR 50.59
evaluation, except in instances where linking elements of an activity is
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appropriate, in which case the linked elements can be evaluated together. A
test for linking elements of proposed changes is interdependence.

It is appropriate for discrete elements to be evaluated together if (1) they are
interdependent as in the case where a modification to a system or component
necessitates additional changes to other systems or procedures; or (2) they
are performed collectively to address a design or operational issue. For
example, a pump upgrade modification may also necessitate a change to a
support system, such as cooling water.

If concurrent changes are being made which are not linked, each must be
evaluated separately and independently of each other.

The effects of a proposed activity being evaluated under 10 CFR 50.59 should
be assessed against each of the evaluation criteria separately. For example,
an increase in frequency/likelihood of occurrence cannot be compensated for
by additional mitigation of consequences.

Special guidance for applying 10 CFR 50.59 evaluation to temporary changes
proposed as compensatory measures for degraded non-conforming conditions
is provided in Section 4.4.

4.3.1 Does the Activity Result in More than a Minimal Increase in the
Frequency of Occurrence of an Accident?

In answering this question, the first step is to identify the accidents that
have been evaluated in the UFSAR that are affected by the proposed activity.
Then a determination should be made as to whether the frequency of these
accidents occurring would be more than minimally increased. -

Accidents and transients have been divided into categories based upon a
qualitative assessment of frequency. For example, ANSI standards define
the following categories for plant conditions for most PWRs as follows:

= Normal Operations - Expected frequently or regularly in the course
of power operation, refueling, maintenance or maneuvering.

= Incidents of Moderate Frequency - Any one incident expected per
plant during a calendar year. '

m Infrequent Incidents - Any one incident expected per plant during
plant lifetime.

= Limiting Faults - Not expected to occur but could release significant
amounts of radioactive material thus requiring protection by
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design.

ANSI st?andards for BWRSs have slightly different but equivalent definitions.

During initial plant licensing, accidents were assessed in relative
frequencies, as described above. Minimal increases in frequency resulting
from subsequent licensee activities do not significantly change the licensing
basis of the facility and do not impact the conclusions reached about
acceptability of the facility design.

Since accident and transient frequencies were considered in a broad sense as
described above, a change from one frequency category to a more frequent
category is clearly an example of a change that results in more than a
minimal increase in the frequency of occurrence of an accident. Changes
within a category could also result in more than a minimal increase in the
frequency of occurrence of an accident. Normally, the determination of a
frequency increase is based upon a qualitative assessment using engineering
evaluations consistent with the UFSAR analysis assumptions. However, a
plant-specific accident frequency calculation or PRA may be used to evaluate
a proposed activity in a quantitative sense. It should be emphasized that
PRAs are just one of the tools for evaluating the impact of proposed activities,
and their use is not required to perform 10 CFR 50.59 evaluations. In
general, frequencies of accidents considered to be credible are nominally
greater than 1E-7 per year of reactor operation (e.g., tornado-generated
missiles, aircraft hazards, etc.). In the event that the change in frequency of
an accident is calculated, the result is considered to be not more than a
minimal increase in the frequency of occurrence as long as (1) the increase in
the pre-change accident or transient frequency is less than 10 percent,! or (2)
the resultant frequency of occurrence remains below 10E-6 or applicable
regulatory threshold. -

Reasonable engineering practices, engineering judgment, and PRA
techniques, as appropriate, should be used in determining whether the
frequency of occurrence of an accident would more than minimally increase
as a result of implementing a proposed activity. A large body of knowledge
has been developed in the area of accident frequency and risk significant
sequences through plant-specific and generic studies. This knowledge, where
applicable, should be used in determining what constitutes more than a
minimal increase in the frequency of occurrence of an accident previously
evaluated in the UFSAR. The effect of a proposed activity on the frequency
of an accident must be discernable and attributable to the proposed activity
In order to exceed the more than minimal increase standard. A proposed

1 The proposed 10 percent increase threshold is consistent with the NRC report, “Options for
Incorporating Risk Insights into 10 CFR 50.59 Process,” December 17, 1 998, Section 6.4.1.
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activity is considered to have a negligible effect on the frequency of
occurrence of an accident when the change in frequency is so small or the
uncertainties in determining whether a change in frequency has occurred are
such that it cannot be reasonably concluded that the frequency has actually
changed (i.e., there is no clear trend towards increasing the frequency). A
proposed activity that has a negligible effect satisfies the minimal increase
standard.

The following considerations may be useful in making this determination:

a) Will the proposed activity meet the design, material, and construction
standards applicable to the SSC being modified? If the answer is "yes",
this aspect of the proposed activity is judged not to be more than a
minimal increase in the frequency of occurrence of an accident. If the
answer is "no" to any of the items, then either a justification for saying
there is not more than a minimal increase in the frequency of an accident
occurring will need to be developed or it should be concluded that the
frequency of an accident occurring would more than minimally increase.

b) Will the proposed activity affect overall system performance in a manner
that could more than minimally increase the frequency of occurrence of an
accident? Typical considerations include:

(1) Will the proposed activity use instrumentation with accuracies or
response characteristics that are different than existing
instrumentation such that an accident is more likely to occur?

(2) Will the proposed activity cause systems to be operated outside of
their current design or testing limits (e.g., imposing additional
loads on electrical systems, operating a piping system at higher
than normal pressure, operating a motor outside of its rated
voltage and amperage, etc.)?

(3) Will the proposed activity cause system vibration or water
hammer, fatigue, corrosion, thermal cycling or degradation of the
environment of equipment important to safety that would exceed
the design limits?

(4) Will the proposed activity cause a change to any system interface in

a way that would increase the frequency of an accident?

If the proposed activity affects the overall system performance in a manner
that could cause an accident previously evaluated to shift to a higher
frequency category, or result in a calculated frequency increase to be 10% or
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greater (unless the resultant frequency of occurrence remains below 10E-6 or
applicable regulatory threshold), then the proposed activity would more than
minimally increase the frequency of occurrence of an accident previously
evaluated in the UFSAR.

Although this criterion allows minimal increases, licensees must still meet
applicable regulatory requirements and other acceptance criteria to which
they are committed (such as contained in Regulatory Guides and nationally
recognized industry consensus standards, e.g., the ASME B&PV Code and
IEEE standards). Further, departures from the design, fabrication,
construction, testing, and performance standards as outlined in the General
Design Criteria (Appendix A to Part 50) are not compatible with a “no more
than minimal increase” standard.

Because external event frequencies were established as part of initial
licensing and are not expected to change, changes in design requirements for
external hazards (e.g., earthquakes, tornadoes, etc.) should be treated as
potentially affecting the likelihood of a malfunction rather than the frequency
of occurrence of an accident.

4.3.2 Does the Activity Result in More than a Minimal Increase in the
Likelihood of Occurrence of a Malfunction of an SSC Important to
Safety?

The term "malfunction of an SSC important to safety” refers to the failure of
structures, systems and components (SSCs) to perform their intended design
functions—including both non-safety-related and safety-related SSCs. The
cause and mode of a malfunction should be considered in determining
whether there is a change in the likelihood of a malfunction. The effect or
result of a malfunction should be considered in determining whether a’
malfunction with a different result is involved per Section 4.3.6.

In determining whether there is more than a minimal increase in the
likelihood of occurrence of a malfunction of a SSC to perform its design
function as described in the UFSAR, the first step is to determine what SSCs
could be impacted by the proposed activity. Next, the effects of the proposed
activity on the affected SSCs should be determined. This evaluation should
include both direct and indirect effects.

Direct effects are those where the proposed activity affects the SSCs (e.g.,a
motor change on a pump). Indirect effects are those where the proposed
activity affects one SSC and this SSC affects the capability of another SSC to
perform its UFSAR described design function. Indirect effects also include
the effects of proposed activities on the design functions of SSCs credited in
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the safety analyses. The safety analysis assumes certain design functions of
SSCs in demonstrating the adequacy of design. Thus, certain design
functions, while not specifically identified in the safety analysis, are credited
in an indirect sense.

After determining the affect of the proposed activity on the important to
safety SSCs, a determination is made of whether the likelihood of a
malfunction of the important to safety SSCs has increased more than

minimally. Qualitative engineering judgment and/or an industry precedent
may be using to determine if there is more than a minimal increase in the
likelihood of occurrence of a malfunction. An appropriate calculation can be
used to demonstrate the change in likelihood in a quantitative sense, if
available and practical. The effect of a proposed activity on the likelihood of
malfunction must be discernable and attributable to the proposed activity in
order to exceed the more than minimal increase standard. A proposed activity
is considered to have a negligible effect on the likelihood of a malfunction
when a change in likelihood is so small or the uncertainties in determining
whether a change in likelihood has occurred are such that it cannot be
reasonably concluded that the likelihood has actually changed (i.e., there is
no clear trend towards increasing the likelihood). A proposed activity that
has a negligible effect satisfies the minimal increase standard.

Evaluations of a proposed activity for its effect on likelihood of a malfunction
would be performed at level of detail that is described in the UFSAR. The
determination of whether the likelihood of malfunction is more than
minimally increased is made at a level consistent with existing UFSAR-
described failure modes and effects analyses. While the evaluation should
take into account the level that was previously evaluated in terms of ’
malfunctions and resulting event initiators or mitigation impacts, it also
needs to consider the nature of the proposed activity. Thus, for instance, if
failures were previously postulated on a train level because the trains were
independent, a proposed activity that introduces a cross-tie or credible
common mode failure (e.g., as a result of an analog to digital upgrade) should
be evaluated further to see whether the likelihood of malfunction has been
increased.

The following considerations, as applicable, may be useful in determining if
an activity involves more than a minimal increase in likelihood of
malfunction:

a. Will the proposed activity meet the design requirements for material and
construction practices considering:
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1. Does the proposed activity satisfy applicable design bases (e.g., seismic
or wind loadings, etc.)?

2. Does the change cause applicable design stresses to exceed their code
allowables or other applicable stress or deformation limit (if any),
recognizing that, to ensure pump functionality, vendor-specified stress
limits for a pump casing may be well below the ASME Code allowable.

3. Are the seismic specifications met (such as use of proper supports,
proper lugging at terminals, and isolation of lifted leads)?

4. Are separation criteria met (such as minimum distance between
circuits in separate divisions, channels in the same division, and
jumpers run in conduit)?

5. Are the environmental qualification criteria met (such as use of
materials qualified for the environment, e.g., radiation, chemical,
thermal, etc., in which they will be used)? :

. Will the proposed activity adversely affect the safety analyses by:

1. Degrading the performance of a safety system assumed to function in
the safety analyses below the level of performance assumed in the
safety analysis?

2.. Increasing challenges to safety systems assumed to function in the
safety analyses.

Will the proposed activity degrade SSC reliability below the assumed

level of performance by: '

1. Imposing additional loads not analyzed in the design requirements?

2. Deleting or modifying system/equipment protection features?

3. Downgrading the support system performance necessary for reliable
operation of the important to safety equipment? :

4. Reducing system/equipment redundancy, diversity or independence?

5. Increasing the frequency of operation of important to safety SSCs?
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6. Imposing increased or more severe testing requirements on important
to safety SSCs?

7. Adding more components that are subject to failure?

8. For use where the change in likelihood of a malfunction is
calculated in support of the 10 CFR 50.59 evaluation: Increasing
the pre-change likelihood of occurrence of malfunction by more than a
factor of two2? The factor of two guideline should be applied based on
the nature of the change, e.g., at the component level if the change
affects a component or at the system train level if the change affects
redundant trains of a system. Such a quantitative calculation is
intended to support—not determine—the conclusion of whether an
activity would result in more than a minimal increase in the likelihood
of malfunction. Thus, even if a proposed activity exceeds the factor of
two guideline, a licensee may conclude that the activity involves a
minimal increase in the likelihood of malfunction provided reasonable
qualitative arguments and engineering judgement are applied and
documented in the 10 CFR 50.59 evaluation.

Changes in design requirements for external hazards (e.g., earthquakes,
tornadoes, etc.) should be treated as potentially affecting the likelihood of
malfunction. ' S

Although this criterion allows minimal increases, licensees must still meet
applicable regulatory requirements and other acceptance criteria to which
they are committed (such as contained in Regulatory Guides and nationally
recognized industry consensus standards, e.g., the ASME B&PV Code and
IEEE standards). Further, departures from the design, fabrication,
construction, testing, and performance standards as outlined in the General
Design Criteria (Appendix A to Part 50) are not compatible with a “no more
than minimal increase” standard.

Below are examples where there is less than a minimal increase in the
likelihood of occurrence of a malfunction of a SSC important to safety:

1. The change involves installing additional equipment or devices (e.g.,
cabling, manual valves, protective features) provided all applicable
design, functional and quality requirements (including applicable
codes, standards, etc.) continue to be met. For example, adding
protective devices to breakers or installing an additional drain line

2 The proposed factor of two threshold is consistent with the NRC report, “Options for Incorporating Risk
Insights into 10 CFR 50.59 Process,” December 17, 1998, Section 6.4.1.
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(with appropriate isolation capability) would not cause more than a
minimal increase the likelihood of malfunction.

2. The change involves substitution of one type of component for another
of similar function, provided all applicable design, functional and
quality requirements (including applicable codes, standards, etc.)
continue to be met and any new failure modes are bounded by the
existing analysis.

3. The change involves a new or modified operator action that supports a
design function credited in safety analyses, including manual action
that substitutes for automatic action, provided:

s The action (including required completion time) is reflected in plant
procedures and operator training programs

m The licensee has demonstrated that the action can be completed in
the time required considering the aggregate affects, such as
workload or environmental conditions, expected to exist when the
action is required . :

m The evaluation of the change considers the ability to recover from
credible errors in performance of manual actions and the expected
time required to make such a recovery

m The evaluation considers the effect of the change on plant systems

4.3.3 Does the Activity Result in More than a Minimal Increase in the
Consequences of an Accident?

The UFSAR, based on logic similar to ANSI standards, provides an
acceptance criterion and frequency relationship for "conditions for design".
When determining which activities represent "more than a minimal increase
in consequences" pursuant to 10 CFR 50.59, it must be recognized that the
objective of the regulation is the protection of public health and safety.
Therefore, an increase in consequences must involve an increase in
radiological doses to the public or to control room operators. Changes in
barrier performance or other outcomes of the proposed activity that do not
result in increased radiological dose to the public or to control room operators
are addressed under Section 4.3.7, Integrity of Fission Product Barriers, or
the other criteria of 10 CFR 50.59.

NRC regulates compliance with the provisions of 10 CFR 50 and 10 CFR 100
to assure adequate protection of the public health and safety. Activities
affecting onsite dose consequences that may require prior NRC approval are
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those that impede required actions inside or outside the control room to
mitigate the consequences of reactor accidents.

The consequences covered include dose resulting from any accident evaluated
in the UFSAR. The accidents include those typically covered in UFSAR
Chapters 6 and 15 and other events with which the plant is designed to cope
and are described in the UFSAR (e.g., turbine missiles and flooding). The
consequences referred to in 10 CFR 50.59 do not apply to occupational
exposures resulting from routine operations, maintenance, testing, etc.
Occupational doses are controlled and maintained As Low As Reasonably
Achievable (ALARA) through formal licensee programs.

10 CFR Part 20 establishes requirements for protection against radiation
during normal operations, including dose criteria relative to radioactive
waste handling and effluents. 10 CFR 50.59 accident dose consequence
criteria and evaluation guidance are not applicable to proposed activities
governed by 10 CFR Part 20 requirements.

The dose consequences referred to in 10 CFR 50.59 are those calculated by
licensees—not the results of independent, confirmatory dose analyses by the
NRC that may be documented in Safety Evaluation Reports.

~ The evaluation should determine the dose that would likely result from
accidents associated with the proposed activity. If a proposed activity would
result in more than a minimal increase in dose from the existing calculated
dose for any accident, then the activity would require prior NRC approval.
Where a change in consequences is so small or the uncertainties in
determining whether a change in consequences has occurred are such that it
cannot be reasonably concluded that the consequences have actually changed
(i.e., there is no clear trend towards increasing the consequences) the change
need not be considered an increase in consequences. .

General Design Criterion 19 of Appendix A to 10 CFR 50 requires radiation
protection to permit access and occupancy of the control room under accident
conditions without personnel receiving radiation exposure in excess of 5 rem
whole body, for the duration of the accident. 10 CFR 100 establishes
requirements for exclusion area and low population zones around the reactor
so that an individual located at any point on its boundary immediately
following onset of the postulated fission product release would not receive a
total radiation dose to the whole body in excess of 25 rem or a total radiation
dose of 300 rem to the thyroid for iodine exposure. In the Standard Review
Plan (SRP), NUREG-0800, the NRC established acceptance guidelines for
certain events that are considered of greater likelihood than the limiting
accidents. For example, for a steam generator tube rupture, the SRP
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acceptance guideline is that the dose be less than or equal to a small fraction
(1.e., 10 percent) of the 10 CFR 100 thyroid dose value, or 30 rem.

Therefore, for a given accident, calculated or bounding dose values for that
accident would be identified in the UFSAR. These dose values should be
within the GDC 19 or 10 CFR 100 Limits, as applicable, as modified by SRP
guidelines (e.g., small fraction of 10 CFR 100), as applicable. An increase in
consequences from a proposed activity is defined to be no more than minimal
if the increase (1) is less than or equal to 10 percent of the difference between
the current calculated dose value and the regulatory guideline value (10 CFR
100 or GDC 19, as applicable), and (2) the increased dose does not exceed the
current SRP guideline value for the particular design basis event. The
current calculated dose values are those documented in the most up-to-date
analyses of record. This approach establishes the current SRP guideline

- values as a basis for minimal increases for all facilities, not just those that
were specifically licensed against those guidelines.

For some licensees the current calculated dose consequences may already be
in excess of the SRP guidelines for some events. In such cases minimal is
defined as less than or equal to 0.1 rem.

In determining if there is more than a minimal increase in consequences, the
first step is to determine which accidents evaluated in the UFSAR may have
their radiological consequences.altered as a direct result of the proposed
activity. Examples of questions that assist in this determination are:

(1) Will the proposed activity change, prevent or degrade the
effectiveness of actions described or assumed in an accident discussed

in the UFSAR?

(2) Will the proposed activity alter any assumptions previously made in
evaluating the radiological consequences of an accident described in
the UFSAR?

(3) Will the proposed activity play a direct role in mitigating the
radiological consequences of an accident described in the UFSAR?

The next step is to determine if the proposed activity does, in fact, increase
the radiological consequences of any of the accidents evaluated in the
UFSAR. Ifit is determined that the proposed activity does have an effect on
the radiological consequences of any accident analysis described in the
UFSAR, then either:

(1) Demonstrate and document that the radiological consequences of the
accident described in the UFSAR are bounding for the proposed
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activity (e.g., by showing that the results of the UFSAR analysis
bound those that would be associated with the proposed activity), or

(2) Revise and document the analysis taking into account the proposed
activity and determine if more than a minimal increase has occurred
as described above.

The following examples illustrate the implementation of this criterion. In
each example it is assumed that the calculated consequences do not include a
change in the methodology for calculating the consequences. Changes in
methodology would need to be separately considered under 10 CFR
50.59(c)(2)(viil) as discussed in Section 4.3.8.

Example 1

The calculated fuel handling accident (FHA) dose is 50 rem to the thyroid at
the exclusion area boundary. As a result of a proposed change, the calculated
FHA dose would increase to 70 rem. Ten percent of the difference between
the calculated value and the regulatory limit is 25 rem [ 10% of (300 rem- 50
rem)]. The SRP acceptance guideline is 75 rem. Since the calculated
increase is less than 25 rem and the total is less than the SRP guideline, the
licensee may make the change without prior NRC review.

Example 2

The calculated dose consequence for a steam generator tube rupture accident
is 25 rem thyroid at the exclusion area boundary. As a result of a proposed
change, the calculated dose consequence would increase to 29 rem thyroid.
The change can be made without prior NRC approval because the new
calculated dose does not exceed the established SRP guideline of 30 rem
thyroid nor does the incremental change in consequences (4 rem) exceed 10
percent of the difference between the previous calculated value and the
regulatory limit of 300 rem thyroid. Ten percent of the difference between
the regulatory limit (300 rem) and the calculated value (25 rem) is 27.5 rem
(10% of 275). Since 4 rem is less than 27.5, this change is a minimal increase
permissible under 10 CFR 50.59.

Example 3

The calculated dose consequence of a fuel handling accident is 25 rem to the
thyroid at the exclusion area boundary. Because of a proposed change, the
calculated dose consequence would increase to 65 rem. The SRP guideline for
this accident is 75 rem and is still met. The incremental increase in dose
consequence (40 rem), however, exceeds 10 percent of the difference to the
regulatory limit or 27.5 rem [ 10% of (300 rem - 25 rem)]. Therefore, the
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change results in more than a minimal increase in consequences and thus
requires prior NRC approval.

Example 4

The calculated dose to the control room operators following a loss of coolant
accident is 4 rem whole body. A change is proposed to the control room
ventilation system such that the calculated dose would increase to 4.5 rem.
The regulations dictate that the control room doses are to be controlled to less
than 5 rem by General Design Criterion 19. Although the new calculated
dose is less than the regulatory limits, the incremental increase in dose (0.5
rem) exceeds the value of 10 percent of the difference between the previously
calculated value and the regulatory value or 0.1 rem [10% of (5 rem - 4 rem)].
This change would require prior NRC review as a more than minimal change
1n consequences.

Example 5

The existing safety analysis for a fuel handling accident predicts an offsite
dose to the thyroid of 77 rem. The SRP guideline for this event is 75 rem. A
proposed change would result in an increase in the calculated dose from 77 to
77.1 rem. In this case, the proposed change would be a minimal increase in

~ consequences because the new calculated value, even though greater than the
SRP value, is within the guideline limit of 0.1 rem. -

4.3.4 Does the Activity Result in More than a Minimal Increase in the
Consequences of a Malfunction?

In determining if there is more than a minimal increase in consequences, the
first step is to determine which malfunctions evaluated in the UFSAR have
their radiological consequences affected as a result of the proposed activity.
The next step is to determine if the proposed activity does, in fact, increase
the radiological consequences and, if so, are they more than minimally
increased. The guidance for determining whether a proposed activity results
in more than a minimal increase in the consequences of a malfunction is the
same as that for accidents. Refer to Section 4.3.3.

4.3.5 Does the Activity Create a Possibility for an Accident of a Different
Type?

The set of accidents that a facility must postulate for purposes of UFSAR
safety analyses, including LOCA, other pipe ruptures, rod ejection, etc., are
often referred to as “design basis accidents.” The terms accidents and
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transients are often used in regulatory documents (e.g., in Chapter 15 of the
Standard Review Plan), where transients are viewed as the more likely, low
consequence events and accidents as less likely but more serious. In the
context of probabilistic risk assessment, transients are typically viewed as
initiating events, and accidents as the sequences that result from various
combinations of plant and safety system response. This criterion deals with
creating the possibility for accidents of similar frequency and significance to
those already included in the licensing basis for the facility. Thus, accidents
that would require multiple independent failures or other circumstances in
order to “be created” would not meet this criterion.

Certain accidents are not discussed in the UFSAR because their effects are
bounded by other related events that are analyzed. For example, a
postulated pipe break in a small line may not be specifically evaluated in the
UFSAR because it has been determined to be less limiting than a pipe break
in a larger line in the same area. Therefore, if a proposed design change
would introduce a small high energy line break into this area, postulated
breaks in the smaller line need not be considered an accident of a different
type.

The possible accidents of a different type are limited to those that are as
likely to happen as those previously evaluated in the UFSAR. The accident
must be credible in the sense of having been created within the range of
assumptions previously considered in the licensing basis (e.g., random single
failure, loss of offsite power, etc.). A new initiator of an accident previously
evaluated in the UFSAR is not a different type of accident. Such a change or
activity, however, which increases the frequency of an accident previously
thought to be incredible to the point where it becomes as likely as the
accidents in the UFSAR, could create the possibility of an accident of a
different type. For example, there are a number of scenarios, such as
multiple steam generator tube ruptures, that have been analyzed
extensively. However, these scenarios are of such low probability that they
may not have been considered to be part of the design basis. However, if a
change or activity is proposed such that a scenario such as a multiple steam
generator tube rupture becomes credible, the change or activity could create
the possibility of an accident of a different type. In some instances these
example accidents could already be discussed in the UFSAR.

In evaluating whether the proposed change or activity creates the possibility
of an accident of a different type, the first step is to determine the types of
accidents that have been evaluated in the UFSAR. The types of credible
accidents that the proposed activity could create that are not bounded by
UFSAR-analyzed accidents are accidents of a different type.
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4.3.6 Does the Activity Create a Pos51b111ty for a Malfunction of an SSC
Important to Safety with a Different Result?

Malfunctions of SSCs are generally postulated as potential single failures to
evaluate plant performance with the focus being on the result of the
malfunction rather than the cause or type of malfunction. A nralfunction that

_Involves an initiator or failure whose effects are not bounded by those
explicitly described in the UFSAR is a malfunction with a different result. A
new failure mechanism is not a malfunction with a different result if the
result or effect is the same as, or is bounded by, that previously evaluated in
the UFSAR. The following examples illustrate this point:

m If a pump is replaced with a new design, there may be a new failure
mechanism introduced that would cause a failure of the pump to run.
But if this effect (failure of the pump to run) was previously evaluated
and bounded, then a malfunction with a different result has not been
created.

m If a feedwater control system is being upgraded from an analog to a
digital system, new components may be added which could fail for
reasons other than the components in the original design. Provided
the end result of the component or subsystem failure is the same as, or
is bounded by, the results of malfunctions currently described in the
UFSAR (i.e., failure to maximum demand, failure to minimum
demand, failure as-is, etc.), then this upgrade would not create a
“malfunction with a different result.”

Certain malfunctions are not explicitly described in the UFSAR because their
effects are bounded by other malfunctions that are described: For example,
failure of a lube oil pump to supply oil to a component may not be explicitly
described because a failure of the supplied component to operate was
described.

The possible malfunctions with a different result are limited to those that are
as likely to happen as those described in the UFSAR. For example, a seismic
induced failure of a component that has been designed to the appropriate
seismic criteria will not cause a malfunction with a different result.

However, a proposed change or activity that increases the likelihood of a
malfunction previously thought to be incredible to the point where it becomes
as likely as the malfunctions assumed in the UFSAR, could create a possible
malfunction with a different result.

In evaluating a proposed activity against this criterion, the types and results

of failure modes of SSCs that have previously been evaluated in the UFSAR
and that are affected by the proposed activity should be identified. This
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evaluation should be performed consistent with any failure modes and effects
analysis (FMEA) described in the UFSAR, recognizing that certain proposed
activities may require a new FMEA to be performed. Attention must be
given to whether the malfunction was evaluated in the accident analyses at
the component level or the overall system level. While the evaluation should
take into account the level that was previously evaluated in terms of
malfunctions and resulting event initiators or mitigation impacts, it also
needs to consider the nature of the proposed activity. Thus, for instance, if
failures were previously postulated on a train level because the trains were
independent, a proposed activity that introduces a cross-tie or credible
common mode failure (e.g., as a result of an analog to digital upgrade) should
be evaluated further to see whether new outcomes have been introduced.

Once the malfunctions previously evaluated in the UFSAR and the results of
these malfunctions have been determined, then the types and results of
failure modes that the proposed activity could create are identified.
Comparing the two lists can provide the answer to the criterion question. An
example that might create a malfunction with a different result could be the
addition of a normally open vent line in the discharge of an emergency core
cooling system pump. The different result of a malfunction could be potential
voiding in the system causing it not to operate properly..-

Does the Activity Result in A Design Basis Limit for a Fission
Product Barrier Being Exceeded or Altered? '

10 CFR 50.59 evaluation under criterion (c)(2)(vii) focuses on the fission
product barriers—fuel cladding, reactor coolant system boundary, and
containment—and on the critical design information that supports their
continued integrity. Guidance for applying this criterion is structured
around a two-step approach:

m Identification of affected design basis limits for a fission product
barrier

® Determination of when those limits are exceeded or altered.

Identification of affected design basis limits for a fission product barrier

The first step is to identify the fission product barrier design basis limits, if
any, that are affected by a proposed activity. Design basis limits for a fission
product barrier are the controlling numerical values established during the
licensing review as presented in the UFSAR for any parameter(s) used to
determine the integrity of the fission product barrier. These limits have
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three key attributes:

m The parameter is fundamental to the barrier’s integrity. Design
basis limits for fission product barriers establish the reference bounds for
design of the barriers, as defined in 10 CFR 50.2. They are the limiting
values for parameters that directly determine the performance of a fission
product barrier. That is, design bases limits are fundamental to barrier
integrity and may be thought of as the point at which confidence in the
barrier begins to decrease.

For purposes of this evaluation, design bases parameters should be
distinguished from other parameters that—while they may affect fission
product barrier performance—are of secondary importance. For example,
a change to fuel burn-up limits would be evaluated for its effect on clad
strain to determine if it caused the limiting value for fuel internal gas
pressure to be exceeded. Thus fuel internal gas pressure is a fundamental
design bases limit for fuel cladding integrity, and fuel burn-up is a
secondary/subordinate parameter/limit. Similarly, linear heat rate and
RCS usage factor limits affect the fuel cladding and RCS boundary but are
subordinate, respectively, to the design bases limits for fuel temperature
and RCS stresses.

m The limit is expressed numerically. Design basis limits are numerical
values used in the overall design process, not descriptions of functional
requirements. Design basis limits are typically the numerical event
acceptance criteria utilized in the accident analysis methodology. The
facility’s design and operation associated with these parameters as
documented in the UFSAR will be at or below (more conservative than)
the design basis limit.

m The limit is found in the UFSAR. As required by 10 CFR 50.34(b),
design basis limits were presented in the original FSAR and continue to

reside in the UFSAR. They may be located in a vendor topical report that
is included in the UFSAR by reference.

Consistent with the discussion of 10 CFR 50.59 applicability in Section 4.1,
any design basis limit for a fission product barrier that is controlled by
another, more specific regulation or Technical Specification would not require
evaluation under Criterion (c)(2)vii. The effect of the proposed activity on
those parameters would be evaluated in accordance with the more specific
regulation. Evaluations under this criterion supporting proposed changes
that might directly or indirectly (see discussion below) impact a design basis
limit covered by another regulation or Technical Specification need not be
extended to consider those parameters.
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Examples of typical fission product Barrier design basis limits are identified
in the following table:

Barrier Design Bases Typical Design Basis Limit
Parameter
Fuel Cladding DNBR/MCPR 95/95 DNB

Fuel temperature Centerline fuel melting
temperature

Fuel enthalpy Cal/gm associated with
dispersion

Clad strain Internal pressure associated
with clad lift-off

Clad temperature * | 2200 degrees F

Clad Oxidation * 17% local and 1 % overall

RCS Boundary Pressure Designated limit in safety

analysis for specific accident
Stresses * ASME code compliance for

normal, upset, faulted, etc., as
appropriate for accident

Heat-up/Cool-down* | Applicable ASME Code stress
' limits

Containment Pressure Containment design pressure

* These parameters are commonly controlled by 10 CFR 50.55a, 10 CFR 50.46
and/or a specific Technical Specification and therefore would not be subject to
evaluation under this criterion.

The list above may vary slightly for a given facility and/or fuel vendor and
may include other parameters for specific accidents. For example, PWRs may
utilize 100% pressurizer level as a limiting parameter to ensure RCS
integrity for some accident sequences. If a given facility has that parameter
incorporated into the UFSAR as a design basis limit, then changes to 1t
should be evaluated under this criterion. .

Two ways that a licensee can evaluate proposed activities against this are as
follows. The licensee may identify all design bases parameters for fission
product barriers and include them explicitly in the procedure for performing
10 CFR 50.59 evaluations. Alternatively, the effects of a proposed activity
could be evaluated first to determine if the change affects design bases
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parameters for fission product barriers. The results of these two approaches
are equivalent provided the guidance for “exceeded or altered” described
below is followed. In all cases, the direct and indirect effects of proposed
activities must be included in the evaluation.

Exceeded or altered

A specific proposed activity requires a license amendment if the design basis
limit for a fission product barrier is “exceeded or altered.” The term
“exceeded” means that as a result of the proposed activity, the facility’s
predicted response would be less conservative than the numerical design

- basis limit identified above. The term “altered” means the design basis limit
itself is changed.

The effect of the proposed activity includes both direct and indirect effects.
Extending the maximum fuel burn-up limits until the fuel rod internal gas
pressure exceeds the design basis limit is a direct effect that would require a
license amendment. Indirect effects provide for another parameter or effect
to cascade from the proposed activity to the design basis limit. For example,
~ reducing the design flow of auxiliary feedwater pumps following a loss of
main feedwater could reduce the heat transferred from the RCS to the steam
generators. That effect could increase the RCS temperature, which would
raise RCS pressure and pressurizer level. The 10 CFR 50.59(c)(2)(vii)
evaluation of this change would focus on whether the design basis limit
assoclated with RCS pressure for that accident sequence would be exceeded.

Altering a design basis limit for a fission product barrier is not a routine
activity, but it can occur. An example of this would be changing the DNBR
value such that it no longer corresponds to a 95/95 DNB, perhaps as a result
of a new fuel design being implemented with the existing correlation. (A new
correlation or a new value for 95/95 DNB with the same fuel type would be
evaluated under criterion (c)(2)(viii) of the rule.) Another example is
redesigning portions of the RCS boundary to no longer comply with the code
of construction. These are infrequent activities affecting key elements of the
defense-in-depth philosophy. As such, no distinction has been made between
a conservative and non-conservative change in the limit.

Evaluations performed under this criterion may incorporate a number of
refinements to simplify the review. For example, if an engineering
evaluation demonstrates that no parameters are affected that have design
basis limits for fission product barriers associated with them, no 10 CFR
50.59(c)(2)(vii) evaluation is required. Similarly, most parameters that
require evaluation under this criterion have calculations or analyses
supporting the facility’s design. If an engineering evaluation demonstrates
that the analysis reported in the UFSAR remains bounding, then no 10 CFR
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50.59(c)(2)(vii) evaluation is required. When using these techniques, both
indirect and direct effects must be considered to ensure that important
interactions are not overlooked.

Examples illustrating the two-step approach for evaluations under this
criterion are provided below:

Example 1

It is proposed to delay the automatic start of the stand-by condensate
booster pump to eliminate spurious automatic starts. The proposed
change is of sufficient magnitude such that it “screens in” as affecting
a UFSAR-described design function. '

Identification of design basis limits

The direct effects of a reduction in condensate flow would be reviewed
to identify potentially affected design basis parameters. In addition,
the indirect effect on feedwater flow and feedwater pump NPSH of a
possible transient reduction in condensate flow/pressure would be
considered. Likewise, consideration of indirect effects would be
extended to the reactor or steam generator (BWR or PWR, as
applicable). The review concludes that no design basis limits are
either directly or indirectly affected.

The change in the probability of a reactor trip as a result of normal
condensate system malfunctions would be evaluated under other 10
CFR 50.59 criteria.

Exceeded or altered

Since no design basis limits were identified, this element of the
evaluation is not applicable.

Example 2

The heat transfer-capability of an RHR heat exchanger tube bundle
has degraded, and it is proposed to accept the condition “as-is.”

Identification of design basis limits

The effects of the reduced heat transfer capability would be reviewed.
The direct effect would include the increased temperature of the
suppression pool or containment sump [BWR or PWR, as applicable].
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The indirect effects would include increasing the peak containment
post-accident pressure and increased enthalpy of ECCS flow. The
increased ECCS enthalpy would also affect peak clad temperature
(PCT). Thus, the proposed activity affects two design basis limits:
containment pressure and PCT. In this example, the design basis
Limits would most likely serve as the acceptance criteria for the two
parameters in the LOCA analysis described in the UFSAR. (Most
licensees use containment design pressure and 2200 degrees F for
those values.)

Exceeded or altered

Any increase in peak containment post-accident pressure would be
compared to the design basis limit, in this case, containment design
pressure. If the revised peak post-accident containment pressure
exceeded the design basis limit, then a license amendment would be
required.

