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ABSTRACT

The backfitting process is the process by which the U.S.
Nuclear Regulatory Commission (NRC) decides whether
to issue new or revised requirement's or staff positions to
licensees ofnuclear power reactor facilities. Backfitting is
expected to occur and is an inherent part of the regulatory
process. However, it is to be done only after formal, sys-
tematic review to ensure that changes are properly justi-
fied and suitably defined. Requirements for proper justi-
fication ofbackfits and information requests are provided
by two NRC rules, Title 10 of the Code ofFederal Regula-
tions, Sections 50.109 and 50.54(f). Three types ofbackfits
are recognized. Cost-justiTied substantial safety improve-
ments require backfit analyses and findings of substantial
safety improvement and justified costs. Two types of ex-
ceptions, compliance exceptions and adequate protection
exceptions, do not require findings of substantial safety
improvements and costs are not considered. However,
they are stillbackfits and they require documented evalu-
ations to support use of the exceptions. Information re-

quests (as opposed to backfits) require an analysis of the
burden to be imposed to ensure that they are justified in
view of the potential safety significance of the informa-
tion requested. NRC procedures on backfitting include
the Charter of the Committee to Review Generic Re-
quirements for generic communications and NRC Man-
ual Chapter 0514 and individual office procedures for
plant-specific communications. Considemble guidance
has been developed, control mechanisms are in place, and
training has been provided to NRC and industry person-
nel. The Director of the Office for Analysis and Evalu-
ation of Operational Data is responsible for oversight of
backfitting programs, including obtaining industry com-
ments. Initiatives are under way to better explain the
process and conduct further training for industry and
NRC personnel. Further initiatives are being considered
in response to industry comments obtained in a recent
survey concerning the effects of the regulatory process on
licensees.
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EXECUTIVE SUMMARY

The backfitting process is the process by which the U.S.
Nuclear Regulatory Commission (NRC) decides whether
to issue new or revised requirements or staff positions to
licensees ofnuclear power reactor facilities. Backfitting is
expected to occur and is an inherent part of the regulatory
process. However, it is to be done only after formal, sys-
tematic review to ensure that changes are properly justi-
fied and suitably defined. The requirements of this proc-
ess are intended to ensure order, discipline, and
predictability and to enhance optimal use of NRC staff
and licensee resources.

Title 10 of the Code ofFederal Regulations, Section 50.109
(10 CFR 50.109), contains the backfit rule, which the
NRC revised in 1985 to provide specific guidance and
standards for backfitting decisions. The 1985 rule and the
NRC manual chapter that implemented it were vacated
by the U.S. Court of Appeals in 1987. The court stated
that the rule was ambiguous about whether economic
costs would be considered in ensuring or redefining ade-
quate protection for the public health and safety or the
common defense and security. In 1988 thc NRC issued an
amended backfit rule that was again subjected to court re-
view and was upheld. The amended rule states clearly that
economic costs willnot be considered in cases ofensuring,
defining, or redefining adequate protection or in cases of
ensuring compliance with NRC requirements or written
licensee commitments.

The backfit rule applies to both generic backfits and
plant-specific backfits for power reactors. It defines a
backfit as a modification of or addition to plant systems,
structures, components, procedures, organization, design
approval, or manufacturing license that may result from
the imposition of a new or amended rule or regulatory
staff position that became effective after specific dates.

- The rule recognizes three types of backfits. For backfits
that do not meet one of the exceptions discussed below, a
backfit analysis is required and it must be determined,
based on that analysis, that the backfit willprovide a sub-
stantial increase in overall protection of the public health
and safety (or common defense and security) and that the
direct and indirect costs for the facilityare justified in view
of the increased protection. Two types of exceptions are
recognized, involving compliance and adequate protec-
tion. Such exceptions are stillbackfits, but they are justi-
fied differently. A documented evaluation is required,
which states the objectives and purpose of the backfit and
the basis for invoking the exception.

The rule (10 CFR 50.54(f)) requiring licensee responses
to both generic and plant-specific information requests
was revised along with the backfit rule. The rule stipulates

that, except for information sought to verify licensee com-
pliance with the current licensing basis, the NRC must
prepare the reasons for the request to ensure the burden
imposed on licensees is justified in view of the potential
safety significance of the issue to be addressed.