On the other hand, PCT is governed by a more specific regulation, 10
CFR 50.46. Therefore, the evaluation under this criterion would not
address the impact on this parameter. Rather, any changes or
corrections to an acceptable evaluation model or application of such a
model that affects the PCT calculation would be evaluated per the
requirements of 10 CFR 50.46(3)(ii).

In this example, the design basis limits for containment pressure or
PCT are not being “exceeded or altered.” Therefore, this element of the
review is not applicable.

Example 3

Recently identified corrosion inside the primary containment has
prompted a re-evaluation of the existing containment design pressure
of 55 psig. This re-evaluation has concluded that a design pressure of
48 psig is the maximum supportable. As the final resolution to the
degraded containment situation, the licensee proposes to reduce the
containment design pressure as reflected in the safety analyses from
55 to 48 psig.

Identification of Design Basis Limit

The affected parameter is post accident peak containment pressure.
This parameter directly affects the containment barrier. Its design
basis limit from the UFSAR is the existing containment design
pressure of 55 psig.
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Exceeded or altered

The design basis limit itself has been “altered” and thus a license
amendment is required. The issue of conservative vs. non-conservative
is not germane to requiring a submittal. That is, prior NRC approval is
required regardless of direction because this is a fundamental change
in the facility’s design.

. 4.3.8 Does the Activity Result in a Departure from a Method of Evaluation
Described in the UFSAR Used in Establishing the Design Bases or in
the Safety Analyses?

The UFSAR contains design and licensing basis information for a nuclear
power facility, including description on how regulatory requirements for
design are met and how the facility responds to various design basis
accidents and events. Analytical methods are a fundamental part of
demonstrating how the design meets regulatory requirements and why the
facility’s response to accidents and events is acceptable. As such, in cases
where the analytical methodology was considered to be an important part of
the conclusion that the facility met the required design bases, these
analytical methods were described in the UFSAR and received varying levels
of NRC review and approval during licensing.

Because 10 CFR 50.59 provides a process for determining if prior NRC
approval is required before making changes to the facility as described in the
UFSAR, changes to the methodologies described in the UFSAR also fall
under the provisions of the 10 CFR 50.59 process, specifically criterion
(©)(2)(viii). In general, licensees can make changes to elements of a
methodology without first obtaining a license amendment if the results are
essentially the same as, or more conservative than, previous results.
Similarly, licensees can also use different methods without first obtaining a
license amendment if those methods have been approved by the NRC for the
intended application.

If the proposed activity does not involve a change to a method of evaluation,
then the 10 CFR 50.59 evaluation should reflect that this criterion is not
applicable. If the activity involves only a change to a method of evaluation,
then the 10 CFR 50.59 evaluation should reflect that criteria 10 CFR
50.59(c)(2)(3—vii) are not applicable.

The first step in applying this criterion is to identify the methods of

evaluation that are affected by the change. This is accomplished during
application of the screening criteria in Section 4.2.1.3.
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Next, the licensee must determine whether the change constitutes a
departure from a method of evaluation that would require prior NRC
approval. As discussed further below, for purposes of evaluations under this
criterion, the following changes are considered a departure from a method of
evaluation described in the UFSAR:

s Changes to any element of analysis methodology that yield results that
are non-conservative or not essentially the same as the results from
the analyses of record.

m Use of new or different methods of evaluation that are not approved by
NRC for the intended application.

By way of contrast, the following changes are not considered departures
from a method of evaluation described in the UFSAR:

m Departures from methods of evaluation that are not described, outlined
or summarized in the UFSAR (such changes may have been screened
out as discussed in Section 4.2.1.3);

m Use of an updated or new NRC-approved methodology (e.g., computer
code) to reduce uncertainty, provide more precise results, or other
reason, provided such use is (a) based on sound engineering practice,
(b) appropriate for the intended application, and (c) within the
limitations of the applicable SER. The basis for this determination
should be documentation in the licensee evaluation.

s Use of a methodology revision that is documented as providing results
that are consistent with or more conservative than either the previous
revision of the same methodology or with another methodology
previously accepted by NRC through issuance of an SER.

Subsection 4.3.8.1 provides guidance for making changes to one or more
elements of an existing method of evaluation used to establish the design
bases or in the safety analyses. Subsection 4.3.8.2 provides guidance for
adopting an entirely new method of evaluation to replace an existing one.
Examples illustrating the implementation of this criterion are provided in
Section 4.3.8.3. ‘
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4.3.8.1 Guidance for Changing One or More Elements of a Method of
Evaluation

The definition of “departure ...” provides licensees with the flexibility to
make changes under 10 CFR 50.59 to methods of evaluation whose results
are “conservative” or that are not important with respect to the
demonstrations of performance that the analyses provide. Changes to
elements of analysis methods that yield conservative results, or results that
are essentially the same would not be departures from approved methods.

Conservative vs. Non-Conservative Results

Gaining margin by changing one or more elements of a method of evaluation
is considered to be a non-conservative change and thus a departure from a
method of evaluation for purposes of 10 CFR 50.59. Such departures require
prior NRC approval of the revised method. Analytical results obtained by
changing any element of a method are “conservative” relative to the previous
results, if they are closer to design bases limits or safety analyses limits (e.g.,
applicable acceptance guidelines). For example, a change from 45 psig to 48
psig in the result of a containment peak pressure analysis (with design basis
limit of 50 psig) using a revised method of evaluation would be considered a
conservative change when applying this criterion. In other words, the

- revised method is more conservative if it predicts more severe conditions
given the same set of inputs. This is because results closer to limiting values
are considered conservative in the sense that the new analysis result
provides less margin to applicable limits for making potential physical or
procedure changes without a license amendment.

In contrast, if the use of a modified method of evaluation resulted in a change
in calculated containment peak pressure from 45 psig to 40 psig, this would
be a non-conservative change. That is because the change would result in
more margin being available (to the design basis limit of 50 psig) for the
licensee to make more significant changes to the physical facility or
procedures.

Essentially the Same”

Licensees may change one or more elements of a method of evaluation such
that results move in the non-conservative direction without prior NRC
approval, provided the revised result is “essentially the same” as the previous
result. Results are “essentially the same” if they are within the margin of
error for the type of analysis being performed. Variation in results due to
routine analysis sensitivities or calculational differences (e.g., rounding
errors and use of different computational platforms) would typically be
within the analysis margin of error and thus considered “essentially the
same.” For example, when a method is applied using a different
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computational platform (mainframe vs workstation), results of cases run on
the two platforms differed by less than 1%, which is the margin of error for
this type of calculation. Thus the results are essentially the same, and do not
constitute a departure from a method that requires prior NRC approval.

The determination of whether a new analysis result would be considered
“essentially the same” as the previous result can be made through
benchmarking the revised method to the existing one, or may be apparent
from the nature of the differences between the methods. When
benchmarking a revised method to determine how it compares to the previous
one, the analyses that are done must be for the same set of plant conditions
to ensure that the results are comparable. Relative to the original method,
the revised method may result in differences in the details, or intermediate
results, of an analysis; however, the end results of the existing and revised

- analyses must be essentially the same.

4.3.8.2 Guidance for Changing from One Method of Evaluation to
Another

The definition of “departure ...” provides licensees with the flexibility to
make changes under 10 CFR 50.59 from one method of evaluation to another
provided that the new method is approved by the NRC for the intended
application. A new method is approved by the NRC for intended application
if it is approved for the type of analysis being conducted, and applicable
terms, conditions and limitations for its use are satisfied.

NRC approval has typically followed one of two paths. Most reactor or fuel
vendors and several utilities have prepared and obtained NRC approval of
topical reports that describe methodologies for the performance of a given
type or class of analysis. Through a Safety Evaluation Report, the NRC-
approved the use of the methodologies for a given class of power plants. In
some cases, the NRC has accorded “generic” approval of analysis
methodologies. Terms, conditions and limitations relating to the application
of the methodologies are usually documented in the topical reports, the SER,
and correspondence between the NRC and the methodology owner that is
referenced in the SER or associated transmittal letter.

The second path is the approval of a specific analysis rather than a more
generic methodology. The NRC’s approval has tended to be limited to a given
plant design and a given application. Again, terms, conditions and
limitations relating to the application of the methodologies are usually
documented in the original license amendment request, the SER, and any -
correspondence between the NRC and the analysis owner that is referenced
in the SER or associated transmittal letter.
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.

It is incumbent upon the user of a new methodology—even one generically
approved by the NRC—to ensure that all conditions and limitations under ,
which the method received NRC approval are identified. The applicable
terms and conditions for the use of a methodology are not limited to a specific
analysis; the qualification of the organization applying the methodology is
also a consideration. Through Generic Letter 83-11, Supplement 1, the NRC
has established a method by which utilities can demonstrate they are
generally qualified to perform safety analyses. Utilities thus qualified can
apply methods that have been reviewed and approved by the NRC, or that
have been otherwise accepted as part of another plant’s licensing basis,
without requiring prior NRC approval. Licensees that have not satisfied the
guidelines of Generic Letter 83-11, Supplement 1, may, of course, continue to
seek plant-specific approval to use new methods of evaluation.

When considering the application of a methodology, it is necessary to adopt
the methodology en toto and apply it consistent with applicable terms,
conditions and limitations. Mixing attributes of new and existing
methodologies is considered a revision to a methodology and must be
evaluated as such per the guidance in Section 4.3.8.1.

Considerations for Determining if New Methodé are Technically Appropriate
for the Intended Application

The following questions highlight important considerations for determining
that a particular application of a different method is technically appropriate
for the intended application, within the bounds of what has been found
acceptable by NRC, and does not require prior NRC approval.

® Is the application of the methodology consistent with the facility’s
licensing basis (e.g., NUREG-0800 or other plant-specific commitments)?
Will the methodology supersede a methodology addressed by other
regulations such as 10 CFR 50.46, 10 CFR 50.55a or the plant Technical
Specifications (Core Operating Limits Report or Pressure/Temperature
Limits Report)? Is the methodology consistent with relevant industry
standards?

If application of the new methodology requires exemptions from
regulations or plant-specific commitments, exceptions to relevant industry
standards and guidelines, or is otherwise inconsistent with a facility’s
licensing basis, then prior NRC approval may be required. The applicable
change process must be followed to make the plant’s licensing basis
consistent with the requirements of the new methodology.
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m If a computer code is involved, has the code been installed in accordance
with applicable software Quality Assurance requirements? Has the plant-
specific model been adequately qualified through benchmark comparisons
against test data, plant data, or approved engineering analyses? Is the
application consistent with the capabilities and limitations of the
computer code? Has industry experience with the computer code been
appropriately considered?

The computer code installation and plant-specific model qualification is
not directly transferable from one organization to another. The
installation and qualification should be in accordance with the licensee’s
Quality Assurance program.

m Is the plant configuration the same as described in the methodology? If
the plant configuration is similar, but not the same, the following types of
considerations should be addressed to assess the applicability of the
methodology:

e How could those differences affect the methodology?
e Are additional sensitivity studies required?
e Should additional single failure scenarios be considered?

e Are analyses of limiting scenarios, effects of equipment failures, etc.,
applicable for the specific plant design?

e Can analyses be made while maintaining compliance with both the
intent and literal definition of the methodology? '

Differences in the plant configurations and licensing bases could invalidate
the application of a particular methodology. For example, the licensing basis
of older vintage plants may not include an analysis of the feedwater line
break event that is required in later vintage plants. Some plants may be
required to postulate a loss of offsite power or a maximum break size for
certain events; other may have obtained exemptions to these requirements
from the NRC. The existence of these differences does not preclude
application of a new methodology to a facility; it only requires the analyst to
thoroughly understand and document the effects of these differences on the
application of the methodology to ensure compliance with the terms,
conditions, and limitations of the NRC approval.

Is the facility for which the methodology has been approved designed and

operated in the same manner as the facility to which the methodology is to be

applied? If the facilities are not designed and operated in the same manner,
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the following types of considerations should be addressed to assess the
applicability of the methodology:

® Isthe equipment the same? Does the equipment have the same
pedigree (e.g., Class 1E, Seismic Category I, etc.)? If similar, but not
the same, what additional allowances must be made? Are the relevant
failure modes and effects analyses the same? If slight modifications to
the methodology are required, are these within the terms, conditions,
and limitations on which NRC approval of the methodology was based?

¢ Even if the basic facility configuration is nearly the same between two
units, differences in plant specific components may make the
application of a methodology to another plant inappropriate. For
example, some plants may have pressurizer power-operated relief
valves that are qualified for water relief; other plants do not. In
addition, plant specific failure modes and effects analyses may reveal
new potential single failure scenarios that were not considered in the
original methodology. The existence of these differences does not
preclude application of a new methodology to a facility; it only requires
the analyst to thoroughly understand the effects of these differences on
the application of the methodology to ensure compliance with the
terms, conditions, and limitations of the NRC approval.

4.3.8.3 EXAMPLES
The following examples illustrate the implementation of this criterion:

Example 1 - The UFSAR states that a damping value of 0.5 percent is used in
the seismic analysis of safety-related piping. The licensee wishes to change
this value to 2 percent to reanalyze the seismic loads for the piping. Using a
higher damping value to represent the response of the piping to the
acceleration from the postulated earthquake in the analysis would result in
lower calculated stresses because the increased damping reduces the loads.
Since this analysis was used in establishing the seismic design bases for the
piping, and since this is a change to an element of the method that is not
conservative and is not essentially the same, this change would requlre prior
NRC approval under this criterion.

On the other hand, had NRC approved an alternate method of seismic
analysis that allowed 2 percent damping provided certain other assumptions
were made, and the licensee used the complete set of assumptions to perform
its analysis, then the 2 percent damping under these circumstances would

not be a departure because this method of evaluation is considered “approved
by the NRC for the intended application.” '
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Example 2 - A facility has a design basis containment pressure limit of 50
psig. The current worst-case design basis accident calculation results in a
peak pressure of 45 psig. The licensee revises the method of evaluation, and
the recalculated result is 40 psig. This change would require prior NRC
approval because the result of the recalculation 1s not conservative. If the
licensee used a different method that was approved by the NRC and met all
the terms and conditions of the method, a recalculated result of 40 psig would
not require prior NRC approval.

Example 3 - A licensee revises the seismic analysis described in the UFSAR
to include an inelastic analysis procedure. This revised method is used to
demonstrate that cable trays have greater capacity than previously
calculated. This change would require prior NRC approval as it would not
produce results that are essentially the same.

Example 4 - Licensee X has received NRC approval for the use of a method of
evaluation at Facility A for performing steamline break mass and energy
release calculations for environmental qualification evaluations. The terms
and conditions for the use of the method are detailed in the NRC SER. The
SER also describes limitations associated with the method. Licensee Y wants
to apply the method at its Facility B. Licensee Y has satisfied the guidelines
of GL 83-11, Supplement 1. After reviewing the method, approved
application, SER and related documentation, to verify that applicable terms,
conditions and limitations are met and to ensure the method is applicable to
their type of plant, Licensee Y conducts a 10 CFR 50.59 evaluation. Licensee
Y concludes that the change is not a departure from a method of evaluation
because it has determined the method is appropriate for the intended
application, the terms and conditions for its use as specified in the SER have
been satisfied, and the method has been approved by the NRC.

Example 5 - The NRC has approved the use of computer code and the
associated analysis of a steamline break for use in the evaluation of
component stresses. A licensee uses the same computer code and analysis
methodology to replace their evaluation of the containment temperature
response. This change would require prior NRC approval unless the
methodology had been previously approved for evaluating containment
temperature response.

APPLYING 10 CFR 50.59 TO COMPENSATORY ACTIONS TO ADDRESS
NONCONFORMING OR DEGRADED CONDITIONS

Three general courses of action are available to licensees to address non-
conforming and degraded conditions. Whether or not 10 CFR 50.59 must be
applied, and the focus of a 10 CFR 50.59 evaluation if one is required, '
depends on the corrective action chosen by the licensee, as discussed below:
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m If the licensee intends to restore the SSC back to its previous condition (as
described in the UFSAR), then this corrective action should be performed
in accordance with 10 CFR 50, Appendix B (i.e., in a timely manner
commensurate with safety). This activity is not subject to 10 CFR 50.59.

m If an interim compensatory action is taken to address the condition and
involves a temporary procedure or facility change,- 10 CFR 50.59 should be
applied to the temporary change. The intent is to determine whether the
temporary change/compensatory action itself (not the degraded condition)
impacts other aspects of the facility or procedures described in the
UFSAR. In considering whether a temporary change impacts other
aspects of the facility, a licensee should pay particular attention to
ancillary aspects of the temporary change that result from actions taken
to directly compensate for the degraded condition.

m If the licensee corrective action is either to accept the condition “as-is”
resulting in something different than described in the UFSAR, or to
change the facility or procedures to something different than described in
the UFSAR, 10 CFR 50.59 should be applied to the corrective action,
unless another regulation applies, e.g., 10 CFR 50.55a. In these cases, the
final resolution becomes the proposed change that would be subject to 10
CFR 50.59.

The following example illustrates the process for implementing a temporary
change as a compensatory measure to address a degraded/non-conforming
condition; '

A level transmitter for one Reactor Coolant Pump (RCP) lower oil reservoir
failed while at power. The transmitter provides an alarm function; but not an
automatic protective action function. The transmitter and associated alarm
are described in the UFSAR, as protective features for the RCPs, but no
technical specification applies. Loss of the transmitter does not result in the
loss of operability for any technical specification equipment. The transmitter
fails in a direction resulting in a continuous alarm in the control room: The
alarm circuitry provides a common alarm for both the upper and lower oil
reservoir circuits, so transmitter failure causes a hanging alarm and a
masking of proper operation of the remaining functional transmitter.
Precautionary measures are taken to monitor lower reservoir oil level as
outlined in the alarm manual using available alternate means. An interim
compensatory action is proposed to lift the leads (temporary change) from the
failed transmitter to restore the alarm function for the remaining functioning
transmitter.
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Lifting the leads is a compensatory action (temporary change) which is
subject to 10 CFR 50.59. The 10 CFR 50.59 screening would be applied to the
temporary change itself (lifted leads) not the degraded condition (failed
transmitter), to determine its impact on other aspects of the facility described
in the UFSAR. If screening determines that no other UFSAR-described SSCs
would be affected by this compensatory action, the temporary change would
screen out, i.e., not require a 10 CFR 50.59 evaluation.

DISPOSITION OF 10 CFR 50.59 EVALUATIONS

There are two possible conclusions to a 10 CFR 50.59 evaluation:

(1) The proposed activity may be implemented without prior NRC approval.
(2) The proposed activity requires prior NRC approval.

Where a change to the technical specifications is required by the proposed
activity, the technical specification change must be approved by the NRC in
accordance with 10 CFR 50.90 prior to implementation. An activity is
considered “implemented” when it provides its intended function, that is,
when it is placed in service and declared operable. Thus a licensee may
design, plan, install, and test a modification prior to NRC approval of the
license amendment provided (1) 10 CFR 50.59 has been applied to aspects of
the modification outside the scope of the license amendment request and (2)
these activities are consistent with applicable Technical Specifications.

For example, a modification to a facility involved the replacement of a train
of a safety system with one including diverse primary components (diesel-
driven pump vice a motor-driven pump). The installation of the replacement
train was largely in a new, separate structure. Ultimately the modification
would require NRC approval because of impacts on the facility technical
specifications as well as due to differences in reliability of the replacement
pump in some situations. There was insufficient time to seek and gain NRC
approval prior to construction. The facility prepared a 10 CFR 50.59
screening to support construction of the stand-alone facility through
preliminary testing. The limited interfaces with the existing facility were
assessed and determined to not affect the facility as described in the UFSAR.
Upon receipt of the license amendment the final tie-in, testing and operation
were fully authorized. 10 CFR 50.59 should be applied to any aspects of the
activity not adequately addressed in the license amendment request and/or
associated Safety Evaluation Report.

For proposed activities that are determined to require prior NRC approval,
there are three possible options:
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(1) Cancel the planned change.

(2) Redesign the proposed activity so that the it may proceed without prior
NRC approval. :

(3) Apply for and obtain a license amendment under 10 CFR 50.90 prior to
implementing the activity. Technical and licensing evaluations
performed for such activities may be used as part of the basis for
license amendment requests.

In resolving degraded or nonconforming conditions, the need to obtain NRC
approval for a change does not affect the licensee's authority to operate the
plant. The licensee-may make mode changes, restart from outages, etc.,
provided that necessary SSCs are operable and the degraded condition is not
in conflict with the technical specifications or the license.

It is important to remember that determining that a proposed activity
requires prior NRC approval does not determine whether it is safe. In fact, a
proposed activity that requires prior NRC approval may significantly
enhance overall plant safety at the expense of a small adverse impact in a -
specific area. It is the responsibility of the utility to assure that proposed
activities are safe, and it is the role of the NRC to confirm the safety of those
activities that are determined to require prior NRC review.

5.0 DOCUMENTATION AND REPORTING

10 CFR 50.59(d) requires the following documentation and recordkeeping:

(1) The licensee shall maintain records of changes in the facility, of changes
in procedures, and of tests and experiments made pursuant to paragraph
(c) of this section. These records must include a written evaluation which
provides the bases for the determination that the change, test or
experiment does not require a license amendment pursuant to paragraph
(©)(2) of this section.

(2) The licensee shall submit, as specified in § 50.4, a report containing a
brief description of any changes, tests, and experiments, including a
summary of the evaluation of each. A report must be submitted at
intervals not to exceed 24 months.

(3) The records of changes in the facility must be maintained until the
termination of a license issued pursuant to this part or the termination of
a license issued pursuant to 10 CFR Part 54, whichever is later. Records
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of changes in procedures and records of tests and experiments must be
maintained for a period of 5 years.

The documentation and reporting requirements of 10 CFR 50.59(d) apply to
activities that require evaluation against the eight criteria of 10 CFR
50.59(c)(2) and are determined not to require prior NRC approval. That is,
the phrase in 10 CFR 50.59(d)(1), “made pursuant to paragraph (c),” refers to
those activities that were evaluated against the eight evaluation criteria
(because, for example, they affect the facility as described in the UFSAR), but
not to those activities or changes that were screened out. Similarly,
documentation and reporting under 10 CFR 50.59 is not required for
activities that are canceled or that that are determined to require prior NRC
approval and are implemented via the license amendment request process.

Documenting 10 CFR 50.59 Evaluations

In performing a 10 CFR 50.59 evaluation of a proposed activity, the evaluator
must address the eight criteria in 10 CFR 50.59(c)(2) to determine if prior
NRC approval is required. Although the conclusion in each criterion may be
simply "yes," "no," or “not applicable,” there must be an accompanying
explanation providing adequate basis for the conclusion. Consistent with the
intent of 10 CFR 50.59, these explanations should be complete in the sense
that another knowledgeable reviewer could draw the same conclusion.
Restatement of the criteria in a negative sense or making simple statements
of conclusion is not sufficient and should be avoided. It is recognized,
however, that for certain very simple activities, a statement of the conclusion
with identification of references consulted to support the conclusion would be
adequate and the 10 CFR 50.59 evaluation could be very brief.

The importance of the documentation is emphasized by the fact that
experience and engineering knowledge (other than models and experimental
data) are often relied upon in determining whether evaluation criteria are
met. Thus the basis for the engineering judgment and the logic used in the
determination should be documented to the extent practicable and to a
degree commensurate with the safety significance and complexity of the
activity. This type of documentation is of particular importance in areas
where no established consensus methods are available, such as for software
reliability, or the use of commercial-grade hardware and software where full
documentation of the design process is not available.

Since an important goal of the 10 CFR 50.59 evaluation is completeness, the
items considered by the evaluator must be clearly stated.
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Each 10 CFR 50.59 evaluation is unique. Although each applicable criteria
must be addressed, the questions and considerations listed throughout this
guidance document to assist evaluating the criteria are not requirements for
all evaluations. Some evaluations may require that none of these questions
be addressed while others will require additional considerations beyond those
addressed in this guidance.

When preparing 10 CFR 50.59 evaluations, licensees may combine responses
to individual criteria or reference other portions of the evaluation.

As discussed in Section 4.2.3, licensees may elect to use screening criteria to
limit the number of activities for which written 10 CFR 50.59 evaluations are
performed. A documentation basis should be maintained for determinations
that the changes meet the screening criteria, i.e., screen out. This
documentation does not constitute the record of changes required by 10 CFR
50.59, and thus is not subject to the recordkeeping requirements of the rule.

Reporting to NRC

A summary of 10 CFR 50.59 evaluations for activities implemented under 10
CFR 50.59 must be provided to NRC. Activities that were screened out,
canceled or implemented via license amendment need not be included in this
report. The 10 CFR 50.59 reporting requirement (every 24 months) is
identical to that for UFSAR updates such that licensees may provide these
reports to NRC on the same schedule.
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Appendix A

10 CFR 50.59 Changes, tests, and experiments.

(a) Definitions for the purposes of this section:

(1) Change means a modification or addition to, or removal from, the facility or
procedures that affects a design function, method of performing or controlling
the function, or an evaluation that demonstrates that intended functions will
be accomplished.

(2) Departure from a method of evaluation described in the FSAR (as updated)
used in establishing the design bases or in the safety analyses means (i)
changing any of the elements of the method described in the FSAR (as
updated) unless the results of the analysis are conservative or essentially the
same; or (ii) changing from a method described in the FSAR to another
method unless that method has been approved by NRC for the intended
application.

(3) Facility as described in the final safety analysis report (as updated means:

(1)The structures, systems, and components (SSC) that are described in the
final safety analysis report (FSAR) (as updated),

(1) The design and performance requirements for such SSCs described in the
FSAR (as updated), and

(ii1)The evaluations or methods of evaluation included in the FSAR (as updated)
for such SSCs which demonstrate that their intended function(s) will be
accomplished.

(4) Final Safety Analysis Report (as updated) means the Final Safety Analysis
Report (or Final Hazards Summary Report) submitted in accordance with §
50.34, as amended and supplemented, and as updated per the requirements of
§ 50.71(e) or § 50.71(f), as applicable.

(5) Procedures as described in the final safety analysis report (as updated) means
those procedures that contain information described in the FSAR (as updated)
such as how structures, systems, and components are operated and controlled
(including assumed operator actions and response times).

(6) Tests or experiments not described in the final safety analysis report (as
updated) means any activity where any structure, system, or component is
utilized or controlled in a manner which is either:

(1) Outside the reference bounds of the design bases as described in the ﬁnal .
safety analysis report (as updated) or
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(i) Inconsistent with the analyses or descriptions in the final safety analysis
report (as updated).

(b) Applicability. This section applies to each holder of a license authorizing
operation of a production or utilization facility, including the holder of a license
authorizing operation of a nuclear power reactor that has submitted the
‘certification of permanent cessation of operations required under § 50.82(a)(1) or
a reactor licensee whose license has been amended to allow possession but not
operation of the facility.

(©) (1) A licensee may make changes in the facility as described in the final safety
analysis report (as updated), make changes in the procedures as described in the
final safety analysis report (as updated), and conduct tests or experiments not
described in the final safety analysis report (as updated) without obtaining a
License amendment pursuant to § 50.90 only if:

(1) A change to the technical specifications incorporated in the license is not
required, and

(i) The change, test, or experiment does not meet any of the criteria in
paragraph (c)(2) of this section.

(2) A licensee shall obtain a license amendment pursuant to § 50.90 prior to
implementing a proposed change, test, or experiment if the change, test, or
experiment would:

(1) Result in more than a minimal increase in the frequency of occurrence of
an accident previously evaluated in the final safety analysis report (as
updated);

(i) Result in more than a minimal increase in the likelihood of occurrence of a
malfunction of a structure, system, or component (SSC) important to
safety previously evaluated in the final safety analysis report (as
updated);

(iii) Result in more.than a minimal increase in the consequences of an accident
previously evaluated in the final safety analysis report (as updated);

(iv) Result in more than a minimal increase in the consequences of a
malfunction of an SSC important to safety previously evaluated in the
final safety analysis report (as updated);

(v) Create a possibility for an accident of a different type than any previously
evaluated in the final safety analysis report (as updated);

(vi) Create a possibility for a malfunction of an SSC important to safety with a
different result than any previously evaluated in the final safety analysis
report (as updated);

(vi) Result in a design basis limit for a fission product barrier as described in
the UFSAR being exceeded or altered; or
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(vm) Result in a departure from a method of evaluation described in the FSAR
(as updated) used in establishing the design bases or in the safety
analyses

(3) In implementing this paragraph, the FSAR (as updated) is considered to
include FSAR changes resulting from evaluations performed pursuant to this
section and analyses performed pursuant to § 50.90 since submittal of the last
update of the final safety analysis report pursuant to § 50.71 of this part.

(4) The provisions in this section do not apply to changes to the facility or
procedures when the applicable regulations establish more specific criteria for
accomplishing such changes.

(d) (1) The licensee shall maintain records of changes in the facility, of changes in
procedures, and of tests and experiments made pursuant to paragraph (c) of this
section. These records must include a written evaluation which provides the
bases for the determination that the change, test or experiment does not require
a license amendment pursuant to paragraph (c)(2) of this section.

(2) The licensee shall submit, as specified in § 50.4, a report containing a brief
description of any changes, tests, and experiments, including a summary of
the evaluation of each. A report must be submitted at intervals not to exceed
24 months.

(3) The records of changes in the facility must be maintained until the
termination of a license issued pursuant to this part or the termination of a
license issued pursuant to 10 CFR Part 54, whichever is later. Records of
changes in procedures and records of tests and experiments must be
maintained for a period of 5 years.
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Appendix B

10 CFR 72.48 Changes, tests, and experiments.

(a) Definitions for the purposes of this section:

(1) Change means a modification or addition to, or removal from, the facility or
spent fuel storage cask design or procedures that affects a design function,
method of performing or controlling the function, or an evaluation that
demonstrates that intended functions will be accomplished.

(2) Departure from a method of evaluation described in the FSAR (as updated)
used in establishing the design bases or in the safety analyses means (i)
changing any of the elements of the method described in the FSAR (as
updated) unless the results of the analysis are conservative or essentially the
same; or (ii) changing from a method described in the FSAR to another
method unless that method has been approved by NRC for the intended
application.

(3) Facility means either an independent spent fuel storage installation (ISFSI)
or a Monitored Retrievable Storage facility( MRS).

(4) The facility or spent fuel storage cask design as described in the Final Safety
Analysis Report (FSAR) (as updated) means:

() The structures, systems, and components (SSC) that are described in the
FSAR (as updated),

(i1) The design and performance requirements for such SSCs described in the
FSAR (as updated), and '

(iii) The evaluations or methods of evaluation included in the FSAR (as
updated) for such SSCs which demonstrate that their intended function(s)
will be accomplished.

(5) Final Safety Analysis Report (as updated) means:

(i) For specific licensees, the Safety Analysis Report for a facility submitted
and updated in accordance with § 72.70;

(i) For general licensees, the Safety Analysis Report for a spent fuel storage
cask design, as amended and supplemented; and :

(1) For certificate holders, the Safety Analysis Report for a spent fuel storage
cask design submitted and updated in accordance with § 72.248.

(6) Procedures as described in the Final Safety Analysis Report (as updated)
means those procedures that contain information described in the FSAR (as
updated) such as how SSCs are operated and controlled (including assumed
operator actions and response times).
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(7)  Tests or experiments not described in the Final Safety Analysis Report (as
updated) means any activity where any SSC is utilized or controlled in a
manner which is either:

(1) Outside the reference bounds of the design bases as described in the
FSAR (as updated) or

(i) Inconsistent with the analyses or descriptions in the FSAR (as updated).
(b) This section applies to:
(1) Each holder of a general or specific license issued under this part, and
(2) Each holder of a Certificate of Compliance (CoC) issued under this part.

(¢) (1) A licensee or certificate holder may make changes in the facility or spent fuel
storage cask design as described in the FSAR (as updated), make changes in the
procedures as described in the FSAR (as updated), and conduct tests or
experiments not described in the FSAR (as updated), without obtaining either (i)
A license amendment pursuant to § 72.56 (for specific licensees) or (ii) A CoC
amendment submitted by the certificate holder pursuant to § 72.244 (for general
licensees and certificate holders) if:

(A)A change to the technical specifications incorporated in the specific license
is not required; or

(B)A change in the terms, conditions, or'speciﬁcations incorporated in the CoC
1s not required; and

(C) The change, test, or experiment does not meet any of the criteria in
paragraph (c)(2) of this section.

(2) A specific licensee shall obtain a license amendment pursuant to § 72.56, a
certificate holder shall obtain a CoC amendment pursuant to § 72.244, and a
general licensee shall request that the certificate holder obtain a CoC
amendment pursuant to § 72.244, prior to implementing a proposed change, test,
or experiment if the change, test, or experiment would:

(D Result in more than a minimal increase in the frequency of occurrence of
an accident previously evaluated in the FSAR (as updated);

(i) Result in more than a minimal increase in the likelihood of occurrence ofa
malfunction of a system, structure, or component (SSC) important to
safety previously evaluated in the FSAR (as updated);

(111)) Result in more than a minimal increase in the consequences of an accident
previously evaluated in the FSAR;

(iv) Result in more than a minimal increase in the consequences of a
malfunction of an SSC important to safety previously evaluated in the
FSAR (as updated);
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(v) Create a possibility for an accident of a different type than any previously
evaluated in the FSAR (as updated);

(vi) Create a possibility for a malfunction of an SSC important to safety with a
different result than any previously evaluated in the FSAR (as updated);

(vii) Result in a design basis limit for a fission product barrier being exceeded
or altered as described in the FSAR (as updated); or

(viii) Result in a departure from a method of evaluation described in the FSAR
(as updated) used in establishing the design bases or in the safety
analyses.

(3) In implementing this paragraph, the FSAR (as updated) is considered to
include FSAR changes resulting from evaluations performed pursuant to this
section and analyses performed pursuant to §§ 72.56 or 72.244 since the last
update of the FSAR pursuant to §§ 72.70, or 72.248 of this part.

(4) The provisions in this section do not apply to changes to procedures when the
applicable regulations establish more specific criteria for accomphshmg such
changes.

(d) (1) The licensee and certificate holder shall maintain records of changes in the
facility or spent fuel storage cask design, of changes in procedures, and of tests
and experiments made pursuant to paragraph (c) of this section. These records
must include a written evaluation which provides the bases for the determination
that the change, test, or experiment does not require a license or CoC amendment
pursuant to paragraph (c)(2) of this section.

(2) The licensee and certificate holder shall submlt as specified in § 72.4, a report.
containing a brief descrlptmn of any changes, tests, and experiments,
including a summary of the evaluation of each. A report shall be submitted at
intervals not to exceed 24 months.

(3) The records of changes in the facility or spent fuel storage cask design shall be
maintained until:
(1)Spent fuel is no longer stored in the facility or the spent fuel storage cask
design is no longer being used, or v
(11)The Commission terminates the license or CoC issued pursuant to this part.

(4) The records of changes in procedures and of tests and experiments shall be
maintained for a period of 5 years.

(5) The holder of a spent fuel storage cask design CoC, who permanently ceases
operation, shall provide the records of changes to the new certificate holder or to
the Commission, as appropriate, in accordance with § 72.234(d)(3).

(6) (1) A general licensee shall provide a copy of the record for any changes to a spent
fuel storage cask design to the apphcable certificate holder within 60 days of
implementing the change.
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(i) A specific licensee using a spent fuel storage cask design, approved pursuant

to subpart L of this part, shall provide a copy of the record for any changes to

a spent fuel storage cask design to the applicable certificate holder within 60
days of implementing the change.

(i) A certificate holder shall provide a copy of the record for any changes to a

spent fuel storage cask design to any general or specific licensee using the
cask design within 60 days of implementing the change.

76



-

e

53582

Federal Register/Vol. 64, No. 191/Monday, October 4, 1999/Rules and Regulations

List of Subjects in 5 CFR Parts 831 and
842

Administrative practice and
procedure, Air traffic controllers.
Alimony, Claims, Disability benefits,
Firefighters, Government employees.
Income taxes, Intergovernmental
relations, Law enforcement officers,
Pensions, Reporting and recordkeeping
requirements, Retirement.

Office of Personnel Management.
Janice R. Lachance,
Director.

Accordingly. OPM is amending parts
831 and 842 of title 5. Code of Federal
Regulations, as follows:

PART 831—RETIREMENT

1. The authority citation for part 831
is revised to read as follows:

Authority: 5 U.S.C. 8347: §831.102 also
issued under 5 U.S.C. 8334: §831.106 also
issued under 5 U.S.C. 552a: §831.114 also
issued under 5 U.S.C. 8336(d}(2). Pub. L.
105-174. 112 Stat. 91: §831.201(b}(1} also
issued under 5 U.S.C. 8347(g): §831.201(b){6}
also issued under 5 U.S.C. 7701(b}(2):
§831.201(g) also issued under sections
11202(f), 11232(e). and 11246(b) of Pub. L.
105-33. 111 Stat. 251: § 831.204 also issued
under section 102(e) of Pub. L. 104-4. 109
Stat. 102. as amended by section 153 of Pub.
L. 104—-134. 110 Stat. 1321:88.31.303 also
issued under 3 U.S.C. 8334(d)(2): ¥ 831.502
also issued under 5 U.S.(0. 8337 831502
also issued under section 1(3). E.O. 11228, 3
CFR 1964-1965 Comp.: § 831.663 also issued
under 5 U.S.C. 8339(j} and (R){2): $%841.663
and 831.664 also issued under section 11004
{c)(2) of Pub. L. 103-66. 107 Stal. 412:
§831.682 also issued under section 201id) of
Pub. L. 99-251, 100 Stat. 23: subpart § also
issued under 3 U.S.C. 8343(k): subpart Vaisn
issued under 3 U.S.C. 83434 and section 6001
of Pub. L. 100-203. 101 Stat 1330-275.
§831.2203 also issund under section
7001(a)(4) of Pub. L. 101-508. 104 Stat
1388-328.

Subpart A—Administration and
General Provisions

§831.108 [Removed]

2. Section 831.108 is removed.

3. In §831.114. paragraphs{b}{4) and
(c)(2)(iii) are revised to read as tollows:

§831.114 Early retirement-major
reorganization, major reduction in force. or
major transfer of function

* * * * x*

(b] x * %

(4) OPM mav approve an agency's
request for voluntary early retirement
authority to cover the entire period of
the major reduction in force. major
reorganization. or major transfer of
function; or through the end of each
fiscal vear. whichever is less.

(C) *k  k *

(2) * k Kk

(iii) The time period during which
voluntary early retirement will be
offered. At the agency’s discretion, the
agency may request \I:qluntar.s{.earl)'
retirement authority to cover the entire
period of the major reduction in force.
major reorganization, or major transfer
of function: or through the end of the
fiscal vear, whichever is less.

* * * * *

PART 842—FEDERAL EMPLOYEES
RETIREMENT SYSTEM—BASIC
ANNUITY

4. The authority citation for part 842
is revised to read as follows:

Authority: 5 U.S.C. 8461(g): §§842.104 and
842.106 also issued under 5 U.S.C. 8461(n):
§842.105 also issued under 5 U".S.C.
8402{c)(1) and 7701(b)(2): §842.106 also
issued under section 102{e) of Pub. L. 104~
8. 109 Stat. 102, as amended by section 153
of Pub. L. 104=134. 110 Stat. 1321: §842.107
also issued under sections 11202{f). 11232{e).
and 11246(0) of Pub. 110533, 111 St
231 8 B42.2 13 alsa issued under 3 U500
B3 14(b)(1UB). Pub. L. 103-174. 112 Stat. 91
§8§ 842,604 and 842611 also issued under 3
{.S.C. H417: $ 842,607 also issued under 3
U850, 8416 and 8417: §842.6 14 also issued
under 3 1800 8419 § 842,615 also is~ued
ander 3 1S 00 H318. 8 842708 also dssted
ander section T00Hali4) of Pub. L 101=308:
842707 giseoasued under section BUG1T of
Pun, Lo 100=203 3 842 T08 aiso ossued under
seclion 4003 oF Puiy L 101=-239 and section
Ton1 ot Pub Loroi=308: subpart Hoalso
issued under 50 85001104

Subpart B—Eligibility
§842.205 {[Removed]
5. Section 842 203 i~ removed.

&, s 842,21 3. paragraphs (bitd) and
SV are rovised Lo read as follows:

§842.213 Early retirement-major
reorganization. major reduction in force. or
major transfer of function

- « . . .

11 OPM mav approve-an agency’s
request for voluntary early retirement
authority 1o cover the entire period of
the major reduction in force, mdjor
reoradnizdtion. or major transfer of
tunction: or through the end of each
{iscal vear. whichever is less.

R
S I T

iiii) The time period during which
voluntary early retirement will be
otfered. At the agency's discretion, the
agency mayv request voluntary carly
retirement authority to cover the-entire
period of the major reduction in force.
mdjor reorganization. or major transfer

of function: or through the end of the
fiscal vear. whichever is less.

* * * * *

|FR Doc. 99-25707 Filed 10-1-99: 8:45 am}
BILLING CODE 6325-01:U -

NUCLEAR REGULATORY
COMMISSION

10 CFR Parts 50 and 72
RIN 3150-AF94

Changes, Tests, and Experiments

AGENCY: Nuclear Regulatory
Commission.

ACTION: Final rule.

SUMMARY: The Nuclear Regulatory
Commission (NRC) is amending its
regulations concerning the authority for
licensees of production or utilization
facilities. such as nuclear reactors, and
independent spent fuel storage facilities.
and for certificate holders for spent fuel
storage casks. to make changes to the
facilitv or procedures, or to conduct
tests or experiments. without prior NRC
approval. The final rule clarifies the
specific tvpes of changes. tests. and
experiments conducted at a licensed
facility or by a certificate holder that
require evaluation. and revises the
criteria that licensees and certificate
holders must use to determine when
NRC approval is needed before such
changes. tests, or experiments can be
implemented. The final rule also adds
definitions for terms that have been
subject to differing interpretations, and
reorganizes the rule language for clarity.
Additionally. the final rule grants in
part and denies in part. a petition for
rulemaking (PRM-72-3) submitted by
Afs. Fawn Shillinglaw on December 9.
1995. This notice constitutes final NRC
action on this petition.
EFFECTIVE DATE: The amendments to
sections 72.3, 72.9, 72.24, 72.56, 72.70,
72 80. 72.86. 72.244. 72.246. 72.248 of
this rule are effective February 1, 2000.
Sections 50.59. 50.66. 50.71(e), and
50.90 become effective 90 davs after
issuance of applicable regulatory
guidance. The NRC will publish a
document in the Federal Register that
announces the issuance of the
regulatory guidance and specifies that
the final rule becomes effective in 90
davs. Section 72.212 and the
amendments to 72.48 are effective April
5.2001.
FOR FURTHER INFORMATION CONTACT:
Eileen McKenna. Office of Nuclear
Reactor Regulation, U.S. Nuclear
Regulatory Commission, Washington,
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DC 20555-0001, telephone (301) 415~
2189; e-mail: emm@nrc.gov.
SUPPLEMENTARY INFORMATION:
1. Background
1I. Comments and resolution on proposed
rule topics
A. Organization of the rule requirements

B. Change to the facility as described in the

Safety Analysis Report
B.1 Definition of change
B.2 Definition of facility
C. Change to the procedures as described
in the safety analysis report
D. Tests and experiments not described in
the final safety analvsis report
E. Safetv analysis report
F. Minimal increase principle
G. Section 50.59(c)(2) criteria on increases
in probability or consequences
H. Possibility of an accident of a different
type from any previously evaluated in
the final safety analysis report (as
updated) is created
. Possibility of a malfunction of a
structure, system, or component
important to safety with a different result
fram any previously evaluated in the
final safety analvsis report {as updated)
is created
J. Replacement criteria for “margin of
safety as defined in the basis for anv
technical specification is reduced”
K. Safety evaluatinn
L. Reporting and recordheeping
l‘eqmremenh‘
M. Nossignificant Bazands considerataon
determination~
N. Part 52 changes
().1 Part 72 changes .
0.2 Petition tor Rulemaking {(PRM-72-3:
0.3 Part 71 (Transportationj Comments
P. Other topics discussed in the notice 4nd
comments not related to preceding tore
areas
Q Enforcement policy
R. Implementation
I11. Section by section anaivsis
V. Finding of ne sianifioan »nvman
impact
V. Paperwork Redu: fon Act statement
VI Regulatory anaivsis
V1L Regulatory Flexainhits terninogre
VI Backfit anaiv<is

—

[X. Smal! Business Reguarary piing eme”
Fatrness At

X. Nationa!l Technonnn Dranster oo
Advancement A

X1 Criminal pensiores

XIL Compatibiiitn ot Naoveemens Sty

Roguldnons

List f Subiects
I. Background

The existing requirements Javernims
the authority of production and
utilization facility licensees to make
changes to their facilities and
proce’durs‘s. or to conduct tests or
experiments. without prior NRC
approval are contained in 10 CFR 50 54
Comparable provisions exist in §72.48
for licensees of facilities for the
independent storage of spent nuclear
fuel and high-level radioactive waste.

These regulations provide that licensees
may make changes to the facility or
procedures as described in the safety
analysis report (SAR), or conduct tests
or experiments not described in the
safety analysis report, without prior
Commission approval, unless the
proposed change, test, or experiment
involves a change to the Technical
Specifications (TS) incorporated in the
license or an unreviewed safety
question. Section 50.59(a)(2), as
codified, states the following:

A proposed change, test, or experiment
shall be deemed to involve an unreviewed
safety question (i) if the probability of
occurrence or the consequences of an
accident or malfunction of equipment
important to safety previously evaluated in
the safety analysis report may be increased:
or (ii) if a possibility for an accident or
malfunction of a different type than any
evaluated previously in the safety analysis
report may be created: or (iii) if the margin
of safety as defined in the basis for any
technical specification is reduced.

The rule also specifies recordkeeping
and reporting requirements associated
with such changes. tests. or
experiments.

Sectinn 50.59 was promulgated in
1962 to allow licensees to make certain
changes that affect svstems. structures.
compuonents (SSC). or procedures
described in the SAR without prior
pproval. provided certain conditions
were met. [n 1968, the rule was revised
to modifv some of the criteria for
determining whether prior NRC
approval was required. The intent of the
§50.59 process is to permit licensees to
m.ke changes to the facility, provided
the changes maintain acceptable levels
-f <afory as documented in the SAR. The
precess was thus structured around the
'wo-nsnrz approach of design basis
~onte anticipated operatinnal

crmones and accidents), safety-
o4 mutization svstems. and
seoquence calculations for the design
hasis accidents.

On October 21, 1998 (63 FR 56098).
the NRU published a proposed rule to
rovice §850.59 and 72.48 to address a
aumber of issues concerning
;mplementation of the current rule. and
~uitability of the criteria used to
determine when an unreviewed safetv
question exists. Conforming changes
wwore proposed in other portions of the
rogulations. including §§50.66. 30.71(el.
and 50.90 for production and utilization
facilities licensed under part 30.
Conforming changes were also proposed
oy T2.212(bi4).

The Commission proposed to make
similar changes to appendices A and B

of part 52. the standard design
certifications for the ABWR and CE

System 80+ designs respectively. These
regulations contain a change control
process similar to that in § 50.59. As
noted in Section N, *“Part 52 changes”
below. the Commission has decided to
defer consideration of any changes to
part 52 until a later date.

In addition, the Commission proposed
to make parallel changes applicable to
independent spent fuel storage
installations (ISFSIs) licensed in
accordance with part 72. As part of the
proposed changes to part 72, the
Commission also proposed to extend the
change control authority granted to
ISFSI or monitored retrievable storage
(MRS} license holders {in § 72.48) to
holders of NRC Certificates of
Compliance (CoC) for a spent fuel
storage cask design.

I1. Comments and Resolution on
Praposed Rule Topics

The 60-day comment period for the
proposed rule closed on December 21,
1998. Comments were received from 60
organizations or individuals. Copies of
the comments are available for public
inspection and copying for a fee at the
Commission's Public Document Room,
located at 2120 L Street, NW.,
Washington DC. All comments were
considered in formulating the final rule.
The comments were submitted by 35
utilities with power reactor facilities; 2
representatives of nonpower reactor
licensees; 3 law firms representing
several utilities; 2 submittals from the
Nuclear Energy Institute (NEI); the U. S.
Enrichment Corporation; a nuclear
industry group; 6 nuclear utility
vendors, service companies or
consultants: 4 vendors or service
companies for spent fuel storage casks:
and 6 individuals. Forty commenters
endorsed (sometimes with further
comments) the NEI comments. NEI
stated in its comment letter that it
generally supports the Commission’s
intent of the proposed rule but had a
number of comments or modifications
for certain specific provisions of the rule
that it wished the Commission to
consider in preparing the final rule. Of
those commenters who did not endorse
the NEI comments. most supported the
concept of the proposed rule, and made

recommendations to enhance or modify
certain elements of the rule. A few
commenters stated that the rule revision
was unnecessary and presented
supporting arguments. These
commenters felt that the Commission
should endorse NE1 86-07 “Guidelines
for 10 CFR 50.59 Safety Evaluations.” as
being sufficient to satisfy the existing
rule requirements. Many of the other
comments related to the content of
regulatory guidance, suggesting that
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examples be provided to amplify
particular points.

In the following sections, the NRC
presents a discussion and resolution of
the public comments, and the final
rulemaking language in a form that
parallels the order of discussion of
issues in the proposed rulemaking. The
organizational changes are discussed
first, followed by discussion of the
revised provisions in the rule. Although
the discussion of many of the topics
specifically focuses upon § 50.59, these
matters are equally applicable to
§ 72.48, except as noted. Topics not
related to particular rule sections are at
the end of this discussion.

A. Organization of the Rule
Requirements

(1) Definitions

In the proposed rule, the Commission
added a new paragraph (a} to § 50.59
that contains a number of definitions for
terms used in the rule. The Commission
sought comment on the need for
definitions as well as on the specific
definitions offered for the terminology.
Most commenters did not explicitly
address whether they thought
definitions were needed. One
commenter thought that adding
definitions only added confusion.
Another stated that although the terms
in the rule need to be defined. having
them in the rule means that any
subsequent changes in interpretation
would require rulemaking. The
Commission believes that having the
definitions in the rule adds clarity that
improves implementation of the rule.
and, in some cases, are necessarv for
completeness of requirements.
Therefore the Commission has retained
several definitions in the final rule in
§§50.59(a) and 72.48(a). The speaific
definitions are discussed in subsequent
sections.

(2) Applicability

The Commission proposed to place all
of the provisions concerning
applicability of the rule presently
contained in several subsections into
§50.59(b), which is clearly labeled
“Applicability.” The rule applies to
production and utilization facilities
(including power and non-power
reactors) that are authorized to operate.
and reactors {both power and non-
power) that have permanently ceased
operations. The few commenters who
addressed this topic were supportive of
this proposal. The final rule iz
unchanged from the proposed cule in
this regard (except that § 72.48 now
explicitly has a section with this
designation for consistency).

(3) Form of Prior Commission Approval

In the proposed rule, the Commission
combined §§50.59 (a) and (c) and
revised the regulation to state more
clearly that a licensee must apply for
and obtain a license amendment.
pursuant to §50.90, before
implementing changes, tests, or
experiments that involve either a change
to the TS or that satisfy any of the
criteria listed in new section 50.59(c)(2).
In addition, the Commission proposed
relocating an existing provision that
refers to changes to the TS not
associated with a change, test, or
experiment from §50.59 to §50.90.
Parallel changes to § 72.48 and §72.56
were also proposed.

One aspect of the proposed rule that
drew comment concerned the
requirement to obtain a license
amendment before implementing a
change that involves a change to TS or
meets § 50.59(c)(2) criteria. In particular.
for those instances in which a licensee
wishes to make a modification to the
facility, the use of which would require
a TS change (or meet one of the other
criteria), the commenters believe that it
is acceptable for a licensee to install and
test such a modification. as long as such
activities themselves do not place the
facility in ¢ condition for which NRC
review is needed. and as long as the
modification is not actually used until
the amendment review has been
completed. These commenters believe
that waiting for NRC approval for use of
such modifications betore beginning any
installation activity is unduly
restrictive. Tvpically this question arises
for plant modifications and installations
ot complex engineering changes which
mav tike menths ar vedr< to« omplete

It the Comiission's view, the
acceptabniine ot such activities depends
upon the meaning of “implementation”
and of which spect of the change
requires NRC approval. If installing the
muodificatinn. or testing it after
installation would violate a TS. NRC
approval iof both the modification and
the revised TSt would be needed before
the change is implemented. In addition.
the licensee would need to determine
whether the test itself meets the criteria
in §50.59 su that prior NRC approval of
the test is nat required. For changes that
are not inconsistent with existing TS.
hut for which the licensee plans to
submit an amendment to later revise TS
to allow use of the modification (as for
instance a modification that may permit
loss restrictive TS requirements).
proceeding with the installation. before
the approval is received. is at the
licensee's own risk with respect to
whether the Commission will approve

use of the modification. If the NRC finds
the proposed TS or the modification
unacceptable, the licensee would need
to appropriately revise the modification
or may be unable to reap the expected
benefits. If the licensee establishes that
installation and testing of a modification
do not require approval, but its use in
facility operations would, NRC approval
would be needed before the
modification could be put into effect.
With these clarifications, the
Commission accepts the comments on
this aspect. The final rule text is
unchanged from that offered in the
proposed rule.

{4) Criteria for Needing Commission
Approval of Changes. Tests. and
Experiments and Unreviewed Safety
Question (USQ) Designation

In the proposed rule, the Commission
proposed to remove the reference to the
term “unreviewed safety question' and
instead refer to the need to obtain a
license amendment. The Commission
concluded that this terminology has
sometimes led to confusion about the
purpose of the evaluation required by
§50.59. The purpose is to identify
possible changes that might affect the
basis for licensing the facility so that
anv changes that might pose a safety
concern are reviewed by NRC to confirm
their safety before implementation. To
avoid confusion between a
determination of safety and a
determination of the need for NRC
approval, the Commission is removing
the term “unreviewed safety question.”
In addition. the Commission proposed
to list the criteria (in the new
§50.59(c)(2)) that. if met, would require
prior Commission approval for a
propused change. which would be in
the form of a license amendment. In the
proposed rule. the compound
statements contained within the
evaluation criteria of the current rule
were separated into several individual
criteria. The deletion of the term
“unreviewed safetv question’ also
required a number of conforming
changes to other parts of the regulations.

Commenters generally supported
these proposed changes. A few
commenters stated that the
supplementary information should
explain that existing guidance referring
to "USQ" (such as Generic Letter 91-18.
Revision 1). is still applicable. Further,

commenters stated that a simple process
should be established by which licensee
technical specifications that use the
term “USQ" could be revised.

The Commission agrees that the term
U'SQ was used as a convenience o
describe those changes that met the rule
criteria for prior NRC review and

\
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approval, and that any guidance
referring to the same category of plant
changes is equally valid for describing
plant changes that would require prior
NRC review and approval under the
revised § 50.59(c)(2).

The Commission considered the
merits of including specific language in
§ 50.59 that would address this point,
but ultimately did not include such
language for a number of reasons. First,
the NRC official record copy would not
be modified if licensees made changes
on their own (in accordance with the
rule language). Second. the intent of the
specific provision would be to permit
such changes; however, the fact that the
provision is contained in the rule may
make it a requirement to do so. This is
clearly an unintended consequence and
argues against including such language.
Finally, since there is no practical effect
of the wording as contained within the
TS, there is no compelling reason why
licensees would need to promptly
conform the wording of their TS. For
administrative convenience, the NRC
requests that upon such occasion as
those sections of the TS require NRC

approval for other reasons or a licensee
is requesting a license amendment in
some other area of the TS. the licensee
should include anv necessarv changes
to the existing TS language to bring the
plant-specific technical specifications
into conformance with the rule
language. Such changes could be made
at any time if a general formulation of
the requirement is used. as for example.
replacing "USQ" with “requires NRC
approval pursuant to §50.59." Since
these are viewed as editorial changes
only, effectiveness of the existing TS i~
not impacted. The tmplementation
period of the rule will aive reasonahie
opportunity to assure that the techniv
specifications are appropriatels
modified without the need e
separate amendment roguaes!

(5) Changes in the Scape of the Rule

The Commission solicited publi
comment on the need to et ise the
scope of the rule in the notice for the
proposed rule Spraioadiv the
Commission asked whether the scope
the rule should be linked to the final
safetv analvsis report FSAR
updated. ar should the tocus of the rue
be linked to another <ot of reauiaton
requirements.

Onlyv a few commenters indicated
interest in a redefinition of the scope o
the rule. These commuenters suzgested
thdt any attempt to redefine the scope o
the rule should be considered as part of
a longer term revision that might be part
of staff efforts to make the rule more risk
informed. Therefore. the NRC is not

LS

revising the scope of the rule as part of
the final rule. The NRC will reconsider
the scope of the rule as part of its
ongoing initiatives to improve its
regulations to make them more risk
informed.

B. Change to the Facility as Described in
the Safety Analvsis Report

In the proposed rule, the Commission
created a new § 50.59(a) to contain
definitions for terms such as ‘change”
and “facility as described in the final
safety analysis report (as updated).” The

. definitions in § 50.59 of “change” and of
“facility as described in the final safety
analysis report (as updated)” were
written to more explicitly establish that
evaluation is required for changes to the
analyses and bases for the facility as
well as for physical or hardware
changes to the facility. The proposed
rule also explicitly stated that additions
were changes under the rule.

B.1 Definition of Change

In the proposed rule, the Commission
concluded that a "change™ is a
modification of an existing provision
{e.g.. structure, system, or component
design requirement, analvsis method or
parametert, an addition or a removal
iphvsical removals or non-reliance on a
SU~tem b meet a requirement) to the
ficiity or pracedure) as described in
the I'SAR.

Comment Summary: A number of
comments related to the definition of
change. The major topic areas of the
¢omments are summarized below. The
Commission’s resolution of these
matters tollows.

i Screening: Most of the commenters
e weekina revision of the definition
Coow ~creening of changes that

St atftec Udesien functions. For

o ~ome commenters, while
2 tnar ddditions <houndd he
< torend changes. also noted that
a~. it not limited by qualifiers
<in s mennsistent with FSAR or
Sanzing nperation” could mean that
~on v additions to the facility or
osdure would require
Carations A D commentershougsht
S slditens should instead be treated
4~ Thosts or experiments.” so that
Svabations would be needed only if the
additions were inconsistent with the
FSAR G antade the design basis.

b Replacement components or
marntendnee: Other commenters sought
¢Laritioation s to whether particular
Atisaties such as the instaliation of
Cegquinabent’ components. ot
maintenance activities are considered to
he changes requiring evaluation against
the criteria. For instance, replacement

equipment should only require review if

the replacement component has
characteristics that are different from
those described in the FSAR. For
maintenance, commenters stated that
taking SSC out of service for
maintenance is adequately covered by
maintenance rule requirements or TS,
and that a § 50.59 evaluation should not
be required. Other commenters wanted
clarification that requirements for
environmental qualification of electrical
equipment were covered by §50.49,
such that equipment replacements that
are qualified per § 50.49 are not
“reductions in margin of safety” under
§50.59.

(c) Interdependent changes: A number
of comments concerned
“interdependent’’ changes, that is,
under what circumstances can more
than one change be considered together
rather than individually. A few
commenters stated that the Commission
should adopt a position with respect to
interdependent changes that multiple
changes to the facility or its procedures
may be evaluated collectively if: (1)
Thev are interdependent as in the case
where a modification to a system or
component necessitates additional
changes to other systems or procedures
in order for the modified svstem to
perform its function or comply with its
design or licensing basis: (2) they are
performed collectively to address a
design or operational issue; or, (3) they
are otherwise planned as elements of a
single project undertaken to restore,
maintain or improve plant performance
or safety. Several commenters also
stated that examples would be helpful
to illustrate how closely related the
changes needed to be in order to be
viewed as interdependent.

{d} Removal: One commenter stated
that the term “removal” should be
clarified to include removal from
~ervice. physical removal, retirement in
place. discontinued availability.
removal from the FSAR text or tables.
and removal from FSAR figures.

(¢} De Facto Changes: One commenter
stated that the NRC should modify the
definition or other rule language to
oxplicitly state that the requirements
apply only to “proposed” changes and
not to so-called “"de facto™ changes.’
Another commenter thought the rule

language should explicitly codify the
resolution process under Generic Letter

NERU en

goiiey, 33054

et for 4 viola

as-bulitf
it the existing ©
oscribed FSAR
Cenditton . and no evaluation was performed
sapporting why the change could be made withee
priar NRC approval. Such situations are referred v

v de facto” chanaes.
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(GL) 91-18, by including language in
the rule such that the respective
requirements of Appendix B, criterion
16 and § 50.59 do not interfere.

{f) Changes made in response to NRC
communications: Two commenters
asked if a proposed change that is the
direct result of a response to issues
raised in generic communications
requires evaluation under §50.59 to
determine the need for NRC approval, or
if it is already approved by the NRC.
The Commission notes that this subject
was also raised by NEI during a meeting
on guidance for minimal increases with
respect to changes being made to
conform with changes to regulations.

Resolution: The Commission has
modified the proposed rule language for
“change’’ to be responsive to the issues
raised by these comments. In particular,
for comment (a), the Commission has
incorporated into the definition of
“change” the phrase “that affects design
function, method of performing or
controlling a function, or an evaluation
that demonstrates that intended
functions will be accomplished.” The
Commission concluded that with this
revision, other comments about
“additions” and ‘‘removals” have been
addressed (as for instance comment {d}).
The definition of change language will
allow licensees to eliminate the need to
further assess specific changes against

the criteria in the rule because the
nature of the change would never meet
the criteria of the rule and require prior
NRC review before implementation
(known in the industry as a screening
review). The capability to perform such
screening reviews for such minor
changes will reduce the burden of the
review process.

With respect to comment {b} abaut
whether specific types of activities are
“changes”, the Commission agrees that
clarification would be useful and will
work with affected stakeholders to
address the specific needs for regulatory
guidance to successfully implement the
final rule. In particular, the Commission
finds that guidance would be useful on
when “replacement’” components must
be treated as a change. as for instance
because the replacement component has
characteristics different from those
described in the FSAR, compared to one
that is “‘equivalent” and thus not a
change. The Commission also agrees
that simplyv removing a component from
service for maintenance does not require
a §50.59 evaluation. but notes that
prolonged removal from service appears
indistinguishable in its effect from a
change that removes the component
from the facility. Further, there may be
circumstances under which
maintenance activities would place the

facility in a configuration not previously
considered, or require disabling of
barriers or movement of heavy loads to
accomplish. The Commission further
agrees that acceptability of
environmental qualification
requirements would be determined with
respect to § 50.49. However, use of
different equipment would also require
a § 50.59 review with respect to meeting
the evaluation criteria as now defined in
the rule (as discussed elsewhere, the
criterion on “margin” is being
removed). The Commission notes that
for certain changes, such as a change
that affects post-accident containment
conditions, although § 50.49 may be the
applicable regulation for equipment
qualification, other aspects

(containment pressure) would need to
be evaluated under § 50.59.

The Commission's previous
comments on interdependent changes
arises from concern that if multiple
changes were considered in a single
evaluation; certain aspects of the
“‘combined” change could offset other
aspects and lead to a conclusion that the
set of changes did not require approval.
Certain of the other changes being made
to the final rule alleviate much of the
Commission's concern about this
practice. In particular, the Commission
has described in section ] how changes
to methods. input parameters, and
facility changes should be evaluated in
determining whether the evaluation
criteria are met. Although the
Commission agrees with many of the
ideas offered by the commenters for
interdependent changes. the
Commission further believes that
providing further discussion and
examples in quidance on this point
would be useful.

The Commission did not modify the
rule lanwuage o <pecifically address
comment i»1 o0 e facto” changes or
GL 91-18 guidance. believing that
changes were nut needed to allow the
process under GL 91-18 to be
implemented. The Commission did not
revise the rule language to specifically
state that “"Changes” resulting from
corrective actions under Appendix B do
not fall under the ~“obtain amendment
prior to implementing” requirement as
suggested by the commenter. The
Commission acknowledges that in those
instances of “de facto” changes. it is not
possible for the licensee to obtain NRC
approval prior to implementing a
change that has already occurred. In
these cases. the "proposed change’ that
the licensee wishes to make is 1o its

FSAR such that it reflects the “as-
found'" condition of the plant. The prior
approval specified in §50.59 is the
NRC's agreement with the resolution of

the neocunformance before the issue is
slesed. For these instances, the
-{pmmission views “'implementing the
change’* as meaning closeout of the
currective action. Further, the
Coramission does not plan to revise its
enforcement policy concerning de facto
changes (see also section Q below for
more discussion on enforcement for
§50.59).

With respect to item (f), the licensee
has an obligation to comply with the
regulations {including any changes), and
to respond appropriately to any generic
communication. The licensee must
examine the facility changes being made
to determine how the facility will
function with the change and identify
any potential impacts on safety. A rule
or generic communication may specify
a requirement to be satisfied, or the
nature of a change to meet a particular
intent, but rarely is the specific issue
presented at a level of detail necessary
for installation. For some facilities, or
some configurations, the “generic”
solution intended by the rule or generic
communication may not achieve the
expected results, or there may be
alternative ways that would avoid other
problems. These issues can be pursued
in the licensee's response to the generic
communication or requirement.

The question about the need for NRC
approval for the specific means of
implementation of an action prompted
by NRC initiative (rule, order, or generic
communication) is less clear. As an
example, NRC has issued a rule
requiring the licensee to cope with a
station blackout. Suppose that the
means a licensee selects to meet the
requirement is to cross-connect a new
non-safety-related diesel to safety-
related buses. Before implementing this
modification, the licensee must evaluate
the change to determine whether the
particular method of satisfying the rule
has created other circumstances that
would warrant NRC review, such as if
the change would increase the
likelihood of malfunction of the buses.
Given these considerations, the NRC
voncludes that changes made in
response to rules and generic
communications must be evaluated in
the same way as other changes a
licensee may wish to make, with the
conduct of §50.59 evaluations and
submittal of license amendment
requests as needed. Where there are
conflicts in requirements or schedules

resulting from these situations. the NRC
has an obligation to take timely and

appropriate action on the licensee’s
submittals. To the extent that the
impacts of the generic communication
or rule are within the range of what the
NRC had considered in its deliberations
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on the rule or communication, the
approval of the licensee’s submittal will
be straightforward.

In summary, the Commission has
included a definition of change as
meaning a modification or addition to,
or removal from the facility or
procedures that affects a design
function, method of performing or
controlling the function, or an
evaluation that demonstrates that
intended functions will be
accomplished. Other points raised by
the commenters, such as providing
examples, will be handled in the
regulatory guidance to be developed.

B.2 Definition of Facility

In the proposed ruie, the Commission
concluded that changes to information
such as performance requirements,
methods of operation, the bases upon
which the requirements have been
established, and the evaluations should
be considered to constitute a change to
the *facility as described in the FSAR
(as updated)”. The Commission
concludes that changes to methods and
other requirements in the FSAR. even if
not physical changes to the facility.
require evaluation under §350.59. if
changes to methods and performance
requirements were not so controtled. s
licensee might revise its analvses or
other information, update its FSAR. and
then subsequently conclude that a later
facility change does not require NRC
approval because the revised analysis or
acceptance requirement can still be
satisfied with the facilitv change (that
otherwise would have met the criteria as
requiring approval). Thus. the proposed
definition specificallv itemized these
points.

Comment Summary: .\ tew
commenters stated that it shouid be
clarified that changes. whether to
analvsis methods or to the physical
facility. are only subject to $50 54
requirements if thev are described in the
FSAR. Other commenters stated that it
the tevel of discussion within the FSAR
is unaffected by the change. there
should be no need for an evaluation

NEI (as endursed by other
commenters) stated that “methods ol
operation”” shouid be removed from the
definition of facilitv. as this was hetter
suited ta the definition o “procedures”

Soume commenters also were
concerned that the phrase “required to
be included in the FSAR used in the
definition of facilitv was an attempt to
require licensees to look bevond the
FSAR. or to undertake actions to add
information to its FSAR. These
commenters thought such matters were
better handled as part’of agency actions
concerning guidance for updating

FSARs (see for instance, Draft
Regulatorv Guide DG-1083 and NEI 98~
03. “Guidelines for Updating Final
Safety Analysis Reports™ ).

The Commission had included these
words in the rule as an attempt to limit
what part of the FSAR needed to be
considered for purposes of §50.59
evaluations. If information was not
required to be in the FSAR, then as
discussed under NEI 98-03, it could be
removed from the FSAR. On the other
hand, a licensee may wish to retain such
information in its FSAR for purposes of
completeness; then this part of the
definition would allow the licensee to
screen out changes to the information
that does not meet the definition of
facility as described. In view of the
confusion surrounding this phrase, and
in light of other proposed changes to
these definitions, the Commission has
deleted this phrase from the final rule.

A commenter stated that such
administrative changes as organizational
information, reporting relationships,
and job titles should be excluded from
the scope of §50.59.

Resolution: The Commission
considered these comments in selecting
the language that allows screening as to
whether a change to the facilitv affects
the content of the FSAR. As previously
noted in implementation guidance.
<ome SSC or subcomponents may not be
sxplicitly described in the FSAR. but
thev have the potential to affect the
function of an SSC that is described.
The approach chosen by the
Commission for defining “change” as
relating to those additions.
modifications. and removals that affect
functinns. methods of performing or
controlling functions and evaluation
sethnds also accomplishes an
apernant purpose for these issues.
o~ hanges 4 licensee mav wish to
2 iar o camponent or procedure

¢+ atect the functions or

performance requirements of other SSC.
Depending upon the level of detail
¢ ontained in the FSAR, the particular
. smponent being changed may not be
saphicitly described. [fa modification to
vt non-described) component conld
et any $5C design function or
preriorinance requirements that are
described. that modification atfects the
desiun function. and thus is o change as
detined by §50.59(al and thuts requires
cvaluation under § 30.59. For wxamsple.
the hedrings on a pump mav not be
specitically mentioned or dvseribed in
the FSAR. However, the pump function
avd performance requirement is
described. A change being made to the
bearings would need to be evaluated to
determine if it affects the function or

y

H
W
~

performance requirements of the pump.

and if so. whether the criteria in 50.59
{c) are met.

Changes to the definition of “facility”
were made in response to the concerns
noted above from the commenters, such
as deletion of the phrases “required to
be included * * *,” and “methods of
operation.” The Commission has
retained “‘methods of evaluation” as
being within the definition of “facility,”
and as discussed under a later section,
added an evaluation criterion
specifically designed to provide a
standard for evaluation of such changes.

The Commission believes that the
definitions provided in the rule for
facility and procedures exclude the
indicated administrative type of changes
from § 50.59, and further notes that
many of these details would be part of
a licensee’s quality assurance plan that
is governed by the requirements of
§50.54(a), and therefore excluded from
the purview of § 50.59 by virtue of
§50.59(c)(4).

The definition of facility includes
performance requirements and
evaluations included in the FSAR
which demonstrate that functions will
be accomplished. In part 54,
“'Requirements for Renewal of Operating
Licenses for Nuclear Power Plants,”

§ 54.21(d) states that each renewal
application must contain an FSAR
supplement that contains a summary
description of the programs and
activities for managing the effects of
aging and the evaluation of time-limited
aging analyses for the period of
extended operation. As discussed in the
Statement of Considerations for the final
part 54, inclusion of the program
descriptions and analyses in the FSAR
provides the appropriate regulatory
oversight such that subsequent changes
are controlled bv § 50.59. The
Commission concludes that these
summary descriptions fall within the
definition of "facility”" as demonstrating
that functions will be accomplished in
light of potential aging effects from the

. period of extended operation. Therefore

changes that affect this information
require evaluation under § 50.59. The
Commission further finds that
supplemental guidance or examples for
implementation specific to part 54
would be beneficial and NRC intends to
consider this as part of regulatory
guidance.

. Change to the Procedures as
Described in the Safety Analysis Repott

The Commission also proposed a
definition of ~procedures as described
in the safetv analvsis report” in order to
have definitions in the rule for all the
major terms and criteria. This definition
includes the evaluations demonstrating
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that requirements are met, such as
assumed operator actions and response
times.

Commenters on the definition
primarily expressed concern with the
phrase “conduct of operations” because
licensees were concerned that this
language would inappropriately bring
administrative procedures within the
scope of the rule. Other commenters
suggested wording changes to clarify the
definition.

The Commission has decided to
remove the phrase “conduct of
operations” from the definition. The
Commission agrees that administrative
procedures are not intended to be
within the scope of the rule, and has
made other minor wording changes to
the final rule for clarity.

Changes Governed by Other Regulatory
Processes

In the proposed rule, the Commission
proposed to exclude from the scope of
§50.59 review, specific types of changes
to procedures where other requirements
and criteria have been established by
regulation for controlling these changes,
through a proposed provision in
§50.59(c)(1).

Commenters supported this proposal.
and suggested it be clarified to also refer
to plant changes in addition to
procedure changes. As an example.
emergency response facilities are
considered as part of the emergency
plans that are subject to § 50.54(q). If
also described in the FSAR, there is a
potential for confusion as to whether
both a § 50.54(q) and § 50.59 evaluation
would be needed for a change to an
emergency response facility.

The Commission revised the rul>
language to make the requested
clarification. Further, 'this sectinn was
relocated to new §50.59(c)(4) in the
final rule. This language refers to
situations. such as §§50.54{a} and
50.54(q). where the regulations
explicitly define how changes are to be
reviewed. documented, and reported:
and thus, where a § 530.59 evaluation
would be duplicative. Another example
would be § 30.46. which e~tabiishes
criteria for reporting and for action for
changes involving methods for loss-r-
coolant analyses. A specific listof
regulations was not included i the rule
so that if other such rule sections
become available. §50.59 would not
need to be revised. The §30.39
obligation can only be replaced in
situations in which other rule
requirements specify the governing
change process. in order to prevent
duplication of reviews. not as a means
of avoiding change control

requirements.

A few commenters stated that
clarification should be included
concerning applicability of § 50.59 for
certain documents controlled by a
variety of processes (e.g., Core Operating
Limit Reports contained in TS;
Technical Requirements Manual and
other matters (e.g., offsite dose
calculation manual (ODCM)) that have
been relocated from TS to other
controlled documents such as the FSAR;
and vendor topical reports, etc.}.

The Commission notes that in NEI
9803, which the NRC has proposed to
endorse through a regulatory guide,
there is discussion about incorporation
by reference of other documents (such
as ODCM, fire protection plan, etc) into
the FSAR. As discussed in Generic
Letter 86-10, “Implementation of Fire
Protection Requirements,” licensees
were encouraged to consolidate their
fire protection program documents and
incorporate them by reference into the

FSAR. Then, by the terms of a modified
license condition, licensees could make
changes to their fire protection program.
The vast majority of licensees have
made this change so that the program
description is incorporated into the
FSAR and program changes can be
made without NRC approval provided
the changes do not adversely affect the
ability to achieve and maintain safe
shutdown in the event of a fire (or
require an exemption). The Commission’
sees no need to provide additional
clarification as the processes for control
of most of these documents are already
defined. .

D. Tests and Experiments Not Described
in the Safetv Analvsis Report

The Comnussion proposed a

Jdefinuon for “tests and experiments
ant Jdescrihe 1o the final safety analysis
popert s updated)” to be included in
$30 59 Vhe ntent of the requirement is
1t tests the put the facility ma
situation that has not previously been
evaluated or that could affect the
capability of SSC to perform their
intended functions should be evaluated
before thev are conducted. Thus, the
defin:tion focused upon the facility
Beina cutside its design basis values or
caconsistent with the safety analyses in
the FSAR.

A few comments were made on this
tupic. with <ome indicating that a
defimtion was not needed, and with
some noting that certain terms were
unclear or stating that the term
“ativity” should be used instead of
condition. tu avoid confusion between
planned tests and identification of
degraded or nonconforming conditions.
(Note: because of administrative error,
the proposed rule text used the term

“condition,” although in the proposed
rule supplementary information, the
term used was “‘activity.”)

The Commission agrees with the
commenters and has used “activity” in
the final rule. Further, the Commission
believes that the phrase “reactor, or any
of its structures, systems or
components” is sufficiently clear to
reflect the intent that the determination
as to whether the activity is a test not
described in the FSAR, is not affected
by whether it is limited to only one
component, or involves a wider set, up
to and including the entire facility.
Therefore, the final rule has been
revised to contain a definition of “test
or experiment not described in the final
safety analysis report (as updated)”
which has minor changes from the
definition offered in the proposed rule.

E. Safety Analysis Report
The Commission proposed to revise
the rule language to add a definition of
the ‘“final safety analysis report {as
updated)” and to clarify in the
evaluation criteria that evaluations need
to account for changes made through
other processes that have not yet been
included in an update to the FSAR.
Thus, each of the evaluation criteria
contained a phrase referring to
evaluations and analyses performed
since the last FSAR update was
submitted. The rule referred to FSAR (as
updated), rather than to updated FSAR
to account for both non-power reactors
who are not required to submit updates
to their FSARs, and to any reactors
between the time of initial licensing and
the first required update. The definition
also refers to Final Hazards Summary
Report, because a few facilities were
licensed before the rules were revised to
require submittal of FSARSs.
Commenters generally supported the
idea that the FSAR changes since the
last update submittal needed to be
considered in the § 50.59 evaluations,
but sought clarification on a few details.
Further, commenters thought the rule
language could be simplified by
defining in one place that “FSAR (as
updated) includes such information.
rather than including in each evaluation
criterion the phrase "or in evaluations
performed pursuant to this section and
safety analyses performed pursuant to
$50.90 after the last final safety analysis
report was updated pursuant to §50.71
of this part.”

The Commission has modified the
rule text in response to these comments
by adding a new paragraph (c)(3) to
explicitly state that the “FSAR (as
updated)” for purposes of implementing
this paragraph. also includes the FSAR
update pages resulting from analyses
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and evaluations performed since the last
update was submitted. Accordingly, the
statements of the individual evaluation
criterion have been simplified.

Two commenters were concerned that
the requirement to consider other
evaluations since the last update
submittal would require a review of all
past evaluations to find the most
conservative result as the baseline for
these evaluations.

The Commission does not believe that
the rule requires such action. The
Commission’s intent in stating that for
purposes of implementation of § 50.59.
the FSAR (as updated) is considered to
include FSAR changes resulting from
evaluations of changes made since the
FSAR update is to ensure that decisions
about particular changes are made with
the most complete and accurate
information. If other changes did not
impact upon the accuracy of the FSAR,
they would not need to be examined. If
as a result of other changes, the licensee
will need to revise the FSAR at the next
update because the present information
is no longer accurate following that

change, that information may be
relevant to evaluation of a future change
that involves that part of the FSAR.
Indeed, for nonpower reactors. this
process has already been necessary
because these facilities are not required
to submit updates to their safety
analysis report. Nevertheless. they must
ensure that proposed changes are judged
with respect to the existing facility, not
the facility as originally described in the
FSAR at time of licensing. This
requirement does not make these

evaluations part of the updated FSAR
pursuant to § 50.71(e}: that rule requires
that the FSAR be updated to reflect the
effects of the changes and evaluations.
not that the evaluations themselves
become part of the updated FSAR.
Rather, the intent of the requirement @
that the changes that were the subiect 1
these evaluations be considered in the
process of determining what the
“facility as described” now 15 such that
the reference for subsequent ovialuatinns
is complete and accurate

One commenter <tated that 1t shoutd
be made clear that the FSAR a5
updated) includes the TS and bases
because these documents sometimes
contain information. such as applicabie
operating modes. not in the FSAR that
is relevant to the evaluation process. A
few other commenters thought the
definition for “FSAR™ should include
other documents such as staff safety
evaluations. selected commitments and
other licensing documents.

The Commission does not agree that
these documents fall within the
required scope of the.rule, or that they

are part of the FSAR. However, as noted
in existing guidance, licensees are free
to refer to other documents to assist in
understanding the implications of the
change, but the rule language does not
require such reviews.

F. Minimal Increase Principle

Strict interpretation of the existing
rule language related to the probability
of an accident or a malfunction has lead
to significant burden to the industry
with no clear safety benefits. Therefore,
in the proposed rule, the Commission
relaxed the standard for which prior
NRC review would be required by
revising existing paragraph
§50.59(a)(2)(i} of the rule. The specific
proposal was to replace the phrase “may
be increased” with “would result in -
more than a minimal increase.” As
previously discussed, the present
§50.59(a)(2)(i) is being expanded into
four separate criteria, two for occurrence
of accidents and malfunctions and two
for consequences.

The information that can be revised
under § 50.59 is limited to that which
does not require review under any other
sections of the regulations; thus, it is
information is of less direct importance
to public health and safety. In
consideration of the conservatisms in
NRC design and analysis requirements
and acceptance criteria, “minimal”
variations in probability of occurrence
or consequences of accidents and
malfunctions should not affect the basis
for the previous licensing decision.
During the plant licensing process,
accident probabilities were assessed in
relative frequencies (such as likely to
sccur more than once, likely to occur
e during the life of the plant, or
iimiting fault that is not likely to occur
{uring the life of the plant). Svstem
‘pain and equipment failures were
sonerally postulated to gauge the
o postness of the design, without
~vimating their likelihood of
oceurrence. In this light, minimal
inereases in probability would not
.tenificantlv change the licensing basis

£ the facility and could not impact the
. nciusions reached about acceptability
fehe facility design.

Turther, the limits for radiological
_onsequences established in the
regulations and in the Standard Review
Plan are conservativelv chosen. so that
mimimal increases also would not
impact the safety determination if
demonstrated by a suitably conservative
analvsis. The Commission therefore
concluded that the proposed criteria
would provide reasonable assurance
that those changes that would affect the
NRC's basis for licensing would be
identified as requiring NRC approval

before implementation. The proposed
revisions to the § 50.59 criteria would
provide some degree of flexibility for
licensees to make changes with smaller
impacts without the need to obtain a
license amendment.

On the other hand, the Commission
intends to limit the amount of increase
in probability or consequences of
accidents such that it remains
substantially less than a “significant
increase” as referred to in §50.92. In
accordance with §50.92, a license
amendment involving a significant
increase in the probability or
consequences of an accident previously
evaluated would be categorized as a
“significant hazards considerations”
and any hearing must be completed
prior to issuance of the amendment.

Although the final rule allows
minimal increases, licensees still must
meet applicable regulatory limits and
other acceptance criteria to which they
are committed (such as are contained in
Regulatory Guides and nationally
recognized industry consensus
standards, e.g., the ASME B&PV Code
and IEEE Standards). Further,
departures from the design, fabrication,
construction, testing, and performance
requirements as outlined in the General
Design Criteria (appendix A to part 50)
are not compatible with a “no more than
minimal increase” standard. Because
the “no more than minimal” standard
allows for there to be some increase
compared to the current requirement,
which would have required any
increase to be submitted for prior staff
review, NRC needs to establish a point
beyond which one would conclude that
the increase is not minimal. Application
of the “minimal increase” concept to
the specific criteria in the revised final
rule is discussed in the next sections.

G. Section 50.59 (c)(2) Criteria on
Increases in Probability or
Consequences

For each of the four evaluation criteria
replacing existing §50.59(a)(i). the
Commission presented language in the
proposed rule reflecting the “minimal
increase” principle. Resolution of each
of these criteria is discussed below.
including consideration of the public
comments.

For each criterion proposed, the
Commission had presented guidance on
how the rule could be met, including

values as to when the Commission

<would conclude that each revised
criterion is not met. Comments received
on this guidance are discussed below.
The Commission also notes that
regulatory guidance will be provided
that is derived from this discussion.
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As the rule provides a qualitative
standard of “no more than minimal,”
quantitative calculations are not
required except for those instances in
which a licensee decides to offer
quantitative arguments as part of its
evaluation. This is expected to occur for
some instances involving increases in
consequences, where licensees may
perform calculations of the predicted
dose from postulated accidents.

(i) More Than a Minimal Increase in the
Frequency of Occurrence of an Accident
Previously Evaluated

For criterion (i), the final rule requires
prior NRC approval if the change results
in more than a minimal increase in the
frequency of occurrence of an accident
previously evaluated in the FSAR (as
updated). Several commenters agreed
with the premise that “minimal”
increases in probability of accidents
should not require prior NRC approval.
No specific comments were received on
the rule language itself. Issues about
guidance are discussed below.

The only change made by the
Commission in the final rule language
from the proposed rule is the
substitution of “frequency” for
“probabilitv.” This was done to provide
a better representation of the attribute of
concern, that is, occurrence over some
period of time. and to emphasize that
what is of interest is whether the
proposed change has the effect of
making the accident occur more often.

Guidance for Frequencv of Accidents

In the proposed rule, the Commission
offered guidance concerning “minimal”
with respect to increases in probability
(now frequency). Several comments
were received on certain of these

statements. as noted helow.

First. the Commission had noted that
the current guidance in NE1 96-07
stating: **Where a change in probabiiity
is so small or the uncertainties in
determining whether a change in
probability has occurred are such that it
cannot be reasonably concluded that the
probability has actually changed (i.e.
there is no clear trend towards
increasing the probabilitv. the change
need not be considered an increase in
probability™ satisfies the proposed NRC
standard for increases in frequency of an
accident. Commenters agreed with the
characterization that this guidance
would satisfy the rule. but also noted
that the rule language provides more
flexibility than is presently afforded by
the NEI guidance.

Second, the Commission had stated
that in order to be considered as a
minimal increase. the resulting
frequency of occurrence {considering

the change, test, or experiment) must
still satisfy the event frequency
classification provided in the licensee’s
FSAR (as updated). Typically, these
would be anticipated operational
occurrence (expected once a vear) or
design basis accidents (not expected
during life of plant, but sufficiently
credible to require mitigation). The use
of frequency classifications will not
apply for all facilities subject to §§50.59
or 72.48, but is included here because

it was a consideration in the licensing
of most operating power plants. Some
commenters sought clarification as to
whether increases that remain within
the frequency classification would
satisfy the “no more than minimal
increase” criterion. Changes that result
in a change in classification do not meet
the standard: however, remaining
within the classification is not sufficient
to conclude that no more than a
minimal increase has occurred because
qualitative judgments are not as rigorous
as quantitative assessments and the
accident categories and their
uncertainties mav be large. The
Commission agrees that the effect of the
change on the frequency of the accident
must be discernible and attributable to
the change in order to exceed the “more
than minimal’ increase standard. as
compared to uncertainty about the
existing frequency value and how it
might be quantified.

Some comimenters stated that the
“minimal increase in probability”
standard was too vague and sought more
explicit criterta. Others requested
quantitative standards for determining
minima} increases in probability. and in
particular, 2uidance for using risk
insights or proababilistic risk analysis to
dotermine when 4 more than minimal
incredse i probabilite has oceurred. For
instan e, commenters thousht that the
values for Changes in core damage
frequency or larae varly release
trequency in Regulatory Guide (RG]
1.174. " An Approach for Using
Prohabilistic Risk Assessment in Risk-
Informed Decisions on Plant-Specific
Changes to the Licensing Basis.” might
be used. However, this RG was
develaped for the purpose of suiding
chanees to the licensing basis where the
<taff was reviewing and approving the
change. not for changes made under
5 530.539. The Commission concludes that
e i to be made of PRA in §50.39.
more fundamental changes to the rule
would be necessary to provide a
coherent set of roquirements. in that
3§ 50.59 deals with design basis events,
and RG 1174 deals with risk including
that from severs accidents bevond the
design hasis. In addition. RG 1.174 i3

specificallv dealing with operating
power reactors. Applicability to other
facilities would need to be examined.
The Commission acknowledges that it
may be possible to develop more
guidance that could be used in a
quantitative sense to judge minimal
increases. As part of development of the
guidance, the NRC will consider using
the values developed as part of the
revised oversight process (SECY-99-
07). so that if the resultant likelihood of
occurrence remains well within the
acceptable ranges given for initiating
events, that the increase is “minimal.”

(ii) Minimal Increase in Likelihood of
Malfunction of Structures, Systems or
Components ,

In the proposed rule, § 50.59(c)(2)ii)
would require NRC approval for a
change that would result in ““more than
a minimal increase in the probability of
malfunction of equipment important to
safety previously evaluated in the FSAR
(as updated).” Similar changes were
proposed in § 72.48{c){2)(ii). except for
use of the term “'structures, systems, and
components” {SSCs) rather than
equipment. These differences in
wording reflected differences between
existing language in §§50.59 and 72.48.
Commenters supported the idea that
“minimal” increases should not require
approval. Commenters also suggested
that the terminologyv in §§50.59 and
72.48 should be made more consistent
between the two sections.

In the final rule, the Commission has
revised the criterion in § 50.59 by
referring to SSC rather than to
equipment. The Commission concludes
that the term “S$SC" is commonly used
in both parts 50 and 72 and is well
understood. and that “equipment’ was
an older term that dees not have a
unique meaning requiring its use. For
the final rule. the Commission has also
substituted the term ~likelihood™ for
~probability.” This change was made to
acknowledge that while the criterion
refers to “minimal” increases, the
Commission is not implving that
quantitative assessments are expected.
The Commission concludes that the
word “likelihood " is more generally
understood to represent qualitative
judgments.

Guidance for Likelihood of Occurrence
of Malfupction

In the proposed rule. the Commission
discussed the following positions as
guidance for implementing the criterion
of a “more than minimal™ increase in
probability (now likelihood) of a
malfunction of equipment (now SSCJ.

First. the Commission noted that the
existing guidance in NEI 96-07 states:



Federal Register/Vol. 64, No. 191/Monday, October 4, 1999/Rules and Regulations

53591

“Where a change in probability is so
smail or the uncertainties in
determining whether a change in
probability has occurred are such that it
cannot be reasonably concluded that the
probability has actually changed (i.e.
there is no clear trend towards
increasing the probability), the change
need not be considered an increase in
probability.” Continued use of this
guidance for a determination of whether
criterion (i) has been met is satisfactory.
Commenters agreed with this guidance,
but also believe that this does not
represent the outer bound of what
would be acceptable to meet the rule.
The Commission agrees with this
comment.

Second, the Commission concluded
that the likelihood of malfunction of
SSC important to safety previously
evaluated in the FSAR (as updated)
would not be more than minimally
increased if ‘“design bases’ assumptions
and requirements are still satisfied (i.e.,
the seismic or wind loadings.
qualification specifications. etc). Thus,
for instance, a change that would cause
piping stresses to exceed their code
allowable values would be more than a
minimal increase in likelihood of
malfunction. Commenters stated that if
design basis requirements are met. there
is no increase in probability. The
Commission agrees with the essence of
this comment, but was attempting to
help licensees comply with the rule
language by offering ways of
demonstrating that the criterion is
satisfied. Changes that would invalidate
specific commitments made for
redundancy, diversity, separation. and
other such design characteristics. would
be considered as “more than 4 minimal
increase in likelihood of malfunction.”
and thus would require prior NRC
approval.

fn the proposed ruir, the Commission
stated that for purposes of determunina
whether this criterion has been satisfied.
the probability of malfunctuion would be
no more than minimallv increased it 4
new failure mode as likeiv as existing
modes is introduced. Some commenters
indicated that the presence of new
failure modes shouid not be a
determinant as tu whether probabiinty
malfunction has inceeased: rather. it is
whether the effects ot the failure modes
have previously been considered that
would determine the need for NRC
review consistent with §30.39(CH2vi;
The Commission finds that the question
of likelihood is not addressed if new
failure modes are onlyv examined with
respect to criterion {vi). since that
criterion looks only at whether the
effects of the failure are bounded. not
how likelv it is to occur. However. since

likelihood can be increased regardless of
whether new failure modes are
involved, the Commission has deleted
this statement as proposed guidance for
assessing increases in likelihood.

Additions of components to a system

(cabling, manual valves, protective
features) would not generally be viewed
as more than a minimal increase in
likelihood of malfunction, provided that
applicable design and quality standards
are followed. For example, adding
protective devices to breakers, or
installing an additional drain line (with
appropriate isolation capability) would
not be increases in likelihood of
malfunction. However, there could be
situations where such additions would
impact upon how a system performs its
functions that might not satisfy the

§ 50.59 criteria (for example, a cross-
connect between trains that is not
suitably isolated).

Substitution of one type of component
for another (as for instance, an air-
operated valve for a motor-operated
valve), would also be viewed as no more
than a minimal increase in likelihood of
malfunction, provided requirements for
redundant motive force, quality, and
other requirements are met (and of
course that any new failure modes are
alreadv bounded by the analysis).

tii1) and (iv) Minimal Increases in
Consequences of Accident or
Malfunction

In the proposed rule. the Commission
revised the existing criterion concerning
increases in consequences from a
standard of “may be increased” to
“mare than minimally increased.” and
<eparated the two statements on
consequences within § 50.59(a)(2)(i) into
~oparate criteria. Only a few comments
wreie roceived concerning the rule
e itself. One commenter stated
hgt e Bwo Criterid onl Consequences
<hsuld not be separate. since
- nnsequences would only result from
iecudents. and having another criterion
micht force evaluators either to
Auplicate their documentation, oz
<ruzgly to explain why consequences
woere not increased for malfunctions.
The Commission concludes that having
<eparate criteria provides greater clarity
and is consistent with common practice.
Further. the criteria cover different
tvpes of changes, that is, some that arise

from malfunctions (such as failure of a
waste tank or filter svstems). and others
that might arise from changes in source
torm or timing of mitigation systems.
that are more pertinent to “accidents.”
Licensees may combine their responses
to questions and reference other
sections when preparing evaluations.

Commenters requested two areas of
clarification. First, they asked if
consequences refers only to radiological
consequences (dose), and second
whether consequences refers only to
those associated with accidents and not
from normal operations or anticipated
operational occurrences. The rule
reference to consequences is intended to
relate directly to radiological
consequences, and not to other
outcomes that are covered by the
remaining criteria. Secondly, the
Commission notes that 10 CFR part 20
establishes requirements for protection
against radiation during normal
operations. For anticipated occupational
occurrences, NRC requirements are such
that there should not be any radiological
consequences. However, the
Commission also wishes to clarify that
“consequences of accidents™ includes
not only offsite exposure, but also dose
to operators in the control room (in
accordance with General Design
Criterion 19 of appendix A to 10 CFR
part 50) or other onsite personnel,
resulting from accidents and
malfunctions previously evaluated in

-the FSAR.

The language in the rule for criterion
(iii) was unchanged from the proposed
rule; for criterion (iv), the term
““systems, structures, oT components”
was substituted for “equipment” as it
was for criterion (ii}, for the reasons
already discussed.

Guidance for Minimal Increase in
Consequences

In the proposed rule, the Commission
had discussed several positions that
might be helpful in developing guidance
that would successfully implement the
revised rule. First, the Commission
agreed with the guidance in NEI 96-07
which states: “Where a change in
consequences is so small or the
ancertainties in determining whether a
change in consequences has occurred
are such that it cannot be reasonably
concluded that the consequences have
actually changed (i.e.. there is no clear
trend towards increasing the
consequences), the change need not be
considered an increase in

consequences.” No specific comments
were received on this point.

Second. if a licensee has performed an
analvsis with certain bounding
assumptions. and the change would
increase a specific parameter from its
present value to a different value that iz
still bounded by the value assumed in
the analysis, the NRC concludes that
such a change satisfies the criterion of
“no more than a minimal increase in
consequences.” In fact, as noted by

some of the comments, this is no
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increase in consequences, because the
bounding analysis is what determines
the value from which a change is being
judged.

Third, if a licensee would need to
change its design basis assumptions or
analytical methods, or both, to
demonstrate that the change in
consequences satisfies this guidance,
then the NRC does not view the change
as minimal and would expect the
licensee to submit a license amendment
for such a change. This position is
consistent with the logic presented as
the basis for implementing new
criterion § 50.59(c)(2)(viii), which will
be discussed in greater detail below.
Some commenters thought that adopting
methodologies that have been approved
by NRC in certain contexts (such as use
of International Conference on
Radiation Protection (ICRP) dose
conversion factors, or credit for
suppression pool scrubbing) should be
allowable under § 50.59. New criterion
(viii), discussed in section | below.
specifies under what conditions changes
to evaluation methods can be changed
without prior NRC approval.

In the proposed rule, the Commission
proposed a graduated approach.
consistent with the concept of
“minimal” being small enough so as not
to impact the basis for the acceptability
of the previous licensing decision. The
Commission proposed that when the
facility is far from the limit. a larger
increase could be accommodated
without concern about impact on the
basis for acceptabilitv. The Commission
did not believe that allowing increases
up to the regulatory values without
approval was consistent with «
“minimal’ increase standard. and was
not consistent with the purpose of the
rule, that is, to allow the NRC the
opportunity to confirm the adequacy o1
the licensee’s review of the change
before it is implemented.

The proposed rule offered three
different wavs to define what would
constitute a minimal increase in
consequences. Most commenters
favored the third method (10", of the
difference between the calcutated value
and the regulatorv guidelinesi over the
other two. Other commenters thought
the limits themselves should be the
point at which NRC review would be
needed, or offered other suggestions.
such as allowing 20 percent of the
difference. Comments were aiso
received about the use of Standard
Review Plan guideline values *as they

2 the Standard Review Pl NURRG=0800 e
NRE established accoptance ertenn tor et
svents thit are constdered ol greater ikelinond tan

he lamtng acerdents s smadi e et pane

are not in the regulations and that for
some plants, the existing analysis may
exceed the guideline such that no
changes would be allowed. Some
commenters.also expressed concern
about the criterion for those situations
where a previous change may have
resulted in a decrease in consequences,
and a subsequent change that increased
consequences would exceed the 10
percent difference, but would not have
done so if the first change had not
occurred.

During the comment period. some
commenters were concerned that as the
rule is currently planned to be
implemented. they would have no
flexibility under the rule if their
calculated consequence values were
already in excess of the current SRP
guidelines. In general, the Commission
agrees that for cases where a licensee is
licensed with calculated consequences
in excess of the established SRP
guidelines. only limited flexibility
under this provision of the revised rule
would exist for changes that increased
the calculated radiological
consequences of accidents. In this
regard, the Commission does view
differences of about 0.1 rem as being
within the error or uncertainty of design
basis-tvpe radivlogical consequences
analvsis such that NRC review of such
changes is not needed.

The Commission has taken these
comments into account in revising the
“minimal” increases in consequences
aspects of the final rule. The
Commission will conclude that the
requirements of the rule are met if the
caleulated doses from a change at a
facility would be loss than 10 percent of
the l"’Hldill‘HlLﬁ Muaran between current
calculated dose vilues and acceptanee
values i the reautations ieg, GDO 1Y
o part T for the particular aceldent.

part g
arasatniend preaccsdent

caent e tape the

coate Taiatnesl probe i tive

o of the conteod toras
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Under this approach, the threshold for
what constitutes a minimal change
varies as a licensee approaches the
regulatory limit. The amount of change
allowed would decrease as the limit is
approached, and the limit could not be
exceeded without prior NRC review.
Specifically, it is no more than a
minimal increase in consequences if the
increase is less than or equal to the more
limiting of either 10 percent of the
difference between the existing
calculated value and the regulatory
guideline value (10 CFR part 100 or
GDC 19 as applicable). or has reached
the SRP guideline value for the
particular design basis event.

Examples

The Commission has selected several
examples to illustrate the
implementation of this criterion. In each
example. the Commission assumes that
the calculated consequences do not
include changes in methodology. As
discussed later, changes in methodology
used to calculate radiological
consequences would fail new criterion
(viii} of the revised rule and require
prior NRC review regardless of how
small the increase would be in the
calculated radiological consequences.

Example 1 involves a case in which
a licensee has a calculated fuel handling
accident (FHA) dose of 50 rem to the
thvroid at the exclusion area boundary.
Because of some change in the facility.
the calculated FHA dose increases to 70
rem. Under the revised final rule, ten
percent of the difference between the
calculated value and the regulatory
limits is 25 rem {10% of 250). The SRP
acceptance guideline is 75 rem. Since
the calculated increase is less than 25
rem and the total is less than the SRP
weeptance guidelines. then the revised
3 50,539 consequence criterion would not
trigger the need for a prior NRC review
and a licensee mav make the change to
the facilitv.

Example 2 involves a case in which
the calculated consequences for a steam
senerator tube rupture accident are 25
rem at the exclusion area boundary.
Because of a change in the plant. the
calculated consequences increase to 29
rem. The implementation of the revised
rule language would permit these
changes to occur because the new
calculated doses do not exceed the
establiched SRP acceptance criteria nor

dues the incremental change in

sences (4 rem) exceed 10 percent
lifference between the previous
vlated value and the regulatory limit
3ist rem. Ten percent of the
driferance between the acceptance
criteria (300 rem) and the calculated
value (23)is 27.5 (10% of 273) rem:

v
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since 4 is less than 27.5, this change
satisfies the criterion.

Example 3 involves a case in which
the calculated consequences of a fuel
handling accident are 25 rem to the
thyroid at the exclusion area boundary.

. Because of a proposed change in the
facility, the calculated consequences
increase to 65 rem. For this case, the
revised calculated consequences are still
less than the SRP acceptance guidelines
of 75 rem; however, the incremental
increase in consequences (40 rem)
exceeds the 10 percent of the difference
to the regulatory limit of 300 rem
{(which would be 27.5 rem)}. For this
example, the change results in more
than a minimal increase in
consequences and thus requires NRC
approval pursuant to § 50.59(c)(2}iii).

If Example 3 had been an event for
which no SRP value was specifically
established, so that the part 100
guideline was the only applicable
standard. the rationale would be that an
increase up to 52.5 (25+27.5) rem would
meet the “minimal increase’ criterion.

Example 4 involves a case where the
calculated dose to the control room
operators following a loss of coolant
accident is 4 rem whole budy. A change
is made to the control room ventilation
system such that the calculated dose
increases to 4.5 rem. The requlations
dictate that the control room doses are
to be controlled to less than 5 rem by
General Design Criterion 19. Although
the new calculated doses are less than
the regulatory limits for the operators.
the incremental increase in dose {0.5
rem) exceeds the value of 10 percent of
the difference between the previnusly
calculated value and the recnlatory
value (10% of 1 rem = 0.1 rentd
change would require prior NRU meves

T
s

hefore the licensee could tmphbeeas e
change.
As an example of the 7 bt o

error’” concept. suppese the exisiing
approved analvsis for « fusl handhng
accident at a plant predicts an offsite
dose to the thvroid of 77 rem The SRE
acceptance guideline for s event s 75
rem. The change that 4 hicenses wishes
to make would predict i pease m
the calculated dose from TToU e
In this case. the proposed «hange s oubd
he made under §30.59 because the
calculated value. even though areater
than the SRP value, 15 satistied withen
the level of uncertainty specified above.
However. for this exampl». the
Cominission notes that increases in
consequences that would increase the
calculated consequences 1o 77 2 rem
would require prior NRC review before
the specific change could be
implemented.

)

H. Possibility of an Accident of a
Different Type From Any Previously
Evaluated in the Final Safetv Analysis
Report (as Updated) Is Created

The Commission had proposed that
the language in existing § 50.59(a)(2)(ii),
renumbered to § 50.59(c){2){v} in the
proposed rule, be revised to read
“(would) create the possibility fora
design basis accident of a different type
from any previously evaluated in the
final safety analysis report (as
updated).” This change had two parts—
the first, changing from may be created
to “would create” and the second being
the insertion of the phrase *‘design
basis.” The purpose of the first change
was to provide some flexibility to
licensees. Thus, rather than having to
prove that an accident had not been
created, under this rule language, a
licensee would need to request a license
amendment only if it could be
reasonably concluded that the
possibility of an accident of a different
tvpe is created by the change. test. or
experiment. The intent of the second
change was to indicate that in referring
to “accidents” in §§50.59 and 72.48. the
Commission had in mind creation of
accidents of the likelihood and
<ignificance of those that, had the
passibility already existed. would have
heen a design basis accident in the
£SAR. Thus. “accidents’” that would
eequire multiple independent failures or
other circumstances in order to “'be
created”” would not fall within this
criterion. ‘

For an accident to be of a different
tvpe. a few commenters thought that the
1ccident must result in a new or greater
tolodse path than originally considered.
pesuit i a new fission product barrier
St mode. or create d new sequence

- oye~ that results in significant

i fatlure. such that the accident
. 1 ave boen included if the FSAR
.. cenng written today.” The
(qunyssion agrees that these are useful
. _m~rderations for determining whether
+ rhanse results in an accident of a
Aifferent type

One commenter noted that for certain

"o osaibities. the term design basis
o ient was only applied to a very
<mai] ~et of events. Other commenters
Syt that accidents must be

redible” to he “created.” Another
Comunenter was concerned that
<lishtiv different initiator leading to the
<ame desivn hasis accident might be
viewsd as an acoident of a different

Ve

i()nu Commenter stated that “accident
of a different tvpe”” should be changed
to “accident with a different result.” for
consistency with the criterion on

malfunction. However, the Commission
also notes the similarity with the
criterion in § 50.92 (for no significant
hazards consideration determination).
Allowing changes that result in an
accident of a different type (even if the
result has previously been analyzed)
appears inconsistent with the criterion
in § 50.92.

The Commission has concluded that
use of the modifier “design basis” with
respect to accidents of a different type
in the rule language may be confusing
because, by the terms of the rule,
accidents of a different type are distinct
from those (design basis) accidents
evaluated in the FSAR. Therefore, in the
final rule, the Commission removed the
phrase “design basis.” The Commission
agrees that the accident must be credible
in the sense noted above, of having been
created within the range of assumptions
previously considered (e.g., random
single failure, loss of offsite power, no
reliance on non-safety-grade equipment.
etc.), and that a new initiator of the
same accident is not a “‘different type”
(but may affect the frequency of that
accident under § 50.59(c}(2)(i})-

Therefore, the final rule uses the same
language as is currently contained in the
existing rule, concerning accidents ofa
different type. except for changing the
phrase “'possibility * * * may be
created” to “would create the
possibility.”

Need for Definition of Accident

In addition, the Commission had
requested comment as to the need for a
definition of accident, and offered a
specific definition for comment. The
term “accident” also appears in other
evaluation criteria, specifically,
$§ 50.59(c)(2)(i) and 50.59(c}(2)(iii}, in
the context of accidents previously

evaluated in the FSAR. )
Several comments were received on

the proposed definition of accident.
Most commenters felt that a definition
in the rule was not necessary, and most
also disagreed with the specific
definition offered in some respect.
Commenters generally agreed that
accidents include design basis accidents
{tvpically analvzed in Chapters 6 and 15
of the FSAR). anticipated occupational
occurrences. external events that the
plant is required to withstand and other
special events that are analyzed to
demonstrate safetv. Included within the
set of accidents are those scenarios for
which requirements have been
sstablished for the facility either to
withstand or cope with the event.
Notable examples include pressurized
thermal shock events (§50.61).
anticipated transient without scram
(§ 50.62) and station blackout (§ 50.63).



53594

Federal Register/Vol. 64, No. 191/Monday, October 4, 1999/ Rules and Regulations

Commenters also noted that external
events, such as earthquakes, high winds,
floods, and missiles can be treated as
causes of malfunctions of SSC, rather
than accidents. Some suggested that
examples or a list of accidents could be
presented in the implementation
guidance.

The Commission concludes that a
definition of accident is not necessary in
the final rule and that examples of
accidents are best discussed in rule
implementation guidance.

I. Possibility of a Malfunction of
Structures, System, or Components
Important to Safety With a Different
Result From Any Previously Evaluated
in the Final Safety Analysis Report {as
Updated] is Created

In the proposed rule, the Commission
modified the remaining part of existing
§ 50.59(a}(2)(ii}. concerning
malfunctions of a different type by
creating a new criterion (vi), that would
require approval if a change, test. or
experiment would *'create a possibility
for a malfunction of equipment
important to safety with a different
result than any evaluated previously in
the final safety analysis report (as
updated).”

Comments were supportive of the
change from "different type” to
“different result.” and of the change
from “may be" to “is” created. Some
commenters objected to the insertion of
the phrase “important to safetv" and
suggested other phrases, such as “safety-
related”” or “FSAR-described.” Others
suggested that the terminology in
§§50.59 and 72.48 should be made
consistent (the former refers to
equipment: the latter to svstems.
structures or components}

In the final rule. The Commission has
revised the existing criterion to read
“create a possibility for a maltunction ot
an SSC important to safety with a
different result from any previously
evaluated in the final safety analvsis
report (as updated).” The Commission
concludes that the term “SSC™ is
commonly used in both parts 50 and 72
and is well-understood. and that
equipment was an older term that does
not have a unique meaning requiring its
use. The modifier “important tn safetv’’
was considered as alwavs being part nf
the criterion in practice, and that its
omission from the rule was viewed as
editorial and not substantive. Other
terms might have the effect of limiting
or broadening the scope of SSC to be
considered. The Commission notes that
since the overall scope of §50.59 is the
facility as described in the FSAR. there
is no need to use that phrase in
characterizing which SSC need be

considered with respect to
malfunctions.

Guidance for Malfunction With a
Different Result

The proposed rule discussion further
stated that this determination should be
made either at the component level. or
consistent with the failure modes and
effects analyses (FMEA), taking into
account single failure assumptions. and
the level of the change being made.
Several commenters stated that this
guidance should be revised to refer only
to the failure modes and effects analysis
in the FSAR. and not to specify the
component level. The Commission
agrees that this criterion should be
considered with respect to the FMEA.
but also notes that certain changes may
require a new FMEA. which would then
need to be evaluated as to whether the
effects of the malfunctions are
bounding.

J. Replacement Criteria for “Margin o1
Safetv as Defined in the Basis for Anyv
Technical Specification is Reduced”

The phrases “margin of safetv” and
“-as defined in the basis for anv
technical specification™ in the third
criterion in existing § 50.59(a)(2] have
heen the subiect of differing
interpretations for a number of vears
because § 50.59 does not define what
constitutes 4 margin of safety or 4 basts
for anv technical specification in the
context of 83 50.59 and 72.48.

The Commission continues to believe
that changes representing a potentially
significant decrease in certain margins
should require NRC review and
approval prior to their implementation.
\Marains within the plant design and in
the estabiishod ficensing basis exist on
manv levels Thers are margins from the
st conditions,
COnEeTV A <has cumputer
modetins andd o sdos to account tor
uncertainties. ailowances for instrument
drift and svstem response time.
redundancy and independence of
compon-nts. Marzins are built into the
facility to account for routine plant
fluctuations and transients and response
to acendent conditions. Margins also
exist in the »<tablished regulatory
scceptance criteria to be met for
response to vanous accidents and
transients. The acceptance criteria are
established at a value that accounts for
uncertainty about physical properties
and other variabilitv. As a result.
<ubstantial margins are provided by the
regulatory envelope within which a
plant has demonstrated its ability to
respond to a spectrum of design bdsis
accidents. In sum. not every margin is
important to assuring safety such that

ASSUMpPiots . :

changes in that margin must be
reviewed and approved by the NRC
prior to their implementation. However.
the Commission recognizes that
precisely delineating the margins for
which changes would require prior NRC
review and approval is a difficult task.
A change criterion which does not
directlyv refer to margins. but which
nonetheless indirectly assures that
important design and licensing basis
margins are not changed without prior
NRC review and approval. is an
acceptable alternative that would meet
the Commission's goal of assuring
regulatory review of potentially
significant changes to certain margins.
Such an approach avoids having to
describe in the rule the margins of
regulatory interest, and the nature of the
change in margin for which prior NRC
review and approval would be required.

In the proposed rule, the Commission
solicited public comment on several
options. The Commission also requested
the public to provide alternative means
for control of margin.

Option 1 in Proposed Rule

The first option in the proposed rule
was to control inputs to analyses and
the methods and criteria that establish
TS. Under this option, the Commission
would conclude that the analvses and
information in the FSAR establish the
basis for the margins of safety for the
TS. Thus, the Commission's proposal
would have added a definition for
“reduction in margin of safety
associated with any technical
specification”” and conformed the
criterion for needing a license
amendment in new §350.59(c)(2).
Although this option would maintain
the safetv analvses that underlie the TS.
this approach also would have the effect
of giving all input values and
assumptions within the FSAR the
weight of TS (even though they are not
included in the TS). which is
inconsistent with the philosophy in
§50.36. In many instances. changes to
inputs can be accommodated by other
available margins so that the licensing
envelope is preserved. Several
comments expressed strong concern that
this option would be too restrictive. for
the reasons noted above. The
Commission agrees with these concerns
and coniudes that the approach is not

consistent with the intent of the original
rule. In this light. this option of
requiring prior NRC approval for any
change to input parameters associated
with TS was rejected as an approach for
the final rule.
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Option 2 in Proposed Rule

The proposed rule contained a second
option that was a proposal to delete the
“margin of safety” criterion completely.
Instead, the Commission would rely
upon the other criteria in §50.59, as
well as the regulatory requirement that
all changes to TS be reviewed and
approved by the NRC, to assure that
there are no significant adverse changes
to margins in design and operation. If
this option were adopted, the
Commission would argue that there is
no need for prior review of changes that
do not satisty any of the other
evaluation criteria in view of "risk-
informed" insights and greater
understanding of the margins that exist
through meeting the body of regulatory
requirements. The Commission also
sought comment on whether any of the
other evaluation criteria should be
revised if this approach were adopted.

A significant number of comments
were received in support of the proposal
to delete margin of safety as an
evaluation criterion. In support of their
position. commenters noted that TS and
the other six evaluation criteria. in
conjunction with other reculatory
requirements for desiun. testing. and
operation. make the marsin question
moot. The Commission did not adopt
this propuosal because of the varlability
in existing TS, and uncertainties about
how licensees might gauge the other

evaluation criteria for specific changes.

Option 3 in Propased Rule

In the Federal Register notice. the
NRC also offered a set of options that
focused on control of margins associated
with results of analvces astrad ot
focusing on the mpuis o saletn
analvses, these options woenld tocas
the results of the safetv anadvses i
order to determie whether chinaes s
operational charactorisi s oty
information described o the FSAR
updated) would redace the evel o
protection reflected by the resuits ot
safety analvses.

In developig which resusts wonki be
governed by thix v orerien
the Commission « . fered awhat
aspects of the faclitv sateny are
controlled by other reqrarements aond
thus what other intormation might g
“margin’ criterion bentended
capture, As part of the hicensing review
for a facilitv. the NRC ostiblished aieve
of required performance which witl be
referred to in this discussion s
dCCeptance criteriaj tor cortain phy ST
parameters. such as those that define the
integrity of the fission product barriers
{e.g.. tuel cladding, reactor coolant
svstem boundary. and containment).

i~

KR

Satisfying these acceptance criteria
produces a margin of safety to loss of
barrier integritv. The safety analvses
presented in the FSAR (as updated)
demonstrate that the response of the
barriers to the postulated accidents,
transients, and malfunctions meets the
acceptance criteria. Thus, in
constructing the options for comment,
the Commission suggested a more
explicit linkage between when “margin
of safety” needed to be preserved to the
response of the fission product barriers
relied upon to provide protection from
uncontrolled release of radioactivity.

In the range of options, the
Comumission also suggested that certain
mitigation system capability, as, for
instance engineered safety feature
performance parameters (flow rates,
efficiencies, etc.) also might be
considered with respect to margin, and
asked for comment whether there were
other parameters that should be
explicitly accounted for in any criterion
on “margin of safety.”

As part of these options, the
Commission also offered different
approaches tv how much flexibility
should he allowed, as for instance.
minimal reductions. or use of limits as
the pomnt at which reductions in margin
would he determined Also.as
(i ssed Liter. the Commission asked
in the proposed rule whether changes to
svaluation methods should also be,
controlled.

Comment Swmmary for Option 3: The
Commission received a large number of
comments on the various suboptions
nnder Option 3 concerning results of
anaivees With respect to the

iontiation of those parameters to
crtrod, miany of the commenters who
pod 4 margin® concept hased

< vars shoudd be Himited to those
. —oyattect fisswon product
1.t~ md for which there are clearly
o Tiits. One commenter thought
Gt cpterion on marzin is not needed
« i reactor that was being
ey anmissioned. Commenters also
shnereht that mitigation system
L rtarsiance was best controlled by
aher «niteria, such as those concerning
maltunction of SSC. or consequences of
Accidents, It was also noted that
smportant characteristics of mitigation
wvstoms are governed by TS, With
rospect 1o parameters that mizht be wsed
ander part 72, commenters stated that
thewe <hould be those with the potential
ot rease the likelihood or the amount
of oftaite release, specitically. such
thines as fuel and cladding temperature.
cask temperature and internal pressure.
and cask stresses.

For the question as to when NRC
approval is needed, comments can be
grouped into two main themes: those
that are supporting the position
currently included in NEI 96-07 related
to acceptance limits as being the point
of departure for reduction in margin,
and those supporting a new proposal
from NEL No commenters supported
either a “no reduction in results” or a
“minimal” standard, or any type of
graduated approach such as that
discussed earlier for consequences. As
part of its comments on the proposed
rule, the NEI proposed to replace the
existing margin of safety criterion with
one that states that a change requires
prior NRC approval if it would result in
a design basis limit directly related to
integrity of the fuel cladding, the reactor
coolant system boundary, or the
containment boundary being exceeded
or altered. Their proposal is similar in
several respects to the guidance offered
in NEI 96—07, with respect to using
“limits" as the point at which a
reduction in margin occurs, and in
focusing on parameters for fission
product barriers as being the instances
where there is margin to protect. The
difference is the concept of “design

basis limits” as represented in the FSAR
instead of acceptance limits that might
he found in other documents. Further.
NEI suggested that as part of the rule
changes to adopt this criterion. the NRC
should also delete the third criterion in
§50.92, which states that a
determination of ““no significant hazards
consideration” cannot be made for
amendments that would involve a
significant reduction in a margin of
safetv.

Resolution

In SECY-99-054. dated February 22.
1999. the staff presented an alternate
proposal for the margin of safety
criterion. The staff proposal emploved a
concept that used the design basis
capability for a SSC as the determinant
for when prior staff review would be
required. As presented in the final
safetv analvsis report, there is a design
hasis (functions and controlling values
of parameters) that determines the
minimum performance requirements for
SSCs. The controlling value fora
parameter is the point at which
confidence in the capability of the
structure, svstem or component to

perform its intended safety functions
hogins to decrease. For many
parameters. requirements have been
vstablished in TS: for others, which are
not directly controlled or measured.
while certain TS requirements mayv have
been imposed to keep values within
required ranges. inclusion of a criterion
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that verifies that facility changes have
not adversely impacted design basis
capability provides assurance of
completeness beyond the requirements
for approval of TS changes.

The staff was supportive of the NEI
concept of using the design basis as the
determinant of when prior NRC
approval was needed. The staff proposal
was a modification of the suggested NEI
approach that would focus on the
effectiveness of systems to protect
barriers. The staff thought that the rule
language as offered by NEI could be
viewed too narrowly, and might not
ensure that changes affecting
performance of mitigation and support
systems were appropriately evaluated
with respect to their roles in protecting
integrity of the barriers. Therefore, the
staff's proposal was more explicit about
the design basis capabilities of the SSC
being used to determine whether
approval of a change was needed. The
principal difficulty with this proposal
was uniquely identifving the design
basis capabilities for all SSCs that
would need to be satisfied in order to
implement the concept. :

Since the time that SECY-99-054 was
submitted to the Commission, the NRC
has gained a greater understanding of
the NEI proposal and how it would be
implemented, and. in particular. how it
would be used to assess changes to
mitigation systems and support svstems.
Although the NRC agreed that the
process described in the NEI comment
letter of December 21. 1998, would be
sufficient to ensure that changes to other
systems are appropriately examined
with respect to impact upon the
barriers. it was not apparent that the
specific rule language suggested would
require licensees to implement <uch a
systematic approach to examination of
design basis limits.

Therefore. the approach contained in
the final rule is a combination of the
NEI proposal contained in its comment
letter and the staff proposal contained in
SECY-99-054. In the final rule. the
Commission is eliminating the existing
criterion on reduction of margin uof
safetv. In its place. the Commission is
adding a new criterion (vii) that requires
prior NRC review of changes that result
in a design basis limit related to the
integrity of the fission product barrivrs
being exceeded or altered.

The final rule also contains a new
criterion {viii) related to the use and
control of evaluation methods (see
below). These two criteria together in
place of a criterion on margin of safetv
explicitly cover those margins that the
Commission believes are important to
address in this evaluation process—the
first being the margin that exists in the

limits that are to be met, and the second

' being the margin that exists from the

conservatisms included in the methods
used to demonstrate that requirements
are met. Each of these criteria are
discussed below.

The Commission concludes that the
new criteria (vii) and (viii) together will
maintain safety because they will
preserve the design basis capabilities
that protect the integrity of important
fission product barriers, and thus those
features that protect against release of
radicactive material. The rule will also
control the analyses and assessment
process through control of the methods
and will assure that the required
response of the barriers as previously
established by NRC review will be
maintained.

The Commissiondoes not plan to
make any changes to the criterion in
§50.92(c)(3). which provides that
license amendments involving 4
significant reduction in a margin of
safetv do not meet the criteria for a "no
significant hazards consideration”
determination as discussed in section M
below.

Final Rule Language
New Criterion jvii!

New criterion (Vi) would require 4
prior NRC review of any change that
would “result in a design hasis limit for
1 fission product barrier as described in
the FSAR (as updated) being exceeded
ar altered.” For purposes of
implementation of this criterion. the
Commission defines design basis limit
for a fission product barrier as the
contrnlling numerical value for a
parameter established during the
licensing review as presented in the
tinal safetv analvsis report for any
parametersss dsed to determine the
intouritv of a harrier. Typically. the
contrnlimy vaive tor the parameter is set
at 4 point tar enough away from failure
that there is confidence in the integrity
of the harrier. As 4 partial substitute for
the previous “reduction in margin™
Criterion 1n the former § 50.59(a)(2)(i11).
4 change which does not exceed or alter
1 design basts hmit for a fission product
harrrer does not involve any reduction
in the margin of safety. '

The Commission did not retain the
suggested wording from commenters for
¢riterion {viii which might suggest that
the evaluation van he limited to those
changes that are directly related to fuel
cladding. reactor coolant system
boundary. and containment boundary.
The Commission believes that a broader

initial assessment of parameters is
necessary than that which might be
suggested by the term “directly related

All changes that might affect the design
basis limits, including changes to
parameters within mitigation and
support systems, must be evaluated for
their effects upon the design basis limits
for the barriers. Further, the
Commission used the term “fission
product barrier,” rather than listing the
specific barriers for operating power
reactors as used by NEI so that the rule
language would be appropriate for all
Part 50 facilities (including non-power
reactors, and reactors undergoing
decommissioning). The more general
terminology is also appropriate for the
part 72 facilities.

New criterion (vii) narrows the focus
for when prior NRC approval is required
to those changes which result in the
specific limits that relate directly to the
performance of fission product barriers
being exceeded or altered. For power
reactors. these barriers are generally
limited to the fuel cladding, the reactor
coolant system pressure boundary and
containment. For a reactor undergoing
decommissioning. where the fuel is
stored in the spent fuel pool, the barrier
would be the fuel cladding. For non-
power reactors, the fission product
barriers would include, as applicable to
the specific reactor. the fuel cladding,
the reactor tank. and the reactor room.
building. confinement. or containment.

The proposed criterion (vii} is equally
applicable to independent spent fuel
storage facilities or spent fuel storage
cask designs in part 72. The particular
parameters or barriers would be
specified in terms of the barriers against
release of radioactivity afforded by fuel
storage facilities. For instance, these
would include calculated fuel
temperature or cladding oxidation. and
stresses (or pressures) on the cask
structure.

Although the list of fission product
barriers includes containment and other
features that prevent the release of
radiation. the design basis limits for
these barriers are for parameters such as
pressure. The determination of resultant
radiological consequences from leakage
through or breech of these barriers is the
subject of criteria (iii) and (iv). rather
than criterion (vii).

Further. design basis limits for.certain
fission product barriers mav not be
applicable to particular facilities or
conditions of the facilitv (such as

permanently shutdown facilities). The
determination as to the need for
evaluation of particular barrier
parameters or limits depends upon the
safetv analvses and information
presented in the FSAR (as updated).

The Commission notes that the new
criterion (vii) does not incorporate the
use of a minimal change concept. The

'
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modification of the criterion to reflect
design basis limits as a point for
evaluating when prior NRC review is
necessary would not permit small
changes beyond the limits without
review.

With respect to changes relating to the
design basis capability of SSCs to
perform their functions in those
circumstances in which the change does
not cause any design basis limits to be
exceeded or altered, the other
evaluation criteria in § 50.59 {as well as
other requirements such as TS or ASME
code requirements) provide the
standards for prior NRC approval of
such changes. :

The rule language that provides that
a design basis limit may not be altered
provides important and needed
assurance. Changes that involve
alteration of the design basis limit for a
fission product barrier involve such a
fundamental alteration of the facility
design that a change, even in the
conservative direction, should receive
prior NRC review.

Guidance for Implementation

To satisfy new criterion {vii).
licensees must determine the
parameters that would be affected by the
proposed change. The affected

" parameters are not limited to the
specific parameters in the system in
which the change is being made or to
parameters that are only directly linked
to the actual fission product barrier.
Rather, the design parameters must
include an assessment of all affected
parameters. including design parameters
of mitigation and suppuort svstems. Onee
the parameters are 1dentitied. the
licensee must establish whether the
parameters have values established :a
the FSAR, whether the parameters are”
controlling parameters that are referer:
bounds for the design. and whether th»
parameter has the potential to affect the
performance of the fission product
barrier. If the specific parameter values
are alreadv subject to controls
established by the TS ar other rules or
regulation. those rerpnraments shall B
followed.

After a licensee assesses the
information discussed above 1t wonld
need to identify the specific design basts
limits that could be affected for each of
the identified parameters. After the
licensee completes its assessment of the
change against vach design basis Him:t,
if no design basis limit is altered or
exceeded. criterion (V) is satisfied. and
a licensee may make the change without
prior NRC review.

Examples

The NRC has selected several
examples to illustrate how the new
criterion {vii) would be implemented. In
these examples, it is assumed that NRC
approval is not required because of
other reasons, such as need for a TS
change, section 50.55a requirements etc.

Example 1: A plant FSAR states that
the function of the auxiliary feedwater
system (AFW) is to provide feedwater
flow to the steam generators following
postulated accidents (e.g., main steam
line break, feed line break, small break
loss-of-coolant accident), or when a
reactor trip occurs coincident with a
loss-of-offsite power. The FSAR states
that 700 gallons per minute (gpm) will
be delivered to the steam generators.
The licensee’s accident analyses used
700 gpm to assess the acceptability of
the plant to respond to the accidents
and concluded that no safety limits
were challenged if 500 gpm were
supplied. As a result of recent testing of
the AFW system, the licensee
determines that the pumps can no
longer deliver 700 gpm. The licensee
determines that the AFW pumps can
deliver only 500 gpm at the required
pressure and temperature. The licensee
performs the necessary safety analyses
and confirms that 500 gpm is sufficient

tn meet all necessary functions and that
a0 safety limits would be challenged as
a result of the flow reduction. The
licensee decides to leave the pumps in
the plant as is rather than replace the
pumps to restore the originally stated
capability. The licensee revises the
FSAR to state that the AFW system will
deliver 500 gpm during postulated
wccidents or for transients involving a
ss-of-offsite power.

"“nder the new criterion (vii), the

~nsee would have to assess the
1+t of the reduced flow rate on the
{»<:en hmats of the fission product
harriers. The licensee would have to
identify the system parameters that
woild vary as a result of the changes in
AFW system performance. identify the
<pocific design limits that have the
porontial to affect the fission product
sarrer performance, and complete the
analvses to determine whether the
<praific design limits for the fission
product barriers would be challenged.
"h thix example. it is assumed that the
liconsee did not change the method of
ovaluation for the safety analvses !f the
licensen had used a different
methodology from that used initialiv in
establishing that the limits were met.
then. the licensee may have to submit
the revised analyses under criterion
(viii) of the revised rule.

For this example, the licensee would
have to complete the evaluations
required by § 50.59 but would not have
to submit a license amendment request
to lower the expected flow rate of the
AFW system, from that stated in the
FSAR, to the lower as-found value, nor
would a licensee have to request an
amendment to remove the old pumps
and replace the pumps with new pumps
that provide the lower capacity assumed
in this example. The basis for this
conclusion is that the licensee analyses
determined that the design limits of the
fission product barriers would not be
challenged and, therefore, that the
fundamental basis for the staff’s initial
safety conclusion is maintained.

Example 2: A facility FSAR states that
some of the functions of the component
cooling water system are to provide
cooling water flow to the reactor coolant
pump seals and to the shell side of the
residual heat removal system (RHR) heat
exchangers. The FSAR states that the
CCW system provides 400 gallons per
minute, 100 gpm for the seals and 300
gpm for the RHR heat exchanger. The
licensee has recently obtained a new
reactor coolant pump seal which
requires an additional 25 gpm of cooling
flow. The licensee plans to revise the
flow distribution such that 125 gpm is
directed to the seals, and 275 gpm to the
RHR heat exchangers. The licensee
performs analyses to determine that
with the reduced CCW flow to the RHR
heat exchangers, the RHR system can
still perform its required functions with
required limits, as for example,
removing sufficient decay heat to.cool
down within required time frames,
keeping post-accident temperatures
within required limits, etc. The licensee
would satisfy criterion (vii) and be able
to make this change under § 50.59.

Example 3: A licensee discovers an
error in the primary system pressure
boundary piping fatigue calculation
performed to demonstrate compliance
with the ASME Code requirements. A
corrected calculation shows that the
fatigue criterion would be exceeded (for
the postulated FSAR events). A change
to the licensing basis to accept revised
fatigue criteria would require review
under criterion (vii) because the design
basis limit for one of the fission product
barriers (reactor coolant system piping)
would be exceeded or altered. (This

change would also not satisfy criterion
‘i), “minimal increase in frequency of
occurrence of an accident' because of
potential failure of piping due to fatigue
cracking, leading to loss of piping
system integrity.)
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New Criterion (viii}—Control of
Evaluation Methods

In the proposed rule notice as part of
the options presented on margin of
safety, the Commission had discussed
the issue of controlling methods (also,
as noted, the proposed rule had
explicitly stated that changes to
methods were changes to the facility,
and as such, required § 50.59
evaluations). Specifically, the
Commission sought comment on
whether the rule should include a
statement that “all analyses and
evaluations for assessing the impact of
plant changes must be performed using
methodology and analytical techniques
which are either reviewed and approved
by the NRC or which are shown to meet
applicable review guidance and
standards for such analyses.”

Five commenters stated that methods
should not be controlled by § 50.59
because the limits (e.g.. acceptance
limits) are conservative. These
commenters thought that licensees
should be allowed to use methods that
are accepted by the NRC Standard
Review Plan or other processes. without
the need for prior NRC approval. A few
commenters agreed that methods shauld
either be reviewed and approved by
NRC (or meet applicable standards):
produce results that are consistent with
the licensing basis methods: or that
changes to methods should be reviewed
as separate changes under §50.59.

The Commission concludes that
control of methods is essential in
assuring a consistent application of the
change review process. especially in
light of the flexibility being provided by
changes to the other evaluation criteria.
such as having criterion {viil that uses
design basis limits being exceeded s
the point at which NRC review 15
required instead of the “margim o1
safety" criterion. Although the
Commission agreed that changes to
methods should be reviewed as <eparate
changes. the other evaluation criteria do
not provide a standard that could he
used to determine when chanees to
methods should be teviewed by NRC
While the NEI proposal would have
controlled the methodologies throuch
regulatory guidance. the Commission
did not judge that process to provide
sufficient rigor to assure uniform
implementation of the requirement. A
statement that the analvsis should mee
applicable standards was considered.
but was ultitnately rejected as being too
vague. Therefore. the Commission has
added criterion (viii) to be specifically
used for changes to methods of
evaluation. ‘

Final Rule Language

New criterion (viii) will require prior
NRC review of any change in a
methodology or evaluation method that
“results in a departure from a method of
evaluation described in the FSAR (as
updated) used in establishing the design
bases or in the safety analyses.”

Definitions and Guidance

For the purposes of this rule, a
departure from a method of evaluation
described in the FSAR (as updated)
used in establishing the design bases or
in the safety analyses means (1)
changing any of the elements of the
method described in the FSAR (as
updated) unless the results of the
analysis are conservative or essentially
the same; or (2) changing from a method
described in the FSAR to another
method unless that method has been
approved by NRC for the intended
application. Results from a changed
method are conservative relative to
results from the previous method. if
closer to the limits or values that must
be satisfied to meet the design bases.

Results are “‘essentially the same™ if
thev are within the margin of error
needed for the tvpe of analvsis being
performed. even if tending in the non-

conservative direction. Results are
essentiallv the same if the variation in
rosults hecause of the change to the
method is explainable as routine
analvsis sensitivities, and the
differences in the results are not a factor
in determining whether any limits or
criteria are satisfied. The determination
can be made through benchmarking
new vs. atd method). or mav be
sppparent from the nature of the changes
hetween the methods. When
B e arkons 1 method to determine
B it .oonpates fo the previous one.
“he i ses Chatare done must be for
! < plant conditions.
athepae, the results mav not be
conmparabic. Approval for intended
pphication includes assuring that the
ipproved mothod was approved for the
tvpe of anaivsis being conducted.
seneric il approved for the type of
Cwoatity aerna itand that all terms and
Conditions tor use of the method are
<atistied.

The rule words were chosen to allow
licensees onlv a small degree of
floxibility in methods where the results
are tending in the non-conservative
direction. without burdening either the
licensee ur the NRC with the need to
review very siall changes that are not
important with respect to the
demonstrations of performance that the

analvses are providing. The intent is to
limit the need for review to those

thes ity

changes to methods that could impact
upon the acceptability of performaice
were the results to be at the limiting
values.

By limiting the methods to those
described in the FSAR, and to those
used for design bases and safety
analyses, the Commission concludes
that the burden of requiring review is
justified in view of the relaxations in the
other evaluation criteria. Unless the
methods are used in FSAR safety
analyses, as demonstrating that the
facility performance continues to meet
requirements, or to verify conformance
with the design bases, they would not
meet the rule requirements for approval.
Thus, for example, if a licensee chose to
perform sensitivity studies, or to
examine alternative approaches for a
change being contemplated, or included
other analyses in the FSAR for reference
purposes, these methods would not be
subject to the rule. It is at the point in
time that the revised method becomes
the means used for purposes of
satisfving FSAR safety analysis or
design bases requirements that the
approval {if the noted conditions are not
met) would become necessary.

The Commission has included a
definition of “departure” in the
definitions section of the rule such that
the intended meaning for purposes of
§50.59 is clearly understood.

Design bases as used in criterion {viii)
is that information meeting the
definition contained in 10 CFR 50.2,
and in particular, those controlling
values that are restraints derived from
generally accepted practices for
achieving functional goals, or
requirements derived from analvsis of
the effects of a postulated accident for
which a SSC must meet its functional
a0als. Safetv analvses are those
vwvaluations that demonstrate that
acceptance criteria for the facility’s
capability to withstand or to respond to
postulated events are met.

Thus. this criterion applies to those
methods of evaluation used for
demonstrating that design basis limits
for fission product barriers are met, for
ather analvses such as radiological
amsequences that are part of the safetv
analvses. and for analyvses that
demonstrate that functional goals for
S3C are met. These would include those
analvses that show that SSC will

sunctinn under limiting conditions such

i+ natural phenomena. environmental
osditions. dynamic effects. and so
fopth, However. as noted in the rule
Lenauage. only those methods that are

used in establishing the design bases or
in the safetv analyses fall within the
criterion. In addition, the Commission
notes that changes to time-limited aging



Federal Register/ Vol. 64, No. 191/Monday, October 4, 1999/Rules and Regulations

53599

analyses and evaluations of aging

management programs required by

§§54.21(d) and 54.37(b), require

evaluation with respect to criterion (viii)

to the extent that evaluation methods for

these analyses are described in the

FSAR supplement.

To assure consistent implementation
of criterion (viii), the Commission
believes that it is important to clearly
distinguish between methods of
evaluation and input parameters to the
methods. Methods of evaluation means
the calculational framework for
evaluating behavior or response of the
reactor or any SSC. This includes the
following (to the extent that they are
described or applicable for a particular
method):

—Data correlations
—Means of data reduction
—Physical constants or coefficients
—Mathematical models
—Specific assumptions in a computer

program
—Specified factors to account for

uncertainty in measurements or data
—Statistical treatment of results
—Dose conversion factors and assumed
source term(s)

. Input parameters are defined as those
values derived directly from the
physical characteristics of structures.
systems or components, or processes in
the plant. These would include such
things as: Flow rates, temperatures,
pressures, dimensions or measurements
{e.g., volume, weight, size), or system
response times. Changes to input
parameters (that are described in the
FSAR) are to be evaluated as facility
changes. and criterion (viii) would not
be applicable. Additional guidance wit!
be provided in the implementation
guidance to describe the specitic
elements of the evaluation methods or
methodology that would require review
and to clearly define specific types o
input parameters. The NRC intends to
work closely with stakeholders to reviss
the existing guidance related to
implementation of §50.39 to reflect
these definitions.

The rule requirements fr evaluation
methods would allow far use ot generu
topical reports as not beinw a
“departure.” provided that the topical
report is applicable to the facilitv. and
is used within the terms and conditions
specified in the approved topical report.

The Commission believes that with
the guidance concerning “evaluation
methods™ and the definition of
departure, licensees have the capability
to perform analyses as needed without
being unduly burdened by the need for
NRC review. while still preserving those
inherent conservatisms in the methods

that provide the confidence that safety
is maintained when the parameters are
calculated to be at their design basis

limits and that SSC capability continues

to meet design basis requirements.

Examples

Example 1: The FSAR states that a

damping value of 0.5 percent is used in
the seismic analysis of safety-related
piping. The licensee wishes to change
this value to 2 percent to reanalyze the
seismic loads for the piping. Using a
higher damping value to represent the
response of the piping to the
acceleration from the postulated
earthquake in the analysis would result
in lower calculated stresses because the
increased damping reduces the loads.
Since this analysis was used in
establishing the seismic design bases for
the piping, and since this is a change to
an element of the method that is not
conservative and is not essentially the
same, the NRC concludes that this
change would require approval under
criterion (viii). On the other hand, had
NRC approved an alternate method of
seismic analysis that allowed 2 percent
damping provided certain other
assumptions were made, and the
licensee used the complete set of
assumptions to perform its analysis,
then the use of the 2 percent damping
under these circumstances would not be
a departure, under the second part of
the definition.

Example 2: The licensee wishes to use
an inelastic analysis procedure, not
previously used in its seismic analyses
as described in the FSAR, to
demonstrate that the structural
acceptance criteria are met for cable
'ravs. NRC concludes that this would be
4 departure from the methods of

« duation and that it would not be
<oty the same because the revised
il s~ would predict greater capacity
“han w suld the previous analysis.
Thurofore. this change would require
NRC approval.

£xample 3: The licensee wishes to

Wange a non-LOCA FSAR Chapter 15
transtent methodology. The
awthadology is being changed to a
Aifferent vendor's NRC approved
method. The new vendor's method has
heen approved generically for the

particular reactor type (e.g.. 2 loop
PWR) and for the particular transies:
heiny analvzed. The analysis is being
performed in accordance with all the
applicable limitations and restrictians
The licensee can make this change

without priar NRC approval because

using a yenerically approved method for

the purpose it was approved. while
meeting all the limitations and
restrictions. is not a “departure.”

Subsequent plant changes can then be
evaluated using this new method and
the other seven criteria in § 50.59.

Example 4: The licensee wishes to
change an analysis described in the
FSAR which states that adequate net
positive suction head (NPSH) is verified
by analysis without crediting
containment overpressure. The new
analysis will assume that five pounds of
overpressure is credited in calculation
of available NPSH. The revised analysis
predicts more (five additional pounds
of) available NPSH for the pumps, a
result further from the limit (the
required NPSH) for an analysis that
establishes part of the design bases for
the pumps as being capable of
performing their required function
under the range of expected conditions.
This change can not be made without

prior NRC approval because a change in
an element of a method described in the
FSAR, used to establish the design
basis, that is not conservative, or
essentially the same, is a “‘departure.”

Example 5: The licensee wishes to

change an evaluation method described
or incorporated by reference in the
FSAR Chapter 15 transient analysis. In
an attempt to remove some of the
conservatism associated with the
analysis, the change the licensee is
contemplating is removal from the
analysis of consideration of certain
instrument uncertainties for a few
parameters, by assuming nominal values
instead. By not accounting for the
greater range of the parameter
(including the uncertainties), the
analysis predicts response further from
the limit to be satisfied. The treatment
of uncertainties was an element of the
method described in the FSAR, and.
therefore, this change can not be made
without prior NRC approval because a
change in an element of a method
described in the FSAR, used in the
safety analysis, that is not essentially
the same is a “‘departure.”

On the other hand, if an instrument in
the plant were replaced with a different
one. the assumed uncertainty in the
analvsis for that instrument could be
used in the analysis without prior NRC
review. using the other seven §50.59
criteria rather than criterion (viii),
because this is an input change rather
than a model change. How the
uncertainties are treated in the analysis
is part of the method. The range of
values of the uncertainties associated

with particular instruments is a
characteristic of the facility and is thus
an input parameter.

K. Safetv Evaluation

The Commission proposed to delete
the word “‘safety’ in referring to the
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required evaluation for determining
whether the change, test, or experiment
requires a license amendment. A similar
change was proposed for §50.71(e),
which presently refers to safety
evaluations either in support of license
amendments or of conclusions that
changes did not involve USQs.

The Commission also proposed to
change “‘safety evaluation in support of
license amendments’” to “safety analysis
in support of license amendments.” The
second part of the existing phrase would
be revised to refer to the “evaluatian
that changes did not require a license
amendment in accordance with
§50.59(c)(2) of this part.” Conforming
changes in Part 72 to revise the language
to refer to “‘evaluation” were also
proposed.

Commenters were generally
supportive of these proposed changes. A
few noted that as with the term “USQ."
a simple process should be adopted for
revision of TS that use the term safety
evaluation (this issue is discussed under
Section A(4)). Other clarifving wording
changes were included as a result of the
comments, as for instance. referring to
“approved ' license amendments rather
than to “requested’ license
amendments to make clear that the
updates. as well as subsequent §50.59
evaluations, should be based upon what
has been approved {and implemented;.
not on what a licensee may have
proposed for approval. but that has not
been approved.

The final rule includes these changes
offered in the proposed rule for
§50.71(e); in addition. the term
“approved’ was used in reference to
license amendments. The final rule
language for § 50.7 1ie} 15 presented i
Section L. which also discusses ther
aspects of the requirements tor FSAR
updating.

L. Reporting and Recordhe i
Requirements

Records

Requirements for recards for
evaluations performed under 50.54.
and for submittal of 4 swmmary veport
are being moved to paragraph tdeoas parn
of this rulemaking. In the sl e the
Commission has simplified the rule teat
concerning records. Although the textis
simpler. there is no change in which
records are being required. That i~ the
Commission views the phrase “made
pursuant to paragraph (7 as referring
to those changes. tests. and oxpenments
that require evaluation against the
criteria (for example. because they
involve the facilitv as described in the
FSAR). but not to those other activities
or changes that are determined to not

fall within these required evaluations
{as for instance, being screened out). As
noted in Section K above, the rule now
refers to “evaluations” not to “safety
evaluations.”

In addition, the Commission had
proposed a change to the record
retention requirements in existing
paragraph § 50.59(b)(3) (renumbered by
this rulemaking to (d}(3)). The change
would add to the requirement that the
records of changes to the facility be
maintained until the termination of the
license, the following statement “‘or
until the termination of a license issued
pursuant to 10 CFR part 54, whichever
is later.”” Commenters were supportive
of this proposal, and the final rule
section is unchanged from the proposed
rule in this regard.

Summary Report

Simplified text was also included in
§ 50.59(d)(2). concerning submittal of
the summary report. The existing text
required submittal annually, or along
with the FSAR update (which could be
up to 24 months between submittals), or
at such other frequencies as specified in
the license. The Commission sees no
need for such variability in submittal
dates. and believes that a 24 month
interval is acceptable for submittal of
the summary report. Licensees may
submit reports more often if they wish.
If 4 licensee has a shorter time specified
in its license, that licensee may request
that the requirement be removed so that
the rule frequency would be applicable.
The 24 month frequency is also
included in the part 72 sections, as
requested by several commenters.
Updates tothe Final Safety Analysis

Revpes

rf
ot prenoeed rudes the Commission
i supplement the reporting
a0 T et on Ueffects”
Tl e that in the FSAR
Cite submattal fwith the replacement
zosi the hoensee shall include a
fos ription of »ach change affecting that
p-ortof the SAR that provides sufficient
aitormation to document the effect of
“iv e upon the probabilite or
cseauencoes of accidents or
Snetfune tons, or reductions i mdrgin
assotiated with that part of the SAR.
The reason for this proposal was that
the Commission was concerned about
the potential cumulative effect of
minimal increases, Since some ineredses
are allowed in probability and
Consequences, the Commission thought
tiuat these rule changes would place
aredter importance on: (1) Complete and
accurate SAR updating: (2) the

licensee's evaluation process taking inte

account other changes made since last

update: (3) the licensee's screening
process examining plant changes to
determine whether they are indeed
changes requiring evaluation; and (4)
reporting requirements so that staff can
assess the ongoing nature of cumulative
impact.

The issue discussed in the proposed
rule was how the NRC could best
oversee the process such that several
“minimal” changes do not result in
unacceptable results. In the proposed
rule, the Commission proposed
requiring licensees to report effects of
changes in the FSAR update submittal
in accordance with §50.71(e} in a
different manner to facilitate evaluation
of cumulative effect.

A large number of commenters stated
that this proposal was burdensome and
unnecessary in view of the minimal
standards. Further, commenters thought
that this provision would require them
to perform additional evaluations of the
cumnulative effects, or to numerically
gauge the result of increases to
probability that were judged on a
qualitative basis. Others stated that
when analyses were performed. such as
for consequences or performance of SSC
against limits. the existing update
requirements would specify that the
offects of these analyses be included in
the update. The Commission agrees that
the burden associated with the proposed
rule change is not warranted in view of
the specific criteria adopted and the
existing update requirements. Therefore,
the final rule does not contain such
language.

Other wording changes for § 50.71(e)
were discussed under section K.
Therefore. the following language is in
the final rule for this section:

e b persan i ensed to operate d

Coeal ot et reactor pursuant to the
i~ian~ 0f $30.21 0r $30.22 of this part
Lo periesdicailv, as provided in
Dt e e amd 14 of this <ection. the
o tfety anaiveis roport (FSAR) originally
Hrtted s part of the application for the
erating license, to assure that the
itermation included in the FSAR (as
apdaated ] connuns the latest information
ool oped This subminal shall contain all
foes ecessary t eefiect information
ivses ~ubimited o Commission
fenser or prepared by the licensee
wurant Lo Cumimission requirement sinee
“a<t <ubmittal of the vriginal FSAR. or as
ropriate the last update to the FSAR
for this section. The subinittal shall
fie the effects T of all changes made in
s ar procedures o< deseribed in the
[h satery anabvses and evaluations
1o »ither in support
(amm‘.\inn‘mn‘. ot in

Ao end Lioense
tt

Litects of changes cludes appropriate
oy mions of descriptions in the FSAR such thdt the
P SAR Lis updated) is complete and accurate.

\
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support of conclusions that changes did not
require a license amendment in accordance
with §50.59(c)(2} of this part; and all
analyses of new safety issues performed by
or on behalf of the licensee at Commission
request. The updated information shall be
appropriately located within the update to
the FSAR.

M. No Significant Hazards
Consideration Determinations

Under § 189.a(2)(A}, the Commission
may issue and make immediately
effective an amendment to an operating
license if the Commission has made a
determination that the amendment
involves a “no significant hazards
consideration” (NSHC), despite the
pendancy of a request for a hearing or
the completion of such a hearing. The
Commission's criteria for determining
whether an amendment involves a
NSHC, as set forth in § 50.92(c), are
similar to the current USQ criteria in
§50.59:

(c) The Commission may make a final
determination * * * that a proposed
amendment to an vperating license *
involves no significant hazards
consideration. if operation ot the facilitv in
accordance with the propased amendment
would not:

(1} Involve a significant e
probability or consequen os an acctens
previcusiv evaluated

(2} Create the possint
different kind of . cident
previously considered, or

(3) Involve a significant reduction in g
margin of safety.

N

wise i the

The Commission has evaluated
whether the NSHC criteria in § 50.92(¢)
must be modified if the existing criteria
in §50.59 are altered. deleted or
supplanted. The AEA does not define
NSHC. nor does any pruvision of the
AEA conceptually link the NSHC
concept to any particular standard or
concept. A review of the eaisdative
history of the “Shaliv amendment”
which modified Section 18494 did ot
disclose any reference to §30.539 or a
discussion which links the NSHC
concept and the 83059 criteria H.R.
Conf. Rep. No. 97-834. 97th Cong.. 2d
Sess. {1982). Sen. Rep N 97-iid a7y
Cong., 2d Sess. 11987 H Rep No 97
22, Part 2. 97th Cong.. 2d sess 111810
. The Commission has also evainated
whether changes to the NSHC critenng o
conform more closely to the revised
§50.59 would facilitate implenientation
of the revisions to §30.39, »ven it
changes to the NSHC criteria are not
required by the AEA. There are three
areas where the current NSHC cntenig

diverge from the revised §350.59 criteria:

(i) The current NSHC criteria do not
include the “malfunction of
components’* criterion in the revised

§50.59; (ii) the NSHC criteria retains a
“significant reduction in margin of
safety” criterion, which is no longer part
of the revised § 50.59; and (iii) the
NSHC criteria do not include the
revised § 50.59 criteria (vii) and (viii)
concerning changes to fission barrier
design basis limits, and changes to and
departures from evaluation methods.
Although there may be some conceptual.
tidiness in utilizing the same evaluation
factors for changes under § 50.59 and
NSHC determinations under § 50.92,
nothing in the AEA or the legislative
history requires that the criteria be
identical. Furthermore, the Commission
notes that § 50.59 and NSHC address
issues which are fundamentally
different in purpose. Section 50.59 is
focused upon the NRC's regulatory
needs with respect to its review and
approval of licensee-initiated changes,
tests and experiments. By contrast, the
NSHC determination is directed at
determining what license amendments
will require the Congressionally-
mandated 30-dav notice in the Federal
Register and completion of any hearing
granted pursuant to the Congressionally-
mandated opportunity for hearing in
Section 189.4. [n the Commission's
view. the oxisting NSHC criteria have
aecn demonstrated through vears of
yeplicating to provide a workable
<tandurd for determining the potential
satety significance of a proposed
amendment for the purposes of
determining whether issuance of a
license amendment must await notice in
th. Federal Register and completion of
4y requested hearing. On balance. the
Commission believes that no changes to
the enisting NSHC criteria are necessary
1 erder to implement the revised
Sinceonteriain the revised $£50.59.
Ro.orzing the difference between
~ertinns, the Commission notes
© v nanse does not require 4
.. -~ amendment by virtue of the new
%30 a4 23vil) and (viit) criteria. then
the change cannot be regarded as
“veviving 4 significant reduction in a
siarsan ot safety’ under §50.92(c)(3). I
+anae does require a license
snensdment by virtue of either
230 39 it 2 {vi) or fviit), the NRC
wuid he required to determine whether
“hodosign basis Hmit for a fission
proaduct barrier being exceeded or
sitered. or the departure from the
methad of evaluation used in
»~tablishing the design bases or safety
analvaess constitutes a significant
redhuction in o margin of safety, With
respect to new §:50.59(c)(2)(1) and (iv).
the Commission regards these criteria as
a substitute for and refinement of the
“malfunction of equipment” aspect of

the existing § 50.59(a)(2)(ii) criterion, for
which there is no parallel provision in

§ 50.92(c)(2). Therefore, the NSHC
evaluation for license amendments
necessitated by the new § 50.59(c)(2)(ii)
and (iv} criteria will be largely the same
as the current process for evaluating
license amendments necessitated by the
“malfunction of equipment” provision
in the existing § 50.59(a)(2)(ii)-

N. Part 52 Changes

In the proposed rule, the Commission
had proposed to revise appendices A
and B to part 52 to conform with the
proposed changes to § 50.59 concerning
the evaluation criteria for when prior
NRC approval is required for changes to
certain Tier 2 information in plant-
specific design control documents.

Two commenters believe that the
changes to part 52 needed to be
expanded to either include certain
provisions or definitions, or to refer to
§ 50.59 to incorporate them. The
Commission has decided to defer
consideration of the changes in the
proposed rule for part 52. The
Commission anticipates other rule
changes for Part 52 arising from an
ongoing lessons-learned review.
Further, the proposed design
certification rule for the AP600 design
being issued for public comment will
emulate the two design certification
rules in appendices A and B.
Accordingly, the Commission will
consider these proposed changes in an
integrated manner later.

O.1. Part 72 Changes

This section first discusses the
changes offered in the proposed rule on
part 72, then discusses the comments
received and the resolution and final
rule language. The comments and rule
language are discussed under
subheadings relating to the specific
requirements. such as for evaluation of
changes. FSAR updating, and other
conforming changes. A discussion of
petition for rulemaking (PRM 72-3).
submitted by Ms. Fawn Shillinglaw, and
how it relates to the changes to part 72
is contained in section O.2.

Changes Presented in the Proposed Rule

For part 72. in the proposed rule, the

Commission proposed changes to

§ 72.48 conforming with those made to
§50.59 and proposed to expand the
scope of § 72.48 so that holders ofa
Certificate of Compliance (CoC)
approving a spent fuel storage cask
design also would be subject to the
requirements of this section. The
Commission envisioned that a general
licensee who wants to adopt a change to
the design of a spent fuel storage cask

\
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it possesses—which change was
previously made to the generic design
by the certificate holder under the
provisions of § 72.48—would be
required to perform a separate
evaluation under the provisions of
§ 72.48 to determine the suitability of
the change for itself.

Certificate holders would be required
to keep records of such changes as are
allowed under § 72.48. New reporting
requirements for certificate holders
would be added in §§ 72.244 and
72.248, similar to existing requirements
imposed on licensees in §§72.56 and
72.70, respectively.

In addition to these changes to
§ 72.48, the Commission proposed
making changes in other sections of part
72 as follows:

In § 72.3 the definition for
independent spent fuel storage
installation (ISFSI) would be revised to
remove the tests for evaluation of the
acceptability of sharing common
utilities and services between the ISFSI
and other facilities; and the existing
requirement in § 72.24(a) revised to
reference shared common utilities and
services in the applicant’s assessment of
potential interactions between the [SFS]
and another facilitv. Proposed changes
to §72.56 would be conforming changes
to those made to §50.90. Changes tu
§§72.9 and 72.86 are conforming

changes due to the proposed addition of
new §§ 72.244, 72.246, and 72.248. The
change to § 72.212(b){4) would be a
conforming change necessitated directly
by the change to § 50.59. as this section
in part 72 refers to § 50.59 with respect
to evaluations for the reactor facility at
which site the ISFSI is lucated.

In the proposed rule. 8 72.70 was
proposed for revision to conform to
§50.71(e). Requirements would be
added on standards for submitting
revised Final Safetv Analvsis Repost
(FSAR} pages. Requirements would alzo
be established for reporting chanzes to
procedures. New reporting requireiments
for certificate holders would be added
in §§72.244 and 72.248. simldr to
existing requirements imposed on
licensees in §§ 72.36 anit "2 70
respectively.

New §§ 72244 and ~2 246 wonidd he
added to subpart L. to provide
regulations on applving for. and
approving. amendments to CoCs. A now
§ 72.248 would also be added to provide
regulations for the certificate holder on
submitting and updating the FSAR.
which would document the chanues #
made to procedures or SSC under the
provisions of § 72.48. The new
§ 72.248(c) would also require. in part.
that updates to the FSAR use revision

numbers, change bars, and a list of
current pages.

Resolution of Comments Received: Of
the 60 comment letters, 10 raised issues
related to part 72. The following is a
summary of those comments and the
Commission's responses:

1. Overall Changes to Part 72

All ten of the commenters were
generally supportive of the changes to
part 72 and the expansion of scope of

. §72.48 to include part 72 certificate

holders. Nevertheless, the commenters
indicated that the regulations in part 72
were more restrictive than similar
regulations in part 50. The commenters
pointed to certain part 72 requirements
(i.e., release limits, § 72.48 evaluation
criteria on occupational exposure and
environmental impact, and update
frequency and content for § 72.48
evaluations and FSAR changes) that do
not exist in part 50 or that are more
stringent than similar part 50
regulations. Overall. the commenters
believe the risk from spent fuel storage
casks and facilities is much less than
from reactors. The commenters
generally recommended that §§72.48
and 72.70 should be more consistent
with §§50.59 and 30.71(e).

The Commission agrees that where
possible the language used in the
respective sections 1n parts 50 and 72
should he similar. Therefore. except
where unique requirements exist {e.g..
because § 72.48 involves both licensees
and certificate holders. as well as
facilities and spent fuel storage cask
designs. and § 50.59 only involves
licensees and facilities). the final rule
has used consistent language in both
parts 30 and 720 The NRC also notes that

the comments on revising the release
Coyirs Cor o T2 are clearly hevond the
< ape ot ose proposed tule and no

vrptiier pest e i miade.

© oy T2 3a o anges. Tests.and

et
it

1 ton cnmmenters suggested that
Setests iy 7248 should be same as
sosedd an 3 50.39; in particular, five
Spedse 1 occupational exposure and
cominoant anreviewed environmental
Hapact tests were unnecessary and
therefore should be removed. One
~ommentor indicated the unreviewed
snvtronmental impact test should be
petained. but onty for specific licensees.
The Commission agrees that the
necupationdl exposure test is
annecessary because licensees are
currentiv required by § 20.1101(bj to
take actions to maintain occupational
exposure as low as is reasonably
achievable. The Commission also agrees

that the significant unreviewed
environmental impact test is
unnecessary. As stated in the Finding of
No Significant Environmental Impact
for this rule, the changes being made in
§ 72.48 will allow only minimal
increases in probability or consequences
of accidents (still satisfying regulatory
limits) without prior NRC review.
Further, changes which result in more
than minimal increases in radiological
consequences will continue to require
prior NRC approval, including NRC
consideration of potential impact on the
environment. Therefore, consistent with
§ 50.59, there is no need for this
criterion to be included with respect to
consideration of a change under § 72.48
and it has been deleted from the final
rule.

One commenter suggested that the
scope of §72.48 should be limited to
only “important to safety” structures,
systems, and components (SSCs), not all
SSCs described in the FSAR. One
commenter suggested the §50.59 term
“equipment important to safety” should
be used rather than “SSC important to
safety.” One commenter suggested the
term “evaluations” should be removed
from the definition of the facility in
proposed paragraph § 72.48(a)(3)(iii}.

The Commission disagrees with these
comments. The term SSCs provides a
better description than equipment and
is consistent with other regulations in
both parts 50 and 72 {as noted earlier,
the Commission is revising § 50.59 to
refer to SSC instead of to equipment).
The scope of these § 72.48 evaluations
should include all SSCs described in the
FSAR, not just those that are important
to safetv. The current regulations in
% 72.48 require a scope that includes all |
structures. systems. and components
described in the FSAR not just those

‘important to safety.” The Commission
continues to believe that this approach
is necessary to insure that changes to
$S$Cs considered “'not important to
safetv” do not have a negative impact on
SSCs considered important to safety due
to interactions and interfaces, and do
aot cause any adverse impact on public
health and safetv. The term “evaluations
and methods of evaluation™ is necessary
fur the reasons previousty discussed for
§58.59 changes. and is retained in final
§ 72.48(a)(2)(iii).
ne commenter stated that the term
F5$A4R should not be used because Part
7715 a one step licensing process and
using the term implies 4 second review
step is required by staff. The same
commenter added that the discussion of
the FSAR (in the rule) could also imply
that the § 72.48 process is not required
to address changes until the licensee has
an FSAR. (The commenter thought the
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proposed rule language suggested that
§ 72.48 would not apply until after the
FSAR was submitted). Two commenters
identified concerns with the current
requirement for a specific licensee to
update its SAR every 6 months and its
role as a hold point (requiring staff
review) and the requirement to update
the SAR 90 days prior to loading fuel.
Two other commenters suggested that
the order of §§ 72.48 (a)(2) and (a)(3)
should be reversed and that the term
“required to be included” should be
deleted from proposed paragraph
(a)(3)(iii).

The Commission has revised §§72.48.
72.70 and 72.248 in response to these
comments. These changes have clarified
the use of the term FSAR to avoid the
interpretation that multiple staff reviews
of this document will be required. The
FSAR being submitted 90 days after
license issuance precludes both a hold
point and an additional staff review.
Further the Commission agrees that
providing a periodic FSAR update every
6 months and a final one 90 davs prior
to fuel load was an unnecessary burden.
which does not exist in §50.71(e). and
these requirements have been
eliminated. The Commission agrees that
language was needed to indicate that the
facility or design can be changed using
the new process in § 72 48 alter a
license is issued and prior to 1ssuing the
FSAR and that has been reflected in the

final rule. Sections 72.48 a(2) and 4{3)
have been reversed in order and the
phrase “required to be included" has
been deleted for clarity and for
consistency with §50.59.

Several commenters suggested that 4
different approach be taken on the
margin of safety: that the terms
“minimal”. “more than munmad™ or
“significant” required turther
clarification and shouid be consistent
with §50.59: suggested reports o
§ 72 .48 changes. tost~.and expernimenis
be submitted every 24 months: and tha
an implementation scheduie be
provided for the final rule

The NRC agrees that §8350.549 and
72.48 should be as consistent as
possible. Therefors 8 72 48 has used the
language adopted i tespaonse o
comments an 8 30549 see coinnents on
$50.59 on the use of nunmal and
margin of safety terminologyy, The NRC
dgrees that a4 24 month reparting
frequency is appropriate. The NRC hus
also provided direction in mplementing
the final rules.

One commenter sugaested tha
licensees and certificate holders shoudd
inform each other of changes
implemented under § 7248 that atlecta
particular cask design. through the
summary reports rather than through

the FSAR update, as was stated in the
proposed rule. One commenter also
suggested that guidance on the
timeliness of the review to be performed
upon receipt of such changes be
provided.

The NRC agrees with both comments
and has added § 72.48 (d)(6)(i)—(iii) on
providing copies of § 72.48 evaluations
to other interested-persons who use the
particular cask design within 60-days of
implementing the change (the proposed
language in §§72.216 and 72.248 on this
point has been deleted). Guidance on
the timeliness of the reviews will be
provided by the NRC along with other
guidance information for §§50.59 and
72.48.

General licensees who have evaluated
a proposed change under §72.48 and
concluded that a CoC amendment is
required, must request that the
certificate holder submit the application
for amendment under § 72.244.
Clarifying language was included in
§ 72.48 an this point.

As a result of other changes made
earlier in § 72.48. the section on
recordkeeping was reformatted to
include subsection numbering. As part
of this revision. the text in paragraphs
) and (d)3ME) was clarified to
acknowledae those situatinns where the
Cwility s no longer being used. but for
A i the license has not vetheen
rerminated.
3.8y 7270, 72,216, and 72.248 (FSAR
U pdating}

Several commenters suggested that
the lanwuage in §§72.70. 72.216, and
=2 248 on updating the FSAR conform
to the language in §50.71(e). Specific
hanees requested included requiring 4
siementh reporting period. adding a 6-
apenth o utoft for reporting changes.

arcvina requirenients for the initial

Caniet b of the FSAR. end how no
e FSAR are ta be reported
<o that there are no changes. One

czenter felt that requiring a general
o onaee to maintain its own FSAR (e
potentially separate and distinct from
v certificate holder) was unnecessary
cnid sveuld cause confusion. One

snnaentor felt that the process for
(vising the FSAR for a general licensee
W~ contusing.

I'he NRC agrees that providing a 24-
aonth FSAR update and adding the 6-
month cutolf for bringing the FSAR up
tordate tor changes made are consistent
with 3307 1(e). are dppl‘l)pl‘idh‘. and are

i reduction in unnecessary regulatory
burden. Lastlv, the NRC believes that
providing a written confirmation when
no Changes to the FSAR have been made
provides a clear and timely record of the
status of the FSAR to both the staff and

[

the public and agrees with this
comment. The NRC also agrees that
having a general licensee keep a
separate FSAR from that of a certificate
holder is redundant and believes that
requiring a separate FSAR is not
necessary for the staff to maintain its
regulatory oversight over general
licensees. Accordingly, proposed
paragraph (d) to § 72.216 has been
withdrawn. In withdrawing this section,
the NRC wishes to clarify that the
certificate holder is not expected to
incorporate § 72.48 changes made by
general licensees into its FSAR; rather
the certificate holder is responsible for
updating the FSAR for any changes it
has made under the provisions of
§ 72.48. Furthermore, the NRC expects
certificate holders to maintain the FSAR
current for any version of its cask
design, which is being used to store
spent fuel.

Two commenters suggested that the
proposed rule language in §§ 72.70, and
72.248 that the FSAR update include a
~description and analysis of changes in
procedures or in [SSC]", was more
burdensome than the existing language
in § 50.71(e) that the update is to
“contain all the changes necessary to
reflect information and analyses
submitted. * * *"

The NRC agrees that this language
could be read as requiring a separate
discussion of the effects of changes
bevond the SAR updates themselves,
which was not the intent of the
proposed rule. The language in §§72.70
and 72.248 has been revised to be as
consistent with § 50.71(e} as possible
and. in particular, refers to “include the
effects of " changes, analyses and
pvaluations. but not stating that the
update needs to describe each change.

In the current rule, a licensee must
submit to the NRC its FSAR 90 days
prior to the receipt of fuel or high level
waste and this action serves as a formal
antification to the regulator that fuel {or
high level waste) is planned to be
loaded. A number of comments viewed
this requirement as overly restrictive
hecause many changes related to cask

loading included in a FSAR will not be
identified or analvzed until
preoperational testing is performed and.
thus. the 90 dav FSAR update
requirement could be interpreted as
another holdpoint before loading. The
NRC agrees that the requirement that a
FSAR be submitted at least 90 days
privr to fuel load was not intended to
sorve as a holdpoint and in the final
rule. this has been changed to require &

specific licensee to submita FSAR 90

davs after receiving a license. To

maintain the notification aspect of the
current regulation. a new requirement
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was added to § 72.80(g) to notify the
NRC of the licensee’s readiness to begin
operation at least 90 days prior to the
first loading of spent fuel or high-level
radioactive waste. Specific licensees
will update their FSAR every two years.
Because the FSAR will be submitted
before construction and preoperational

testing of the ISFSI would be completed.

a requirement was retained in § 72.70 to
provide a final analysis and evaluation
of the design and performance of SSCs
taking into account information since
the submittal of the application (i.e..
information developed during final
design, construction, and preoperational
testing), in the next periodic update to
the FSAR. This information is not
required by the final § 50.71(e);
however, it is necessary to require these
actions to complete the description of
the ISFSI, because of the single-step
licensing process in part 72.

New reporting requirements for
certificate holders will be added in
§§ 72.244 and 72.248, similar to existing
requirements imposed on licensees in
§§72.56 and 72.70. respectively.

4.8§72.3,72.9.72.24, 72.56. 72.86. and
72.212 (Miscellaneous Sections of Part
72)

No specific comments were received
on §§72.3.72.9, 72.24 and 72.86. and
the final rule language is unchanged
from the proposed rule language for
these sections.

Two commenters believed that § 72.56
was not clear on whether this regulation
applied to specific licensees. general
licensees, or both.

The NRC agrees and has revised this
section to indicate it applies to specific
licensees only.

One commenter suggested that 8 72.56
be revised to allow licensees to applv
for emergency or exigency processing of
license amendment requests. similar to
that allowed under certain condition=
for Part 50 licensees under §50.91(ai(5]
and (6).

The NRC disagrees. The NRC
currently has the authority under
§ 72.46(b)(2) to immediately issue an
amendment to a part 72 license upnn 4
finding that no genuine issue exists that
could adversely affect public health and
safetv. Consequently. the NRC's
authority to immediately issue an
amendment to a part 72 license nbviates
the need for a separate emergency or
exigency amendment process.

One commenter recommended that
any changes to the written evaluations
performed by a general licensee in
accordance with § 72.212(b}. in
determining whether a spent fuel
storage cask design can be used ata
particular part 50 reactor site. should he

accomplished using the requirements of
§72.48.

The NRC agrees and has revised
§ 72.212(h)(2)(ii) to require the general
licensee evaluate any changes to the
written evaluations required by §72.212
using the requirements of § 72.48(c).

0.2 Petition for Rulemaking (PRM-72-3)

The NRC received a petition for
rulemaking submitted by Ms. Fawn
Shillinglaw in the form of two letters
addressed to Chairman Jackson dated
December 9 and December 29. 1995.
The Office of General Counsel
determined on March 5. 1996, that the
issues presented in these letters would
be treated as a petition for rulemaking. .
The petition requested that the NRC
amend its regulations in 10 CFR part 72,
“Licensing Requirements for the
Independent Storage of Spent Fuel and
High-Level Radioactive Waste.” The
petition was docketed as PRM-72-3 on
March 14. 1996. Ms. Shillinglaw
supplemented her petition with
additional information in a letter dated
April 15. 1996. The NRC published in
the Federal Register on May 1+4. 1996.

a notice of receipt of this petition and
stated the issues contained in the
petition {61 FR 24249).

Specificallv. the petitioner requested
that the NRC amend those regulations
which govern independent storage ot
spent nuciear fuel in dry storage casks
to require that: (1} The safety analvsis
report (SAR) for a dryv storage cask
design fullv conforms with the
associated NRC safetv evaluation report
{(SER) and Certificate of Compliance
{CoC) before NRC certification (ie..
approval) of the dry storage cask design:
{21 the revision date and number of an
SAR bespoecified whenever that report
i< referenced in documents: (3) the NRC
clanifv the process tor modification of an
SAR after ¢ ash has been certified: and
4 the NRC v available to the
public. the Licensees” unloading
procedures. ln her supplemental letter.
the petitioner recommended that to
eliminate confusion, the term "CSAR”
(i.e.. cask safetv analysis report) be used
when referring to the SAR for anv dry
<orage cash design which has been
approved by the NRC and issued a Cot.

The Commission received ten
comment letters on PRM=72-3. The
commenters included five members of
the: public. three public interest groups.
and the Nuclear Energy Institute (NED.
Capies of the public comments on
PRM=72=3 are available for review in
the NRC Public Document Room. 2120
L Street. NV {Lower Level),
Washington. DC 20003-1527. No
comments were received objecting to
the petition. Eight of the commenters

were supportive of all, or some, of the
four issues raised in PRM-72-3. One
commenter (NEI), neither supported nor
opposed the petition and recommended
that any rulemaking action based on the
petition be delayed until the NRC
addressed issues in 10 CFR part 50
relating to the use of the “FSAR" as a
licensing basis document and the
application of §50.59 in 10 CFR part 50.
One commenter objected to NEI's
recommendation to delay rulemaking on
PRM-72-3.

The Commission has determined that
PRM-72-3 issues {1). {2), and (3) should
be granted, in part: and issue (4) should
be denied. This notice constitutes the
Commission's final action on this
petition. The basis for the Commission’s
actions on each issue and responses to
public comments received on the
petition are described below.

Issue (1): Part 72 should be amended
to require that the safety analysis report
(SAR) for a spent fuel drv storage cask
design fully conforms with the
associated NRC safetv evaluation report
(SER) and certificate of compliance
(CoC) before NRC certification {i.e..
approval) of the cask design.

Five comment letters were received
supporting Issue (1) of PRM~72-3.

Besolution of Issue (1): In this final
rule the Commission has granted. in
part, the petitioner's request on this
issue. This rule adds new §72.248 to
part 72 and this section addresses this
issue by requiring a certificate holder to
submit a fina) safety analysis report
(FSAR) after issuance of the CoC. This
rule also describes the process for
periodic updates of the FSAR. Section
72.248, paragraphs (a)(1) and {a)(2) state.
1n part:

Foc i oertificate holder shall submitan
riginai FSAR to the Commission ™ 7 °
within 90 davs after the spent fuel storage

sk ddesign has been approved pursuant to

s =2 234, This original FSAR shall be based
1 the safety analysis report submitted with
the application and reflect any changes and
applicant commitments developed during the
. ask design review process. The original ’
FSAR shall be updated to reflect any changes
1y requirements contained in the issued

1 aoitic ate of Compliance (CoC). ™ ™ 7

The ommission agrees with the
petitioner that the FSAR should be fully
conformed (i.e.. consistent) with the
operating limits contained in the CoC.
because the FSAR contains the design
information the staff used to make its

safetv finding and to approve the dry
storage cask design for use. The
Commission disagrees with the

petitioner's request that the FSAR be
conformed to the NRC SER for the dry
storage cask design. and that the FSAR
he submitted to the NRC before approval

\
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of the cask design (i.e., issuance of the
CoC). The NRC SER contains staff
conclusions on the adequacy of the cask
design, not applicant commitments to
the NRC on the cask design. Therefore,
the Commission believes it is not
necessary to conform the FSAR to the
issued NRC SER before the CoC can be
issued. The NRC SER is available in the
NRC Public Document Room for public
review.

The Commission disagrees with the
petitioner’s request that issuance of the
CoC (i.e., placement of the CoC in the
list at § 72.214 which enables a general
licensee to use the cask design) be
delayed until after the certificate holder
has submitted an FSAR to the NRC (i.e.,
updated the topical safety analysis
report, submitted with its application
for approval of a dry storage cask
design, to ensure that the SAR is
consistent (fully conforms) with the
approved CoC). This final rule codifies
as a regulation the NRC's current
approach which. administratively.
requires a certificate holder to update its
SAR after issuance of the CoC to ensure
it is consistent with the issued CoC. For
administrative purposes. the
Commission prefers that the original
FSAR be submitted to the NRC. within
90 davs after the CoC is issued. so that

the certificate holder can inctude
{conform] in the FSAR anv conditions
from the issued CoC. The FSAR does
not need to be conformed to the CoC.
before the CoC is issued. because this
action does not provide any new
information the NRC would need to
make a determination that the cask
design meets the requirements of part
72, subpart L. and is acceptable for s

The Commission also dizagrees with
the petitioner’s supplemental
information to use the term 7oaskh sabt
analvsis report (CS AR when pebrin,
to the SAR submitied atter the NR(
approves 4 cask desian distead, e
Commission is using the term "hinad
safety analvsis report FSAR o
identify the SAR submitted aiter the
NRC approves a cask destun The use
the term “FSAR™ is the acoepted
practice by industey syl
confusion. Further. “hisapproaci we
EeNsUre CoONnsistency et ATt i
and 72, because the terny TESART o
used by $3350.549.50 71 e T2 ds
72,70 in this final rule

Lssue 200 Part 72 shoudd be amended
tor require that the rovision date and
number of an SAR be specitied
whenever that report s seferenced i
documents.

Five comment letters were received
supporting [ssue (2] of PRM-72-4.

Resolution of Issue (21: In this final
cule the Commission has granted, in

ol s

part, the petitioner’s request on this
issue. This rule adds new § 72.248 to
part 72 which requires that revision
numbers, change bars, and a list of
current pages be included in any
revisions to the FSAR. Section 72.248,
subparagraphs (c)(2) and (c)(3) state:

The update [of the FSAR] shall include a
list that identifies the current pages of the
FSAR following page replacement. Each
replacement page shall include both a change
indicator for the area changed, e.g., a bold
line vertically drawn in the margin adjacent
to the portion actually changed, and a page
change identification {date of change or
change number or both). ,

These features will clearly identify
what has been changed. as well as the
date of the change. in any revision to a
FSAR. While § 72.248 will provide a
process for requiring revisions to the
FSAR be clearly indicated, the
Commission has denied the portion of
the petitioner's request to amend part 72
to require a FSAR revision number and
date be specified when the FSAR is
referenced in other documents (e.g., an
application for a part 72 license or CoC).
Instead, the NRC will revise guidance
documents for part 72 activities (e.g..
regulatorv guides and standard review
plansi to require specification of the
FSAR revision date and number
whenever @ FSAR is referenced in
snother document. The Commission
helioves addressing this portion of the
petitioner’s request in guidance
documents rather than in a regulation is
more appropriate and meets the intent
af the request,

fssue 1.4): The NRC must clarify the
process for modification of a safety
i< repart after a cask [design] has
Sy cottified 17 e approved by the
NRO

e comment letters were roceived
lsse 3t PR.\[——_‘~(

. ¢ amment from the

cor - rariving that she believed
e e« hanges to the SAR GFSAR]
St e done by the amendment
peoess of rulemaking.” Four
Comanenters also recommended that any

ianoes made to the SAR tincluding a

SARY the cask design. or the
~<aould require rulemaking ond
Shin comment or a public hearing,
Db commenter also suggested that the
seazaens be amended to include mere
Jdetaif o who can make changes to dev
“ofase cask designs and whether
condor<s o certificate holdersy can
ke these changes.

Resodution of Issue i3] The
Comimission is revising § 7248 10 atlow
4 certificate holder to make certain types
of changes to a cask design. or
procedures, or to conduct tests and
experiments, not described in the FSAR

o,

(as updated) without requiring prior
NRC approval if the criteria in § 72.48(c)
are met. If these criteria are not met, a
certificate holder must obtain a CoC
amendment pursuant to § 72.244.
Following such changes (either resulting
from the § 72.48 process or the CoC
amendment process), the certificate
holder must update the FSAR as
required by § 72.248. Section 72.248,
paragraphs (b), (b)(2). and (b)(3) state, in
part:

The (FSAR) update shall include the
effects of: All safety analyses and evaluations
performed by the certificate holder either in
support of approved CoC amendments, or in
support of conclusions that the changes did
not require a CoC amendment in accordance
with § 72.48. All analysis of new safety issues
performed by or on behalf of the certificate
holder at Commission request. The
information shall be appropriately located
with the updated FSAR.

The Commission is seeking to reduce
any unnecessary regulatory burden
placed on its licensees and certificate
holders without compromising safety.
The dry storage cask design review
process and the analysis acceptance
criteria are defined in the NRC's
standard review plans. This final rule
allows licensees and certificate holders
to make changes to the cask design.
without obtaining prior NRC approval.
for changes which do not significantly
impact the ability of the cask to perform
its intended functions. The impact of
these changes are then incorporated into
an updated FSAR, which is submitted to
the NRC. Requiring that all changes to
a cask design or changes to a FSAR be
reviewed and approved by the NRC
through the rulemaking amendment
process. including either a public
comment period or a public hearing.
defeats these efforts with no discernable
‘ncrease in safetv. Further. while
rulemaking is currently utilized to
amend a CoC. the Commission is
presently re-examining the
appropriateness of this procedure.
Therefore. the Commission has granted
petitioner’s request to clarifv the process
for modification of an FSAR after the
“JRC has approved the cask design and
issued the CoC. but has rejected the

request to require all changes to a cask
design. or the FSAR. be made viaa
rulemaking amendment process.

Issue i4/: The NRC should make cask
unloading procedures publicly
available. _

Five comment letters were received
supporting Issue (4) of PRM-72-3. One
commenter also requested that the NRC
review. approve, and have tested
unloading procedures prior to their
being implemented. One commenter

suggested suspending all cask loading
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activities until the NRC reviews
procedures [for loading and unloading]
and appropriate tests are completed.

Resolution of Issue (4): The NRC does
not approve or test a licensee’s loading
or unloading procedures, rather the
licensee is responsible for development,
verification, and validation of the
loading and unloading procedures. The
NRC inspects the licensee's procedures
{i.e., reviews the procedures and
observes the licensee implementing
them) to determine whether the
procedures will provide reasonable
assurance that public health and safety
will be adequately protected.

The Commission does not agree that
cask unloading procedures should be
required to be public documents. First,
in order to make these procedures
publicly available, either the NRC must
possess the procedures, or the licensee
must place the procedures in the public
domain. The Commission's position is
that only those documents necessary to
demonstrate that a dry storage cask is
designed to meet the requirements of
part 72, subpart L, need to be submitted
to the NRC on the docket (i.e.. to allow
the NRC to determine that the cask
design is acceptable for use). Cask
loading and unloading procedures are
implementing documents required by
the CoC which are developed and
implemented by the licensee.

Although the NRC does not possess
the procedures. they are subject to
inspection by NRC staff. However, even
during inspection activities, NRC
generally does not take possession of the
procedures. Therefore. the unloading
procedures remain the propertv of the
licensees and are not available to the
public. The NRC's inspection program
for part 72 licensees requures the
inspection of loading and unloading
activities. including a review of
applicable procedures. before o nsee
begins cask loading. NRC inspection
personnel perform these acuvities at the
licensee’s site and observe the Hensee's
preoperatinnal testing and drv run
activities to assess the adeguacy of these
procedures and the readiness ot the
licensee to begin Inading ~pent el The
results of these inspeciions e
documented in reports watch are placedt
in the NRC Public Document Rean and
are available for public revies,

Furthermore. requiring part 7.2
licensees tn submit theirimpliementing
procedures to the NRC npetating
procedures such as loading and
unloading procedures, maintenance
procedures. surveillance procedures.
radiation protection procedures,
security procedures. emergency
procedures, and administrative
procedures). as well as any revisions to

il

these procedures, would impose a huge
paperwork burden on both the licensee
and on NRC staff without a
corresponding safety benefit. Therefore,
Issue (4) is denied.

Additional Public Comments on the
Petition

In addition to the specific comments
that were received on the petition that
are discussed above, a number of
comments were received on related and
unrelated subjects.

Comment: Five comments were
received on the VSC-24 cask design
being used at the Palisades and Point
Beach plants and incidents related to
the VSC-24 cask design.

Response: The Commission considers
these comments beyond the scope of
this petition and this rulemaking.

Comment: Two comments were
received suggesting that when a change
to an approved dry storage cask design
is requested. that the existing CoC be
suspended until the changes are
approved by the NRC.

Response: The Commission considers
these comments would impose an
unreasonable burden on part 72
licensees. Suspending a CoC solely on
the basis of receiving a change and not
an the basis of a compelling safety need.
would imply that anyv casks
manutactured under the CoC, which are
in use by part 72 licensees. should be
taken out of service (i.e., unloaded)
upon receipt of any request to revise the

cask design. Requiring that a cask be
unloaded in these circumstances would
impose an unreviewed backfit on the
part 72 licensees using that cask design
and would also result in unnecessary
wCipationdd exposure to licensee
TWHHTRer S

Cormens One comment was eeceived
v tine that any ralemaking

Syt en PRM=T2- 3 he delayed
So e NRU nddressed sssuesan 10
DRG0 eelating to the use of the
FSART s i licensing basis document
and e apphication of §530.59 in 10 CFR
prt 30 Another commenter disagreed
wrth this recommendation to delay
puiemiaking on PRM=T2-3. ]

Sesponse The Commission believes
Srat sasuance of this final rule resalves
S comment.

Coanent One commenter ruqlmslod
“hat the NRC prohibit general licensees
Sons teing & 7248 and only permit cask
desien changes via rulemaking. One
commenter recommended that any
ddentificatinn of an unreviewed sidety
question submitted to the NRC <houda

require that NRC conduct a hearing on
the issue. One commenter suggested
that the NRC approve each §72.48
safety evaluation and place each

evaluation in the public document
room. One commenter suggested that
the NRC “vacate the generic ruling
procedure” subpart L and require that
public hearings be held prior to NRC
cask certification. One commenter
suggested a moratorium on additional
dry cask storage cask designs.

Response: Petitioner’s concerns
related to cask certification issues; in
particular, the process for modifying a
SAR for a dry cask storage design before
and after issuance of the CoC. These
comments raise broad policy issues that
go well beyond the scope of this petition
and rulemaking.

0.3 Part 71 {Transportation) Comments

Several commenters stated that a
change control process similar to §72.48
should be established in part 71 for
transportation. These commenters noted
that for dual-purpose casks, used for
both transportation and storage, the lack
of a process in part 71 would limit the
usefulness of the authority provided
under § 72.48. Although the
Commission agrees that this comment
has merit, adding this authority to part
71 is beyond the scope of the proposed
rule. In response to these comments, the
Commission will consider adding
§71.48-type" change authority as part
of a currently planned rulemaking for
part 71 intended to update requirements
for compatibility with the most recent
International Atomic Energy Agency
transportation standards.

P. Other Topics Discussed in the Notice
and Comments Not Related to Preceding
Topic Areas

The Federal Register notice
containing the proposed rule also
solicited comments on particular topics
that were discussed in the preceding
<ections. In addition. comments were
received on a number of aspects not
directlv related to the rule language
itself. such as guidance, enforcement
policy. the regulatory (and backfit)
analysis, or on other issues.

Guidance

Many comments were received on the
subject of guidance. Many suggested
that NEI and NRC work together to
develop guidance. and that the guidance
be endorsed before the revised rule
becomes effective. Commenters also
requested examples of such matters as
interdependent changes. minimal
increases. and screening of changes (as
discussed in Sections B and G).

The NRC agrees that guidance is
important. and notes that NEI has stated
its willingness to revise existing
guidance to conform with the final rule
such that NRC could endorse it. The
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NRC will work with interested
stakeholders to agree upon guidance
that includes consideration of these
issues. Further, NRC is delaying the
required implementation of the rule for
several months to allow time for
guidance to be revised.

Fuel Burnup Limits

One commenter stated that NRC
should clarify the acceptance limits of
§ 51.55 concerning burnup assumptions
for the transportation of spent fuel for
BWRs, as well as clarifying if this is
subject to § 50.59 evaluations.

The Commission notes that a
proposed rule (§51.52, not §51.55 as
cited by the commenter) was recently
published on February 26, 1999 {64 FR
9884}, concerning environmental
implications of higher burnup fuel for
transportation of spent fuel.
Transportation of fuel is not covered by
§50.59 {as noted elsewhere in this
notice, the Commission is considering
revisions to part 71 that would add a
change control process similar to §50.59
that could be used for changes to

transportation requirements under part
71). If the commenter was asking
whether higher burnup fuel can be used
without NRC approval. it is unlikelv
that such a change would satisty the
criteria of § 50.539. either because TS
changes would be involved. other
requirements (e.g.. § 50.46) would not be
met. or the burnup being considered
would be outside the range of what was
approved in the topical reports for the
fuel. ‘

Alternative Criteria

Two commenters propased the use of
alternate criteria for reactors the
being decommissionsd One
suggested that @ maraim 7
not necessarv. but that .«
environmental impact nieen
appropridte.

The Commission nodes th the e
criteria m the tinal rule Sat topiace e
TMARZInT Criterion dre appropriate fors
reactor beina decommissioned Fuarther
§30.82{a){B1 spectfios tual fensees
shall not performany
activitios that rest o
environmental nupact 2
reviewed. Section 30,821 -3 roqinres
that the post-shutdown
decommissioning detivities report
include 4 discussion that provides the
reasons for concluding that the
environmental impacts associated with
site-specific decommissioning activities
will be bounded by appropriate.
previouslv issued environmental impact
statements. For these reasons. the
Commission concludes that a criterion
on environmental impact is not needed.

ot

AR

Wils~to ity

et
UpTTe s

The second commenter stated that the
scope of § 50.59 should be limited to
systems related to spent fuel pool
cooling or radiological waste.

The Commission notes that the staff
involved in requirements for
decommissioning are developing
guidance on the scope of information
required to be in an updated FSAR for
a reactor undergoing decominissioning.
This effort is examining what
information should be retained in an
FSAR for these facilities. The
Commission believes that defining the
scope of information required to be in
the FSAR for a reactor undergoing
decommissioning would be the best way
to address the apparent concern raised
in this comment, rather than by
modifying § 50.59 as recommended by

the commenter.

Regulatory Analysis

Some comments were received on the
regulatory analvsis. primarily that NRC
underestimated the impacts on NRC and
licensees of the number of license
amendments that would result, or the
burden on part 72 licensees. These
comments would appear to reflect a
view that the proposed rule would
require more amendments than are
currentlv roquired. perhaps because of
Autferenc os between the proposed rule
Lo and existing practice of some
liconsees using NEL96-07, or depending
upon which formulation of “'margin of
<afety’ was ultimately adopted. The
Commission has prepared a final
regulatory analvsis that reflects the final
rule language and consideration of the
public comments. The Commission does
1+t aarea that the final rule language
et omore amendments than
<y ke ander the existing rule.

RN Srrher Notice and Coaunent

Conmentors stated that the

e ~houtd ensure that the fina

~:thin the hounds of the
oy st rule notice. or should provide

{4 rinmty for public comment on

<iatantive changes. The Commizsion
i~ oxamined the final rule for

seteney with the proposed rule and
scivs that the final rule s within
cpe tonads of the proposed rule. taking
At censideration of the public
omments that sought clarification and
povisions in same tespects, as well as
oredter consistency between the Part 50
T2 pequirements.

Annd P

Dittopont Process for non-T5 [ssues
Several commenters believe that the

license amendment process is not well

suited to the tvpe of changes that
require review under § 50.59(c)(2). but

that da not involve changes to the TS or

the license directly. They believe that
the Commission should establish a
different review process for such
changes, such as letter approval.

The Commission notes that at one
time {until 1974), § 50.59 did contain
two approval processes, one for license
amendments, and the other for
“authorizations.” The rule was revised
in 1974 to delete the ‘‘authorization”
process and to handle all the required
approvals as license amendments. The
Commission notes that the present
rulemaking provides some relaxation in
the evaluation criteria. Therefore, the
NRC has responded to concerns about
having to process a license amendment
for “minimal” changes. The current
process provides opportunity for public
participation in the process under the
provisions of §50.90 for changes that
exceed the criteria, and for public
knowledge, through the summary
reports, of those matters that did not
require prior approval. Therefore, the
Commission does not plan to establish
a different process.

Other Definitions

Some commenters felt that NRC
should provide better definitions of
certain terms that appear in § 50.59 (and
elsewhere). specifically. for "design
bases' and for “important to safety.”

The Commission notes that §50.2
does define design bases. but also notes
that efforts are underway within the
agency to enhance understanding of
what constitutes design basis
information, through possible
development of criteria and examples.
Concerning “important to safety,” the
Commission does not believe that a
deflinition is critical to implementation
of the rule. since the set of SSCs viewed
as important to safety was arrived at
Juring the license review and are
described in the FSAR. Thus. lack of an
o~tablished definition is not an
impediment to implementation of the
rule {the Commission notes that for part
=2 a definition is provided for SSC
important to safetyv).

Applicability to Part 76
10 its development of the proposed
rule. as discussed in SECY-98-171. the
staff recommended exclusion of part 76
i-Certification of Gaseous Diffusion
Plants”) from those regulations for
which rule changes were being
proposed. The basis for this
recommendation was a lack of design
detail currently available in the safetv
analvsis reports for these plants. One
commenter argued that the flexibility
provided by the revised evaluation
criteria should also be included in
§ 76.68 (this section contains
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requirements very similar to existing
§§50.59 and 72.48). This commenter
stated that the process by which
changes are evaluated should not vary
based on the detail of the description
being changed.

The Commission notes that the
gaseous diffusion plants (GDP) have
significantly less design basis
information than is currently available
for reactor facilities. The lack of design
detail and lack of understanding of the
design basis has been documented in
the Compliance Plans for the GDPs, in
NRC inspection reports, and is evident
in the GDP SARs. The Commission
concludes that successful
implementation of a change control
process is dependent upon the level of
knowledge about the design basis of the
plant equipment or operation being
changed. At the present time, the
Commission does not believe that
additional flexibility is appropriate for
part 76 facilities.

Q. Enforcement Policv

Some commenters raised issues about
how enforcement decisions would be
made during the transition period. and
following implementation. particularly
with respect to evaluations performed in
the past.

The Commission recognizes that it
will take time to revise existing industry
guidance and to revise procedures. and
conduct training on the new rule
provisions before the rule can be fully
implemented. There will still be the
possibility of finding previous plant
changes performed prior to the
implementation of the new rule that
would be potential violations of the
previous rule. The Commission has
concluded that enforcement of potential
violations of §§50.59 and 72.48 fir pas
evaluations will be handled as
described below. and also in arcordance
with the NRC Enforcement Policy,
NUREG-1600. Revision 1

Following publication of the revised
rule, for situations that violate the “aold”
requirements. but that would not be
violations had the evaluaton boon
performed under the revised raie the
NRC will exercise enforcement
discretion pursuant to VILB.6 of the
Enforcement Policy and not issue
citations against the “old” rule. The
staff will document in inspection
reports that the issue was identified. but
that no enforcement action 1= being
taken because the revised rule
requirements are met. However. for
those situations identified prior to the
effective date of the revised rule that
involve a violation of the existing rule
requirements but that would not be
violations under the revised rule.

" licensees still need to take the required
corrective action within a reasonable
time frame commensurate with safety
significance to avoid the potential for a
willful violation of NRC requirements.

The NRC plans to maintain an
enforcement panel made up of NRR
{and NMSS as applicable), OE, and OGC
representatives for some months after
publication to maintain consistency.
Additional enforcement policy changes
that may be applicable to violations of
§§50.59 or 72.48 are under
consideration. The Commission intends
to revise NUREG-1600, Rev. 1, “General
Statement of Policy and Procedures for
NRC Enforcement Actions,” consistent
with this enforcement approach prior to
the effective date of the rule.

R. Implementation

The Commission recognizes the role
that regulatory guidance will play in
effective implementation of the
revisions to the rule. Existing guidance
(e.g., NEI 96-07 and NRC inspection
guidance) needs to be revised to
conform with the rule changes. To allow
time for the guidance to be revised, and
for licensees to implement the revised
rule provisions using the revised
euidance. the Commission has
established that the rule changes to part
50 will become effective 90 days after
promulgation of the final regulatory
guidance.

For part 72 facilities, current
schedules for guidance would result in
availability at a time later than that
anticipated for the guidance for part 50.
Accordingly, the effective date for these
sections is longer. set at 18 months from
publication of the rule in the Federal
Register Por those sections in part 72
Srowhich oo ndance 1s needed. as for
instanoe 33 72244 and 72.246. the

Vi 12120 days from

[ EANTO DU AN

H

1. Section by Section Analysis

ot o

' CFR Pareso
1 CFR 3039
A< i~ ussed in more detail above.
330 s heine restructured and revised
w1 ave the tollowing compuonents:
Paragraph tal: This is a new
paragraph that contains definitions of
torms used in the rule. The terms
~stablish requirements for when
evaludations are to be conducted to
determine if the proposed changes.
{osts. or experiments meet the criteria to
require prior NRC approval.
Accordinglv, definitions are given tor
“change.” “facility as described in the
final safety analvsis report (as updated)
* * * " procedures as described
= v~ “tests and experiments not

described * * *” etc. The specific
definitions were discussed in the
preceding sections.

Paragraph (b}: Relocation into one
paragraph of existing applicability
provisions. Section 50.59 applies to
facilities licensed under part 50,
including power reactors and non-
power reactors, whether operating or
being decommissioned.

Paragraph (c)(1): Relocation and
clarification of existing provisions
establishing which changes, tests, or
experiments require evaluation and
process for receiving approval when
necessary. The provisions now use the
terms defined in paragraph (a), and refer
to the “final safety analysis report (as

- updated),” rather than to “safety

analysis report.” The terminology of
“unreviewed safety question’ has been
replaced by referring to the need to
obtain a license amendment.
Paragraph (c)(2): Reformatting of the

(existing) evaluation requirements into

seven distinct statements of the criteria,
addition of an eighth criterion, and
revision of the existing criteria for when
prior NRC approval of a change, test, or
experiment is required. Specifically.
language of “more than a minimal
increase in frequency (or likelihood),”
and of “more than a minimal increase
in conseguences was inserted in the
criteria concerning accidents and
malfunctions, and rule requirements
were revised from “may be created” to
“would create” concerning creation of
accidents of a different type and
malfunctions of structures, systems, and
components important to safety with a
different result (instead of existing
language of malfunction of equipment of
a different type). In addition. the
existing criterion on “margin of safety”
was replaced by a criterion focusing
upon design basis limits for fission
product barriers being exceeded or
altered. and a new criterion was added
to control evaluation methods. These
revisions clarify the criteria for when
prior approval is needed and allow
some flexibility for licensees to make
changes that would not affect the NRC
basis for licensing of the facility.
Paragraph icl(3]: This is a new
paragraph containing the requirement
that evaluations and analyses performed
since the last FSAR update was
submitted need to be considered in
performing evaluations of changes to the
facility or procedures. or for conduct of
tests and experiments. This paragraph is
consistent with the terminology of
“final safety analysis report (as
updated).”
Paragraph (c)(4): This is a new
paragraph that states that §50.59
requirements do not apply to changes to
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the facility or procedures when other
regulations establish more specific
criteria for such changes. Thus, this
paragraph clarifies that duplicative
reviews in accordance with § 50.59 are
not necessary for information that is
described in the FSAR, but for which
other regulations provide standards for
change control.

Paragraph (d)(1): Renumbered
paragraph with (existing) recordkeeping
requirements. The text was simplified
concerning which records are needed,
and conforming changes were made for
the change in terminology from “safety
evaluation” to “‘evaluation.”

Paragraph {d)(2): Renumbered
paragraph with (existing) reporting
requirements. The text was simplified to
state that summary reports must be
submitted at least once every 24
months, instead of the existing
statement that refers to submitting the
summary report along with the FSAR
update submittal or annually. This
revision will allow all facilities to
submit the report on a 24 month
frequency.

Paragraph (d}(3): Renumbered
paragraph on retention of records. The
text was revised to cover retention of
records required by § 50.5349 until the
term of anv renewed license has
expired.

10 CFR 50.66

This section specifies requirements
for thermal annealing of a reactor
pressure vessel. The changes to §50.66
are to conform existing language
referring to unreviewed safety
questions, and to updated final safety
analvsis report. to the language in
revised §50.59.

10 CFR 50.7 (¢}

This section discusses requireniviis
for periodic updating of the final seien
analvsis report. to retlect the etfects o
changes made either under 350.549. or
through license amendments. or effects
of new analvses. The changes to this
section are to conform lanzuaze with
respect to unreviewed safety question.
safety evaluation. and reforence to the
final safety analvsis report s npdatst,
with the language in revised 50.59. a8
well as other minor wording chanaes s
noted above {e.g.. approved” fcense
amendments).

10 CFR 30.90

A portion of existing 3
being relocated into this section This
change places the requirements tor
changes to technical specifications
themselves (not a result of a change. test
or experiment as defined in §350.59).
into the rule section on amendments to

305900 is

licenses rather than retaining the
requirement in the section on changes to
the facility.

10 CFR Part 72

Most of the revisions in part 72 mirror
those made to § 50.59. As for part 50,
other changes are needed with respect
to updating of safety analysis reports,
and in other sections for consistent
terminology.

10 CFR 72.3

The definition of “independent spent
fuel storage installation" is being
revised to remove the tests for
evaluation of the acceptability of
sharing common utilities and services
between the ISFSI and other facilities.
{Section 72.24 is being revised to
include this evaluation.)

10 CFR 72.9

Paragraph (b} is being revised as a
conforming change to include in the list
of information collection requirements
the new requirements in §§72.244 and
72.248 for amendments and for updates
to the safety analysis reports by CoC
holders.

10 CFR 72.24

This section is being revised to
reference shared common utilities and
services in the applicant's assessment of
potentidl interactions between the ISFSI
and another facilitv (previously covered
hv §72.3).

10 CFR 72.48

This section is being totally
reformatted and revised. as discussed
thove for §50.59. Specifically. it
contains the following:

Porrcoraph iap: This paragraph now
< sties definitions for terms such as
wd facility s described in
b Safety Analvsis Report {as
o oreeds Additionally, the term

“oy it matety Analvsis Report (FSAR)
~ updated)” has been defined to
provide greater clarity and consistency
wath § 3039 and other sections of part

2y yaraph ibi: This paragraph
e ifies that this section is applicable
‘o coneral and specific licensees for an
ISES!or MRS, and to spent fuel storage
sk certificate holders.

Daraeraph ici: Paragraph {ci{1}
o<tinhishes the conditions a licensee or
Certificate holder must meet in order to
1+ muke changes to the facility or spent
fuel sturaze cask design as described in
the FSAR. or {2) make changes to the
procedures as described in the FSAR. or
{3) conduct tests or experiments not
described in the FSAR. without prior
NRC approval. Those conditions are

that: (1) A change to the technical
specifications is not required; (2) a
change in the terms, conditions or
specifications incorporated in the CoC is
not required; and (3) the change, test, or
experiment does not meet any of the
criteria in paragraph (c)(2).

Paragraph (c)(2) lists the specific
criteria which, if met, permit a licensee
or certificate holder to make the
changes, or conduct the tests or
experiments, described in paragraph
{c){1) without NRC approval. These new
criteria revise existing criteria and
conform with the criteria adopted in
§ 50.59(c})(2). Two existing criteria
involving a significant increase in
occupational exposure or 2 significant
environmental impact have been
deleted. Paragraph (c)(3) states that
changes made but not yet reflected in
the FSAR update also need to be
considered in making the determination
under paragraph (c)(2). Paragraph (c}{4)
states that § 72.48 does not apply to

changes to the facility or pracedures
when the regulations establish other
change control processes for such
changes.

Paragraph (d): This paragraph
contains the recordkeeping
requirements and reporting
requirements. In the final rule,
subsection numbers were included for
clarity. For records, the rule is revised
to refer to the records of determinations
of the need for license or certificate of
compliance (CaC) amendments, rather
than to records involving unreviewed
safety question determinations. The
time frame for submitting summary
reports in (renumbered) paragraph (d)(2)
was revised from 12 months to 24
months. The filing requirements for the
summary reports are modified to be
consistent with §72.4
{Communications).

Paragraphs (d}(3). {d)(4) and (d)(5)
contain record retention requirements.
The retention requirements for changes
to procedures and conduct of tests and
experiments were revised to be 5 vears
{instead of until termination). These
time frames are more consistent with
those in § 50.59. and also reflect that
while facilitv changes need to be
maintained until termination, other
records are of less importance after a

perind of time such as 5 vears.
Paragraph {d)(3)(i) and (d)(3){ii) are
conumbered and clarified with respect
{0 when records no longer need to be
maintained.
New paragraph (d)(8) requires
licensees who make changes under

§ 72.48 to provide copies of the records

of such changes to the certificate holder

for the cask. and for the certificate
holders who make changes to provide
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records to the general and specific
licensees using that cask, within 60 days
of implementing the changes.

10 CFR 72.56

Existing § 72.48(c)(2} is being
relocated into this section. This is a
parallel change to that for §§50.59 and
50.90. The Commission is placing the
requirements for changes to license
conditions in the rule section on
amendments to licenses instead of in
the section on changes to the facility.

10 CFR 72.70

This section contains requirements for
updating of safety analysis reports by
licensees. Section 72.70 was reformatted
and revised to conform more closely
with the update requirements in
§50.71(e), as well as those in (new)

§ 72.248. The update frequency is being
revised from 12 months to 24 months.
Paragraphs (a) and (b) are being revised
to use the terms “‘Final Safety Analysis
Report,” “FSAR,” and *‘as updated.”
Paragraph (a) is also being revised to
indicate the original FSAR for a specific
licensee will be submitted within 90
days of issuance of the license. Final
analyses associated with completion of
construction or preoperational testing
will be provided in the next periodic
update of the FSAR. The requirement
for a licensee to submit a FSAR 90 days
before planned receipt of spent fuel has
been removed., in lieu of a notification
under § 72.80(g) by the licensee 90 days
before ISFSI operation commences. The
section is also being revised to add the
requirement that changes to procedures
be reflected in the perindic updates of
the FSAR. New paragraph ¢} is being
added to provide requirements on
submitting revisions to the FSAR for
specific licensees. includina provisims
for replacement pages. a cut otf date tor
changes. time frame to file, and
provisions for updating if no«hanaes
were made.

10 CFR 72.80

New paragraph ¢t s bomna wdaed o
this section to require 4 specitic oenses
to notify the NRC at least 90 davs in
advance of its readiness to commenee
ISFSI (or MRS} operations Thix
requirement replaces a requirement in
present § T2.701a) that an FSAR be
submitted to the Commissinn at least 10
days prior to the planned receipt of
spent fuel or high-level waste. This
requirement thus ensures that the NRC
is informed in advance of licensee plans
to use the facility so that appropriate
oversight activities can be conducted.

10 CFR 72.86

Paragraph (b) currently includes those
sections under which criminal sanctions
are not issued. This paragraph is being
revised to add §§ 72.244 and 72.246 as
a conforming change to reflect that
certificate holders who fail to comply
with these new sections would not be
subject to the criminal penalty
provisions of section 223 of the Atomic
Energy Act (AEA). New §72.248 has not
been included in paragraph (b) to reflect
that certificate holders who fail to
comply with this new section would be
subject to the criminal penalty
provisions of section 223 of the AEA.

10 CFR 72.212(b)(2)

Paragraph (b)(2)(i) retains the current
rule language but has been renumbered
and reordered for clarity as a result of
the addition of paragraph (b}(2)(ii).
Paragraph (b)(2)(ii) was added to require
that the general licensee evaluate any
changes to the written evaluations
required by § 72.212 using the
requirements of § 72.48(c).

10 CFR 72.212(b)(4)

The change to this section is to
conform the reference to § 50.59
provisinns. specifically to change from
the terminology of nnreviewed safety
question to referring to the need for a
license amendment for the facility (that
is. the reactor facility at whose site the
independent spent fuel storage
installation is located).

10 CFR 72.216

In the proposed rule, a new paragraph
{4} would have been added to present
requirements for a general licensee to
bt annual updates to a final safety
iaivsis toport FSAR] for the cask ot
: ot for spent tuel storage

v the weneral licensee. In
SoToh Tt s section was
wotindrean e guse the Commission

B N A

Yyt e

arcleded thatit was not necessary for
senerdl icensees to submit updates to

the ~atety analvsis report for the
ipprovead cask design that they are using
RETRSIST Y
WUER T 244

This now <ection presents
pegquirements for how a certificate
healder i< to submit an application to
anend the certificate of compliance
{CaC This section is similar to the
requirements in § 72.56 for Heensees to

Apphvtar an amondment to their license

1 CFR 72,246

This new section presents
requirements for approval of an
amendment to a CoC. This section is
similar to the requirements in § 72.58

for approval of an amendment to a
license.

10 CFR 72.248

This new section presents
requirements for submittal of periodic
updates to an FSAR associated with the
design of a spent fuel storage cask
which has been issued a CoC. This new
section also states that the changes to
procedures and SSC associated with the
spent fuel storage cask and which are
made pursuant to § 72.48 would be
included in the update. This section is
similar to the requirements in § 72.70
for submission of updates to the FSAR
associated with a part 72 license and to
the requirements in § 50.71(e) for power
reactor FSAR updates.

IV. Finding of No Significant
Environmental Impact

The Commission has determined
under the National Environmental
Policy Act of 1969, as amended, and the
Commission’s regulations in subpart A
of 10 CFR part 51, that this rule, as
adopted, will not have a significant
impact on the environment. The rule
changes are of two types: those that
relate to the processes for evaluating
and approving changes to licensed
facilities and those that involve the
degree of potential change in safety for
which changes can proceed without
NRC review. The process changes will
make it more likely that planned
changes are properly reviewed and
approved by NRC when necessary. With
respect to the criteria changes, only
minimal increases in frequencies of
postulated design basis accidents will
be allowed without prior NRC review.
All changes to the Technical
Specifications. which are the operating
limits and other parameters of most
immediate concern for public health
and safetv, will continue to require prior
NRU review and approval. Changes to
the facility that would involve an
accident of a different type from any
already analyzed require prior approval.
Further. changes that result in more
than minimal increases in radiological
consequences will continue to require

prior NRC approval. including NRC
consideration as to whether there is a
potential impact on the environment.
Therefore. the Commission concludes
that there will be no significant impact
on the environment from this rule. This
discussion constitutes the
suvicnnmental assessment and finding
of no significant impact for this
rulemaking.

V. Paperwork Reduction Act Statement

This rule amends information
collection requirements that are subject
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to the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.). The proposed
rule was submitted to the Office of
Management and Budget for review and
approval of the information collection
requirements. Existing requirements
were approved by the Office of
Management and Budget approval
numbers 3150-0011 and 3150-0132.

The rule changes affect information
collection requirements through the
existing reporting requirements in
§ 50.59 for a summary report of changes,
tests and experiments, performed under
the authority of § 50.59 as well as
recordkeeping requirements. Similar
requirements exist in § 72.48 for
licensees under part 72. In addition,
revisions are being made to the
requirements in § 72.70 and (new)
72.248 for submittal of updates to the
safety analysis reports. Further, the final
rule establishes recordkeeping and
reporting requirements for CoC holders
who make changes to an approved
storage cask design in accordance with
§72.48.

The public reporting burden for this
information collection request was
estimated in the proposed rule to
average 3100 hours per response,
including the time for reviewing
instructions. searching existing data
sources. gathering and maintaining the
data needed. and completing and
reviewing the information collection.
The Commission had estimated that
there would be onlv a slight increase in
burden associated with these proposed
changes over the existing burden. For
the final rule, certain of the provisions
that might have resulted in an increase
in burden have been removed: therefore.
the Commission now concludes that the
final rule would result in an everdl
reduction in reporting anid
recordkeeping hurden. other than for tie
estimated effort coquired for 4 ne-tine
revision to prn(tv'dur“\ H‘Ji HHE PR
Therefore. the present ostinuate ot the
public reporting burden for ths
information collection tequest under the
final rule is 2900 hours per response

Public Protection Notification

[fa means used Soomype s
information cotiectya dees o Udispaas
a currently valid OMB control number,
the NRC mav netcondine:
and a person is not required o respond
to the information collection

Crosponsar,

VL. Regulatory Analysis

The Commission has prepared a
regulatory analysis for this rulemaking,
The analvsis sets forth the objectives o
the rulemaking. the alternatives
considered. and examines the values
and impacts of the alternatives

considered by the Commission. The
alternatives considered in this analysis
include no action, issuance of guidance
only, or rulemaking. The analysis is
available for inspection in the NRC
Public Document Room, 2120 L Street
NW., (Lower Level), Washington, D.C.

VIL Regulatory Flexibility Certification

In accordance with the Regulatory
Flexibility Act of 1980, (5 U.S.C.
605(b}), the Commission certifies that
this rule will not, have a significant
economic impact on a substantial
number of small entities. This rule
affects only the licensing, operation and
decommissioning of nuclear power
plants, nonpower reactors, and
independent spent fuel storage facilities
(including cask certificate holders). The
companies that own these facilities do
not fall within the scope of the
definition of “small entities” set forth in
the Regulatory Flexibility Act or the
Smal] Business Size Standards set out in
regulations issued by the Small
Business Administration at 13 CFR part
121.

VIIL Backfit Analysis

The Commission has evaluated these
rule changes under the backfitting
requirements in $§50.109 and 72.62.
The Commission does not regard the
changes to be backfits as defined in
$§30.1040a1(1) and 72.62(a). as
applicable. Accordingly. a backfit
analvsis applicable to these changes has
not been prepared. However, the
Commission has prepared a regulatory
analvsis which sets forth the objectives
of the rulemaking changes. the
Alternatives that were considered, and
the expected benefits and costs
vatedd avith the rulemaking changes.
aymission regards this analvsis as
s sora disciplined approach for
<0 the fmpacts of the proposed
L b satisfios the underlving
iy ~es ot e hacklitting requirements
S0y and T2e2

RSN

Thoo

SURR
raniaes to Section 30059
<o t1on 30539 defines the
cuimetances under which holders of
s e power plant operating leeases
s ake chanaes o and conduct tests
i evperiments at their facilities without
pricr NRC review and approval. In this
rubeimaking, new definitions are added
1 30.39 {o.u. the definitions for
“hanee.” and “facility as described in
the final safety analvsis report fas
apdated)™). and the structure and

tanauaze of the rule were madified te.g.

the addition of a new applicability
<ection. and the removal of the term.
“unreviewed safety question”). These
changes constitute clarifications of the

existing rule, and codification of
existing NRC practice and
interpretations of terminology which are
undefined by the current rule.
Clarifications and codification of
existing NRC interpretation and practice
do not constitute a generic backfit
(although the application of the revised
rule may constitute a plant-specific
backfit). The new criteria in
§50.59(c)(2)(1), (i), {iii), (iv), (v) and (vi)
are being added primarily ¢ for the
purpose of providing additional
flexibility to licensees to make changes
and conduct tests without having to
obtain prior NRG review and approval.
Each of these changes constitute
permissive relaxations from the
superseded § 50.59(a)(2)(i) and (ii)
criteria, Permissive relaxations are not
considered to be backfits, inasmuch as
a licensee will continue to be in
compliance with the final rule even if it
uses its existing procedures and the
superseded criteria for implementing
§50.59. The new criteria in
§50.59(c)(2)(vii) and (viii) together
constitute replacements for the
superseded § 50.59(a)(2)(iii) criterion on
“margin of safety.” As noted in Section
J. these two criteria together, in place of
a criterion on margin of safety,
explicitly cover those margins that the
Commission believes are important to
address in this evaluation process—the
first being the margin that exists in the
limits that are to be met, and the second
being the margin that exists from the
conservatisms included in the methods
used to demonstrate that requirements
are met. The replacement criteria were
thus developed to accomplish two
complementary goals: (1) Defining with
more precision the important safety
margins which should be the focus of a
§ 50.59 determination. rather than the
problematic term. “margin of safetv as
defined in the basis for any technical
specification:” and (2) assuring that the
relaxations embodied in the
§ 50.59(c)(2)(1). (ii). (iii), (v), (v) and (v1)
criteria will not result in changes
approaching the adequate protection
threshold without prior NRC review and
approval. As such. the new criteria (vii)
and (viii) are fundamentally part of the
overall regulatory scheme in the
revisions to § 50,59 which relax and
clarifv the thresholds for licensee-
initiated changes and tests requiring

Sl anine cases, e clandes conncide with other

Tod 1o Giariny and codifv existing

o sraxe the rile sasier to understatid
Srregiren v oof acourrence i

Ceonsequences” of an accident 12

worlent trom the
+terton for NRU review and approval.

CPermissive’ relaxations are relaxations w haon
Heensees may voluntariiv choase {but are not
compelled) to comply.
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prior NRC review and approval before
their implementation. In sum, the
Commission has determined that the
changes to § 50.59 constitute
clarifications and codifications of
existing practices, or constitute
permissive relaxations from the existing
§ 50.59 criteria, and therefore do not
constitute backfits as defined in
§50.109(a)(1).

Changes to Part 72

Section 72.48 defines the
circumstances under which a holder of
a ISFSI license may make changes and
conduct tests and experiments,
analogous to the criteria in § 50.59. The
change to § 72.48 will conform the
criteria for ISFSI and storage cask
changes to that in § 50.59. Therefore, as
with the changes to § 50.59, the changes
to § 72.48 constitute a permissive
relaxation as compared with the existing
criteria in § 72.48. Furthermore, there
will be consistency in regulatory
approach in changes to nuclear power
plants and ISFSIs. Such consistency is
appropriate since most [SFSIs are
licensed to nuclear power plant
licensees; there are resource efficiencies
for such licensees using the same
criteria for evaluating changes, tests and
experiments. The change criteria in
§ 72.48 are also extended by the final
rule to holders of CoCs.. which
contributes to regulatory stability and
predictability since known standards

will be utilized in determining whether
a change to a CoC may be made without
prior NRC review and approval. The
existing backfitting provision in §72.62
only apply to licensees and not to CoC
holders. However, even if the backfitting
provisions in § 72.62 applird tn CaC
holders. the changes in § 72 48 wonid
not be regarded as backfits ~ince the
extension of § 72 48 to Lo holiteps
represents a permissive relaxation 3
similar reasons. the chanses mopar 7o
applicable to CoC holders<. whien e
necessary to support the exten<ion o
the change criteria in 72 48 1o Col
holders. are not considerad 1 be
backfits under § 72.62.

The Commission is detorring
consideration ot contormn.s .
the design certifications  part 52
appendices A and B.wiich are the
design certifications for the ABWR
Svstem 80~ designs. The Coumpunssion
will conduct a broader rulemaking o
amend part 52, whose purpose wili b
to correct tvpugraphic errors, clani
language. and reflect lessons learned s
a result of the ABWR. Svstem 80~ and
AP600 design certification rulemakings.
If conforming changes to appendices A
and B are made. in a future rulemaking,
the Commission regards this rulemaking

Doiiles

amending § 50.59 as satisfving the
Commission’s obligations under the
backfit rule for anv conforming changes
made to part 52, inasmuch as the
backfitting issues associated with the
adoption of the new criteria are being
addressed in this rulemaking.

IX. Small Business Regulatory
Enforcement Fairness Act

In accordance with the Small
Business Regulatory Enforcement
Fairness Act of 1996, the NRC has
determined that this action is not a
major rule and has verified this
determination with the Office of
Information and Regulatory Affairs of
OMB.

X. National Technology Transfer and
Advancement Act

The National Technology Transfer
and Advancement Act of 1995, Pub. L.
104-113, requires that Federal agencies
use technical standards developed by or
adopted by voluntary consensus
standards bodies unless the use of such
a standard is inconsistent with
applicable law or otherwise impractical.
There are no consensus standards that
apply to the change control process
requirements established in this
rulemaking. Thus the provisions of the
Act donot apply to this rulemaking.

X1 Criminal Penalties

For the purposes of section 223 of the
Atomic Energy Act (AEA). the
Commission is issuing this rule to
amend 10 CFR part 50:50.59, : 50.66,
and :30.71: and 10 CFR part 72:72.48, :
7270, :72.212, and :72.248, under one
1 more of sections 161b, 1611, or'1610
Sf the AEA Willful violations of the
St i e suhpect to criminal
D et

X1l Compatibility of Agreement State
Regulations
Cooones e Poy Statement o
e ] Compatibility of
inent State Programs’™ approved by
Insion on June 30, 1997 and
. ooiiived inthe Federal Register (62
PR 16717 september 3. 1997). this rule
iend as compatibility Category
©Compatibility is not required for
docorn NRCT regulations. The NRC
rouram olements inthis category are
Siome that rebare directlv to areas of
rovnlation reserved to the NRC by the
AEA or the provisions of Title 10 of the
Conde of Fodoral Regulations. and
Jdthoush an Adreement State may not
adupt program elements reserved ta
NREL i may wish to inform its licensees
of rertain requirements via a mechanism
that is consistent with the particular
State’s administrative procedure laws.

but that does not confer regulatory
authority on the State.

List of Subjects
10 CFR Part 50

Antitrust, Classified information,
Criminal penalties, Fire protection,
Intergovernmental relations, Nuclear
power plants and reactors, Radiation
protection, Reactor siting criteria,
Reporting and record keeping
requirements.

10 CFR Part 72

Criminal penalties, Manpower
training programs, Nuclear materials,
Occupational safety and health,
Reporting and recordkeeping
requirements, Security measures, Spent
fuel.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended,
the Energy Reorganization Act of 1974,
as amended, and 5 U.S.C. 552 and 553,
the NRC is adopting the following
amendments to 10 CFR parts 50 and 72.

PART 50—DOMESTIC LICENSING OF
PRODUCTION AND UTILIZATION
FACILITIES

1. The authority citation for part 50
continues to read as follows:

Authority: Secs. 102, 103, 104, 105, 161.
182, 183, 186, 189, 68 Stat. 936, 937, 938,
948, 953, 954, 955, 956, as amended, sec.
234, 83 Stat. 444, as amended (42 U.S.C.
2132, 2133, 2134, 2135, 2201, 2232, 2233,
2236, 2239, 2282); secs. 201, as amended,
202. 206, 88 Stat. 1242, as amended. 1244,
1246. (42 U.S.C. 5841. 5842, 5846).

Section 50.7 also issued under Pub. L. 95~
10. 92 Stat. 2931, as amended by
02-486 <ec. 2902, 106 Stat. 3123,
3851, Sections 50.10 also issued

101, 133, 68 Stat. 936, 955. a8
Lo R0 2131, 2235 ) sec. 102,
Duh L 91-190. 84 Stat. 833 (42 U.S.C. 4332).
Section< 30011, 30.54(dd). and 50.103 also
isued under sec. 108, 68 Stat. 939. 4s
amended (42 U.S.C. 2138). Sections 30.23.
30 15 30.35. and 50.36 also issued under sec.
145, 68 Stal. 935 142 U.S.C. 2235). Sections
30 330, 30 354 and Appendix Q also issued
102, Pub. L. 91-190. 83 Stat. 853
CUoN 44320 Sections 30.34 and 530.34
disu desued under sec. 204, 88 Stat. 1245 (42
1 S.(0 38440 Sections 50.58. 50.91. and
02 e jestbedd urider Publ L 97-415. 96
Sege 2073052 USC 22395 Sections 50.78
Aleo fssnend nder e 122,068 Stat. 939 (42

: LSactions 3080, 50.81 also
<o, 184, 68 Stat. 954, as
f320 S0 22340 Appendix Falso
187, 66 Stat 955 142 U.S.C.

N Ser

H
AR

e

s

22470

2. Section 50.59 is revised to read as
follows:

'
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§50.59 Changes, tests, and experiments.

{a) Definitions for the purposes of this
section:

(1) Change means a modification or
addition to, or removal from, the facility
or procedures that affects a design
function, method of performing or
controlling the function, or an
evaluation that demonstrates that
intended functions will be
accomplished.

(2) Departure from a method of
evaluation described in the FSAR (as
updated) used in establishing the design
bases or in the safety analvses means:

(i) Changing any of the elements of
the method described in the FSAR (as
updated) unless the results of the
analysis are conservative or essentially
the same; or

(ii) Changing from a method described
in the FSAR to another method unless
that method has been approved by NRC
for the intended application.

(3) Facility as described in the final
safety analvsis report (as updated)
means: ’

(i) The structures. svstems. and
components (SSC) that are described in
the final safetv analvsis report (FSAR)
{as updated).

{ii} The design and pertormance
requirements for such SSCs described in
the FSAR (as updatedi. and

(ii1) The evaluations or methods ot
evaluation included in the FSAR (as
updated) for such SSCs which
demonstrate that their intended
function(s} will be accomplished.

(4) Final Safety Analvsis Report {us
updated] means the Final Safety
Analvsis Report (or Final Hazards
Summary Report) submitted in
accordance with $30 34, a5 amended
and supplemented. and as updated per
the requirements nf 350 THooay
§50.71(f). as applicable.

153) Procedures as desoribedd ioine
final satetv analvses rooert s o
means those procedure~ ihat contain
information described 1 the FSAR a~
updated) such as how structures,
svstems, and components are opeied
and controtled inchudin sanmed
OPerator actions ud ros;

(6) Tests or expernnn : ;
in the tinal satery anaivsis Dot s
updated i means any oty where s
structure. svstem. or component i~
utilized or controdled s manner
which is either:

flse LS

i1 Outside the peteronc e hounds of the

design hases as described in the finad
safety analvsis report fas updatedior
{ii} Inconsistent with the analvses or
descriptions in the final safety analvsis
report (as updated).
(b) Applicability. This section applies

to each holder of a license authorizing

operation of a production or utilization
facility, including the holder of a license
authorizing operation of a nuclear
power reactor that has submitted the
certification of permanent cessation of
operations required under § 50.82(a)(1)
or a reactor licensee whose license has
been amended to allow possession but
not operation of the facility.

(c)(1) A licensee may make changes in
the facility as described in the final
safety analysis report {as updated), make
changes in the procedures as described
in the final safetv analysis report (as
updated}, and conduct tests or
experiments not described in the final
safety analysis report (as updated)
without obtaining a license amendment
pursuant to § 50.90 only if:

(i) A change to the technical
specifications incorporated in the
license is not required, and

(ii) The change. test. or experiment
does not meet anyv of the criteria in
paragraph {c)(2) of this section.

{2) A licensee shall obtain a license
amendment pursuant to § 50.90 prior to
implementing a proposed change, test.
or experiment if the change. test. or
experiment would:

/i) Result in more than a minimal
increase in the frequency of occurrence
~f anccident previously evaluated in
e tinal safety analvsis report (as
updated:

(i1} Result in more than a minimal
increase in the likelihood of occurrence
of 4 matfunction of a structure, system,
ot component (SSC) important to safety
previously evaluated in the final safety
analvsis report (as updated):

i1 Result in more than 4 minimal
ierease in the consequences of an
«bent provioushy evaluated in the
Sy ety analvsis report fas updated):

Resnil i more than a minimal
to the (.l)n\‘oqnwn(‘“s (){ d
con ol an SSC important to
= Cievioushy evaluated in the final
i snalvsis report (as updated}):

L Cpeate a possibility for an accident
1 ¢ difSerent tope than any previously
v iiated in the final safety analvsis
Ceet s updated):

oo reate a possibility for a
anddiund tion of an SSC important to
<oy with a different result than any
previeasiv evaluated in the final safety
autlvais report Las updated]:

13- Result in a design-basis Hmit for
trssion product barrier as described in
the FSAR fas updamd) being exceeded
v atitereds or

it Result in a departure from g
method of evaluation described in the
FSAR {as updated} used in establishing
the design bases or in the safety
analvses.

(3) In implementing this paragraph.
the FSAR (as updated) is considered to
include FSAR changes resulting from
evaluations performed pursuant to this
section and analyses performed
pursuant to § 50.90 since submittal of
the last update of the final safety
analysis report pursuant to § 50.71 of
this part.

(4) The provisions in this section do
not apply to changes to the facility or
procedures when the applicable
regulations establish more specific
criteria for accomplishing such changes.

(d)(1) The licensee shall maintain
records of changes in the facility, of
changes in procedures, and of tests and
experiments made pursuant to
paragraph (c) of this section. These
records must include a written
evaluation which provides the bases for
the determination that the change, test,
or experiment does not require a license
amendment pursuant to paragraph (c)(2)
of this section.

(2) The licensee shall submit, as
specified in § 50.4, a report containing
a brief description of any changes, tests.
and experiments, including a summary
of the evaluation of each. A report must
be submitted at intervals not to exceed
24 months.

(3) The records of changes in the
facilitv must be maintained until the
termination of a license issued pursuant
to this part or the termination ofa
license issued pursuant to 10 CFR part
54, whichever is later. Records of
changes in procedures and records of
tests and experiments must be
maintained for a period of 5 years.

3. In § 50.66, paragraph (b},
introductory text. paragraphs (b)(4).
(¢)(2). and (c)(3)(iii) are revised to read
as follows:

§50.66 Requirements for thermal
annealing ot the reactor pressure vessel.

(b) Thermal Annealing Report. The
Thermal Annealing Report must
include: a Thermal Annealing Operating
Plan: a Requalification Inspection and
Test Program: a Fracture Toughness
Recovery and Reembrittlement Trend
Assurance Program: and an
ldentification of Changes Requiring a
License Amendment.

(e - -

{4) Identification of Changes
Requiring a License Amendment. Any
changes to the facilitv as described in
the final safetv analvsis report (as
updated) which requires a license
amendment pursuant to §50.39(c){2) of
this part. and any changes to the
Technical Specifications. which are
necessarv to either conduct the thermal
annealing or to operate the nuclear
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power reactor following the annealing
must be identified. The section shall
demonstrate that the Commission’s
requirements continue to be complied
with, and that there is reasonable
assurance of adequate protection to the
public health and safety following the
changes.

(C) * kX

(2) If the thermal annealing was
completed but the annealing was not

performed in accordance with the
Thermal Annealing Operating Plan and
the Requalification Inspection and Test
Program, the licensee shall submit a
summary of lack of compliance with the
Thermal Annealing Operating Plan and
the Requalification Inspection and Test
Program and a justification for
subsequent operation to the Director,
Office of Nuclear Reactor Regulation.
Any changes to the facility as described
in the final safety analysis report {as
updated} which are attributable to the
noncompliances and which require a
license amendment pursuant to
§50.59(c){2) and anv changes to the
Technical Specifications shall also be
identified.

(i) If no changes requiring a license
amendment pursuant to §50.59(c)(2} or
changes to Technical Specifications are
identified. the licensee mav restart its
reactor after the requirements of
paragraph (f)(2) of this section have
been met.

(ii) If any changes requiring a license
amendment pursuant to § 50.59(c}(2) or
changes to the Technical Specifications
are identified, the licensee mav not
restart its reactor until approval is
obtained from the Director. Office nf
Nuclear Reactor Regulation and the
requirements of paragraph ({2 of thas
section have been met.

(3) * Kk x

(i1} If the partial annealinzwas o
performed in accordance with the
Thermal Annealing Operating Plan and
the Requalification Inspection and Test
Program. the licensee shall submit o
summary of lack of compliance with the
Thermal Annealing Operating Plan and
the Requalification Inspection and Test
Program and a justification tor
subsequent operation to the Dhpector
Office of Nuclear Reactor Reauiation
Any changes to the facility as dosohed
in the final safetv anaivsis report -as
updated) which are attributable to the
noncompliances and which require o
license amendment pursuant 1
§50.59(c}{2} and anv changes toihe
technical specifications which are
required as 4 result of the
noncompliances. shall also be
identified.

(A) If no changes requiring a license
amendment pursuant to £50.59(c)i2) or

changes to Technical Specifications are
identified, the licensee may restart its
reactor after the requirements of
paragraph (f)(2) of this section have
been met.

(B) If any changes requiring a license
amendment pursuant to § 50.59(c)(2) or
changes to Technical Specifications are
identified, the licensee may not restart
its reactor until approval is obtained
from the Director, Office of Nuclear
Reactor Regulation and the
requirements of paragraph (f)(2) of this
section have been met.

* * * * *

4. In §50.71, paragraph (e},
introductory text is revised to read as
follows:

§50.71 Maintenance of records, making of
reports.
* * * * *x

(e) Each person licensed to operate a
nuclear power reactor pursuant to the
provisions of § 50.21 or §50.22 of this
part shall update periodically. as
provided in paragraphs (e) (3) and (4} of
this section. the final safety analvsis
report (FSAR) originally submitted as
part of the application for the operating
license. to assure that the information
included in the report contains the
Litest information developed. This
submittal shall contain all the changes
necessary 1o reflect information and
analvses submitted to the Commission
by the licensee or prepared by the
licensee pursuant to Commission
requirement since the submittal of the
original FSAR. or as appropriate the last
update to the FSAR under this section.
The submittal shall include the effects !
o Al chanees made in the facility or
proeedures o~ described in the FSAR: all
<atervamalvses and evaluations
vorfopne oy the Licensee either i
Do proved Heense
v ne et ran stupport ol

N s it hanges dud not eequire
1o citse amendment in accordance
with 330 392021 of this part: and all
iy oses of ew safety issues performed

r - behalt of the Hcensee at
Commission request. The updated
srform st shall be appropriatels
cated wrthin the update to the FSAR.

. «
FoSect 0 0 90 s pevised to read as

follows:

§50.90 Application for amendment of

license or construction permit.
Whenever i holder of a license or

construction permit desires to amend

TUaes L des 1;“"“?[]1’1‘!‘('

1

sovisions of descnptions o the ESAR such that the

PNAR s apa et s eompdete and aceurate

the license (including the Technical
Specifications incorporated into the
license) or permit, application for an
amendment must be filed with the
Commission, as specified in § 50.4, fully
describing the changes desired, and
following as far as applicable, the form
prescribed for original applications.

PART 72—LICENSING
AREQUIREMENTS FOR THE
INDEPENDENT STORAGE OF SPENT
NUCLEAR FUEL AND HIGH-LEVEL

RADIQACTIVE WASTE

6. The authority citation for part 72
continues to read as follows:

Authority: Secs. 51, 53, 57, 62. 63. 65, 69,
81, 161, 182, 183, 184, 186, 187, 189, 68 Stat.
929, 930, 932, 933, 934, 935, 948, 953, 954,
955, as amended, sec. 234, 83 Stat. 444, as
amended (42 U.S.C. 2071, 2073, 2077, 2092,
2093. 2095, 2099. 2111, 2201, 2232, 2233,
2234. 2236, 2237, 2238, 2282}; sec. 274, Pub.
L. 86-373. 73 Stat. 688, as amended (42
5.5.C. 2021): sec. 201. as amended, 202, 206,
88 Stat. 1242. as amended. 1244, 1246 (42
U.S.C. 5841, 5842, 5846); Pub. L. 95-601. sec.
10, 92 Stat. 2951 (42 U.S.C. 5851): sec. 102,
Pub. L. 91-190. 83 Stat. 853 {42 U.S.C. 4332);
secs. 131. 132, 133, 135, 137. 141, Pub. L. 97—
123,96 Stat. 2229, 2230, 2232, 2241, sec. 148.
Pub. L. 100-203. 101 Stat. 1330-235 (42
1.8.C. 101531, 10152, 10153, 10153, 10157,
10161, 10168).

Section 72.44(g) also issued under secs.
142(b) and 148 (c). (d}. Pub. L. 100-203. 101
Stat. 1330-232, 1330-236 (42 U.S.C.
10162(b). 10168{c), (d}). Section 72.46 also
issued under sec. 189, 68 Stat. 955 (42 U.S.C.
2239); sec. 134, Pub. L. 97425, 96 Stat. 2230
(42 U.S.C. 10154}. Section 72.96(d) also
issued under sec. 145(g}, Pub. L. 100-203.
101 Stat. 1330-235 (42 U.S.C. 10165(g)].
Subpart | also issued under secs. 2(2). 2{13).
2019 11700 141(h). Pub. L. 97-425. 96 Stat.
202, 2003, 2204, 2222, 2224 (42 US.C
10101 11iTEY 10161h)) Subparts Kand L
o atee ssued under sec. 133,98 Stat. 2230
SO toratand sec. 218(a). 96 Stat.
Y A2 NCLUT0148).

i

7. Section 72.3 is amended by revising
the definition for independent spent
fuel storage installation or ISFSI to read
as follows:

§72.3 Definitions.

. * « x «

Independent spent fuel storage
installation or ISFSI means a complex
designed and constructed for the
interim storage of spent nuclear fuel and
other radinactive materials associated
with spent fuel storage. An ISFSI which
i< located on the site of another facility
licensed under this part or a facility
licensed under part 50 of this chapter
and which shares common utilities and
services with such a facility or is
phvsicallv connected with such other
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facility may still be considered
independent.

* * * * *

8. In § 72.9. paragraph (b) is revised to
read as follows:

§72.9 Information collection
requirements: OMB approval.

* * * * *

(b} The approved information
collection requirements contained in
this part appear in §§ 72.7, 72.11, 72.16,
72.19,72.22 through 72.34, 72.42, 72.44,
72.48 through 72.56. 72.62, 72.70
through 72.82, 72.90. 72.92, 72.94.
72.98, 72.100, 72.102, 72.104, 72.108,
72.120, 72.126, 72.140 through 72.176.
72.180 through 72.186, 72.192, 72.206.
72.212,72.216,72.218, 72.230, 72.232,
72.234, 72.236, 72.240, 72.244, and
72.248.

9. In § 72.24, paragraph (a) is revised
as follows:

§72.24 Contents of application: Technical
information.

* * * x *

(a) A description and safetv
assessment of the site on which the
ISFSI or MRS is to be located. with
appropriate attention to the design bases
for external events. Such assessment
must contain an andivsis and evaluation
ot the major structures. svstems. and
components of the ISFSTor MRS that
bear on the suitahilitv of the stte wiven
the ISFSI or MRS is operated at its
design capacity. If the proposed [SFST ar
MRS is to be located on the site ofa
nuclear power plant or other licensed
facility. the potential interactions
between the ISFSI or MRS and such
ather facilitv—inciuding <hared
common utifitiosan d servicos—ry
evaluated.

« -

LOL SOCTION T2 45 s ot et T
tollows:

§72.48 Changes. tests. and experiments.

{a} Definitions for the e ot
section:
(1) Chaige nians oot sl o

addition ton o rem v ir o the e
or spent fuel storoe
procedures that aite s s
function. methaod o pertevmmz
controlling the e nen. 4 e
evaluation that demenstrates that
intended functions wiii be
accompiished.

21 Departuee from 2
evaluation descrilind i

San lesL Ll

IRISSTEN

e ENAR s

updatedi used in establishing the desian

bases or in the safety analyses neans:
(i) Changing anv of the elements ot

the method described in the FSAR {as

updated) unless the results of the

analysis are conservative or essentially
the same: or

(ii) Changing from a method described
in the FSAR to another method unless
that method has been approved by NRC
for the intended application.

(3) Facilitv means either an
independent spent fuel storage
installation (ISFSI) or a Monitored
Retrievable Storage facility( MRS).

(4) The facility or spent fuel storage
cask design as described in the Final
Safety Analysis Report (FSAR) (as
updated)] means:

(i) The structures. systems. and
components (SSC) that are described in
the FSAR {as updated).

(i) The design and performance
requirements for such SSCs described in
the FSAR (as updated). and

(iii) The evaluations or methods of
evaluation included in the FSAR (as
updated) for such 8SCs which
demonstrate that their intended
function(s) will be accomplished.

{5) Final Safety Analvsis Report (as
updated] means:

(i} For specific licensees. the Safety
Analvsis Report for a facility submitted
and updated in accordance with § 72.70:

i) For general licensers, the Safety
Analvsis Report for a spent fuel storage
o tah destan, ag amended and
vy onbenteds and

i Ver certificate hoiders. the Safety
Viniivers Report for a spent fuel storage
o 1sh design submitted and updated in
accordance with §72.248.

6 Procedures as described in the
Feal Sufetv Analvsis Report (as
odated. means those procedures that
-t information described in the
CSAR s apdated) such as how SSCs

S and acluding

<ot peratornactions .H]\i response

coneriied

e centodled nia
cLenied ainch s either:
 Uhgside the refereace hounds of the
<o s descoribed inthe FSAR
cpaidted s or
tyoansistent with the analvsesor
coepenns o the FSAR Gsapdateds,
Chis section appiies to
ach holder of a general or speetlic
e esied under this part. and
2 Faciy holder of a Certificate of
Compliance (CoCissued under this
Lrt
‘ A heensee or cortificate hoider
e e changes in the sl or
<t tued storage cask design as
deseribed in the FSAR {as updated:.
muhe changes in the procedures as

described in the FSAR (as updated). and

conduct tests or experiments not

described in the FSAR (as updated),
without obtaining either:

(i) A license amendment pursuant to
§ 72.56 (for specific licensees) or

(ii} A CoC amendment submitted by
the certificate holder pursuant to
§ 72.244 (for general licensees and
certificate holders) if:

(A) A change to the technical
specifications incorporated in the
specific license is not required; or

(B) A change in the terms, conditions,
or specifications incorporated in the
CoC is not required; and

{C) The change, test, or experiment
does not meet any of the criteria in
paragraph (c)(2) of this section.

(2) A specific licensee shall obtain a
license amendment pursuant to § 72.56.
a certificate holder shall obtain a CoC
amendment pursuant to §72.244,and a
general licensee shall request that the
certificate holder obtain a CoC
amendment pursuant to § 72.244, prior
to implementing a proposed change.
test, or experiment if the change. test. or
experiment would:

(i} Result in more than a minimal
increase in the frequency of occurrence
of an accident previously evaluated in
the FSAR (as updated):

i) Result in more than a minimal
increase in the likelihood of occurrence
of a malfunction of a svstem. structure.
or component (SSC) important to safetv
previously evaluated in the FSAR (as
updated):

(iii) Result in more than a minimal
increase in the consequences of an
accident previously evaluated in the
FSAR:

(iv} Result in more than a minimal
increase in the consequences of a
mualfunction of an SSC important to
<afeny previously evaluated in the FSAR
cis updatedln

2 Create a possibilite for an aceident
o« ditforent tvpe than.any previously
~vatuated in the FSAR (as updated):

vi. Create a possibility fora
maifunction of an SSC important to
safety with a different result than any
previously evaluated in the FSAR (as
updated):

rvii} Result in a design basis limit for
1 fission product barrier being exceeded

A altered as described in the FSAR (as
updated} or

«viiil Result in a departure from a
imethod of evaluation described in the
FSAR las updated) used in establishing

the design bases or in the safety
inalvses.

~3% tn implementing this paragraph.

the FSAR (as updated) is considered to

include FSAR changes resulting from
evaluations performed pursuant to this
section and analyses performed
pursuant to § 72.56 or § 72.244 since the
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last update of the FSAR pursuant to
§72.70, or § 72.248 of this part.

(4) The provisions in this section do
not apply to changes to the facility or
procedures when the applicable
regulations establish more specific
criteria for accomplishing such changes.

(d)(1) The licensee and certificate
holder shall maintain records of changes
in the facility or spent fuel storage cask
design, of changes in procedures, and of
tests and experiments made pursuant to

. paragraph (c) of this section. These
records must include a written
evaluation which provides the bases for
the determination that the change, test,
or experiment does not require a license
or CoC amendment pursuant to
paragraph (c)(2) of this section.

(2) The licensee and certificate holder
shall submit, as specified in § 72.4, a
report containing a brief description of
any changes, tests, and experiments,
including a summary of the evaluation
of each. A report shall be submitted at
intervals not to exceed 24 months.

(3) The records of changes in the
facility or spent fuel storage cask design
shall be maintained until:

(i) Spent fuel is no longer stored in
the facility or the spent fuel storage cask
design is no longer being used. or

(ii) The Commission terminates the
license or CoC issued pursuant to this
part.

(4) The records of changes in
procedures and of tests and experiments
shall be maintained for a period of 5
years.

(5) The holder of a spent fuel storage
cask design CoC, who permanentlv
ceases operation, shall provide the
records of changes to the new certificate
holder or to the Commission, as
appropriate. in accordance with
§72.234(d)(3).

(6){i) A general licensee shall provids
a copy of the record for anv chanaes to
a spent fuel storage cask desian to the
applicable certificate holder within 60
davs of implementing the change.

(ii) A specific licensee using 4 spent
fuel storage cask design. approved
pursuant to subpart L of this part. ~hali
provide a copyv of the record tar oy
changes to a speat fuel storage cask
design to the applicable cortificate
holder within 60 davs of impiementing
the change.

{iil) A certificate holder shall provide
a copyv of the record for anv chanues 1o
a spent fuel storage cask design taany
general or specific licensee using the
cask design within 60 davs of
implementing the change.

11. Section 72.56 is revised to read as
follows:

§72.56 Application for amendment of
license.

Whenever a holder of a specific
license desires to amend the license
(including a change to the license
conditions), an application for an
amendment shall be filed with the
Commission fully describing the
changes desired and the reasons for
such changes, and following as far as
applicable the form prescribed for
original applications.

12. Section 72.70 is revised to read as
follows:

§72.70 Safety analysis report updating.

(a) Each specific licensee for an ISFSI
or MRS shall update periodically, as
provided in paragraphs (b} and (c} of
this section, the final safety analysis
report (FSAR) to assure that the
information included in the report
contains the latest information
developed.

(1) Each licensee shall submit an
original FSAR to the Commission, in
accordance with § 72.4, within 90 days
after issuance of the license.

(2) The original FSAR shall be based
on the safety analysis report submitted
with the application and reflect any
changes and applicant commitments
developed during the license approval
and. or hearing process.

ihj Each update shall contain all the
changes necessarv to reflect information
and andalvses submitted to the
Commission by the licensee or prepared
by the licensee pursuant to Commission
requirement since the submission of the
original FSAR or. as appropriate, the
last update to the FSAR under this
section. The update shall include the
affocts T of

PoAdL s hanzces made in the ISESTor
“orscedurees as described in the

Absateny analvsesand evaluations
petaried o the Hoensee either in
<appeert a4 appeoved Hicense
indments. ar in support of
conclusions that changes did not require
4 beense amendment in accordance
with & 72460

1A Fnad analvses and evaluations
1 thedesian aoud performance of
~res tares. sustems, dind components
that e nmportant to safety taking into
account any pertinent information
developed during final design,

construction. and preoperational testing:

and

41 AlLanalvses of new safety issues
prriormed by or on behalf of the
licensee at Commission request. The

t vt gzes ancin e apprapriate
Teviaioits of descriptions i the FSAR such that the
PSAR s ipdated ) is complete and aooarate

information shall be appropriately
located within the updated FSAR.

{c)(1) The update of the FSAR shall be
filed in accordance with § 72.4, on a
replacement-page basis;

(2) The update shall include a list that
identifies the current pages of the FSAR
following page replacement;

(3) Eaci replacement page shall
include both a change indicator for the
area changed, e.g., a bold line vertically
drawn in the margin adjacent to the
portion actually changed, and a page
change identification (date of change or
change number or both);

(4) The update shall include:

{i) A certification by a duly authorized
officer of the licensee that either the
information accurately presents changes
made since the previous submittal, or
that no such changes were made; and

(ii) An identification of changes made
under the provisions of § 72.48, but not
previously submitted to the

Commission;

{5) The update shall reflect all
changes implemented up to a maximum
of 6 months prior to the date of filing;

and
(6) Updates shall be filed every 24

months from the date of issuance of the
license.

{d) The updated FSAR shall be
retained by the licensee until the
(Commission terminates the license.

13. In § 72.80. paragraph (g) is added
to read as follows:

§72.80 Other records and reports.
* * * * *

(g) Each specific licensee shall notify
the Commission, in accordance with
§72.4, of its readiness to begin
operation at least 90 days prior to the
first storage of spent fuel or high-level
waste in an ISFSI or MRS,

14. [n § 72.86. paragraph (b) is revised
tu read as follows:

§72.86 Criminal penaities.
- * L3 * *x

(b} The regulations in this part 72 that
are not issued under sections 161b.
161i. or 1610 for the purposes of section
223 are as follows: §§72.1,72.2.72.3,

=24, 72.5.72.7.72.8.72.9.72.16. 72.18,
=200, T2.22.72.24.72.26,72.28,72.32
=0 34, 72,400 72,46, 72,56, 72.58. 72.60.
Top2. 72,84, 72.86.72.90. 72.96. 72.108
72120, 72.122.72.124, 72,126, 72.128,
213007 72.194. 72,200, 72.202,
T2.204. .72.210.72.214, 72.220
=230, 72.238. 72.240. 72.244, and
=2.246.

15.1n §72.212, paragraphs (B)(2) and
ih)i4) are revised to read as follows:

§72.212 Conditions of general license
issued under §72.210.

« * * *

)
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(2)(i) Perform written evaluations,
prior to use, that establish that:

(A) conditions set forth in the
Certificate of Compliance have been
met;

(B) cask storage pads and areas have
been designed to adequately support the
static load of the stored casks; and

(C) the requirements of § 72.104 have
been met. A copy of this record shall be
retained until spent fuel is no longer
stored under the general license issued
under § 72.210.

(ii) The licensee shall evaluate anv
changes to the written evaluations
required by this paragraph using the
requirements of § 72.48(c). A copy of
this record shall be retained until spent
fuel is no longer stored under the
general license issued under § 72.210.

* * * * *

(4) Prior to use of this general license.
determine whether activities related to
storage of spent fuel under this general
license involve a change in the facility
Technical Specifications or require a
license amendment for the facility
pursuant to § 50.59(c}(2} of this chapter.
Results of this determination must be
documented in the evaluation made in
paragraph (b){(2) of this sectinn.

16. Section 72.244 is added to read u<
follows:

§72.244 Application for amendment of a
certificate of compliance.

Whenever a certificate holder desires
to amend the CoC (including a change
to the terms. conditions or
specifications of the CoC). an
application for an amendment shall be
filed with the Commission fullv
describing the changes desired and the
reasons for such chanves. and foilow:
as far as applicahle the farm preserbe
for original apphicatiens

17, Section 72246 1~ o oo ren s
follows:

§72.246 |ssuance of amendmentto a
certificate of compliance.

In determining whether an
amendment to 4 Collwiii be issied
the applicant. the Commusaon wali e
guided by the consid-rations that
govern the ixsuance of an it Cet

18. Section 72,248 s added toead o
follows:

§72.248 Safety analysis report updating.

{a) Each certiticate holder tor a spent
fuel storage cask destan ~hall update
periodically, as provided i paracraph
th) of this section. the final satety
analvsis report (FSAR] to assare that the
information included in the report
contains the latest information
developed.

{1) Each certificate holder shall
submit an original FSAR to the
Commission, in accordance with §72.4,
within 90 days after the spent fuel
storage cask design has been approved
pursuant to § 72.238.

(2) The original FSAR shall be based
on the safety analysis report submitted
with the application and reflect any
changes and applicant commitments
developed during the cask design
review process. The original FSAR shall
be updated to reflect any changes to
requirements contained in the issued
Certificate of Compliance {CoC).

{b) Each update shall contain all the
changes necessary to reflect information
and analvses submitted to the
Commission by the certificate holder or
prepared by the certificate holder
pursuant to Commission requirement
since the submission of the original
FSAR or, as appropriate, the last update
to the FSAR under this section. The
update shall include the effects ! of:

(1) All changes made in the spent fuel
storage cask design or procedures as
described in the FSAR:

(2) All safetv analvses and evaluations
performed by the certificate holder
either in support of approved CoC
amendments, or in support.of
cenclusions that changes did not require
4 CoC amendment in accordance with
s T2 480 and

1P Al analvses of new safetv issues
performed by or on behalf of the
certificate holder at Commission
request. The information shall be
appropriately located within the
updated FSAR.

ici(1) The update of the FSAR shall be
Gied in accordance with §72.4. 0na
replacement-page basis:

20 Thecupdate shall include a tist that
~atities the current pages of the FSAR

.04 prage replacement:

St eeplacement page <hall

- oth g chanaee indicator for the
: aanieed. oo abold line vertically
trean 1o the margin adjacent to the
{ernon actuallv changed, and a page
Sanae wdentification (date of change or
Ainge number or bath):

i Phe update shall include:

v A cernfication by a duly authorizng
iiicer of the certificate holder that
cather the information accurately
presents changes made since the
previous submittal, or that no such
hanees were made: and

1 An dentification of changes muade
by the certificate holder under Gie
provisions of § 7248, but not previously
<ubmitted to the Commission:

fudes appropriate
the FRAR such that the

ssvamplete and accurae

flons

(5} The update shall reflect all
changes implemented up to a maximum
of 6 months prior to the date of filing:

(6) Updates shall be filed every 24
months from the date of issuance of the
CoGC; and

(7) The certificate holder shall
provide a copy of the updated FSAR to
each general and specific licensee using
its cask design.

(d} The updated FSAR shall be
retained by the certificate holder until
the Commission terminates the
certificate.

(e) A certificate holder who
permanently ceases operation, shall
provide the updated FSAR to the new
certificate holder or to the Commission,
as appropriate, in accordance with
§72.234(d)(3).

Dated at Rockville, Maryland, this 20th dav
of September, 1999.

For the Nuclear Regulatory Commission.
Annette Vietti-Cook,

Secretary of the Commission.
[FR Doc. 99-25054 Filed 10-1-99: 8:45 am]
BILLING COOE 7590-01-P

FEDERAL RESERVE SYSTEM

12 CFR Part 204

[Regulation D: Docket No. R-1046]
Reserve Requirements of Depository
Institutions

AGENCY: Board of Governors of the
Federal Reserve System.

ACTION: Final rule.

SUMMARY: The Board is amending
Regulation D. Reserve Requirements of
Depository Institutions. to reflect the
annual indexing of the low reserve
tranche and the reserve requirement
exemption for 2000. and announces the
annual indexing of the deposit reporting
cutoff levels that will be effective
beginning in September 2000. The
amendments decrease the amount of
transaction accounts subject to a reserve
requirement ratio of three percent in
2000. as required by section 19(b)(2)(C)
of the Federal Reserve Act. from $46.5
million to $44.3 million of net
transaction accounts. This adjustment is
known as the low reserve tranche
adjustment. The Board is increasing
from S4.9 million to $5.0 million the
amount of reservable liabilities of each
depository institution that is subject to
a4 reserve requirement of zero percent in
2000. This action is required by section
19(h)(11}{B) of the Federal Reserve Act.
and the adjustment is known as the
reservable liabilities exemption
adjustment. The Board is also increasing