One of the controls on generic backfitting and generic in-
formation requests is review by the Committee to Review
Generic Requirements (CRGR). This committee of sen-
ior managers from various NRC offices was established in
November 1981. Its objectives include eliminating unnec-
essary burdens on licensees, reducing radiation exposure
to workers while implementing requirements, and opti-
mizing use of NRC and liccnsce resources to assure safe
operation. Following its review of a proposed generic
communication the CRGR recommends approval, revi-
sion, or disapproval to the NRC Executive Director for
Operations (EDO). Ifthe office proposing the communi-
cation does not agree with thc CRGR recommendation it
may refer thc issue to the EDO l'or decision. Thc CRGR
operates under a charter that specifically identifies the
documents to be reviewed and the analyses, justifications,
and findings to be provided. Thus, although the primary
responsibility forproper backfit considerations belongs to
the organization proposing a communication, the CRGR
charter is a key implementing procedure for generic
backfitting.

Plant-specific backfits and requests for information are
governed by NRC Manual Chapter 0514. In addition, all
regional offices and the Office of Nuclear Reactor Regu-
lation have approved procedures that implement the
manual chapter. Alllevels of the NRC staff are responsi-
ble for identifying potential backfits, which then arc to be
handled in accordance with procedures that provide de-
tailed guidance on identification, analyses, justification,
and tracking of backfitting items. Training is provided at
all staff levels in the principles of management and con-
trol of plant-specific backfitting.

Manual Chapter 0514 also provides for licensee claims or
appeals regarding plant-specific backfitting determina-
tions. A licensee may claim that an action, which the staff
did not consider to be a backfit, is in fact a backfit. In an

appeal, a licensee may

~ ask that denial of a prior claim of backfit be re-
versed

~ assert that a recognized backfit, which the staff
considered to be an adequate protection or com-
pliance exception, does not meet the criteria for
the exception
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~ ask that a proposed backfit, which the staff con-
sidered to be a cost-justified substantial safety im-
provement, be modified or withdrawn

The EDO delegated oversight responsibility of the plant-
specific backfitting process to the Director of the Office
for Analysis and Evaluation of Operational Data
(AEOD). This includes reviewing and concurring with of-
fice procedures, conducting training for NRC staff and in-
dustry, and informing licensees ofprogram and procedure
changes. AEOD conducts an annual assessment of the
backfitting process by reviewing plant-specific backfits
identified by staff or industry and office procedures and
selected records, interviewing office and regional staff,
and obtaining industry comments.

In 1989 AEOD conducted the most recent series ofNRC
staff training sessions at the regional offices and con-
ducted a survey of licensees to determine their percep-
tions of the backfitting process and obtain specific cost in-
formation. In late 1989 and.early 1990, the NRC staff
conducted a broader survey of licensees concerning the
effects of the regulatory process. With regard to backfi-
tting, these surveys indicate that licensees are concerned
about the number and overall burden ofgeneric commu-
nications, the adequacy of the NRC's consideration of the
effects of cost and scheduling, the basis for issuing re-

quirements involving backfits, the NRC's treatment of
optional actions and requests as if they were require-
ments, the negative effects ifNRC perceives licensees to
be nonresponsive because they do not implement op-
tional actions or because they file backfit claims or ap-
peals, and a need foradditional training in backfitting for
industry and NRC personnel.

The NRC staff is taking several initiatives to improve the
backfitting process and is considering further initiatives.
To make backfitting considerations and bases clear to
readers, a summary of backfitting considerations was
added to generic letters and bulletins beginning in

De-'ember

1989. This report was prepared to explain the
backfitting process to industry and NRC staff. Workshops
with industry and NRC staff are planned for the near fu-
ture. Changes have been proposed to the programs for
systematic assessment of licensee performance that
would reduce any potential for penalizing licensees for
submitting appeals. Senior NRC managers are consider-
ing the information gathered from the broad survey of the
effects of the regulatory process on licensees to deter-
mine what changes may be appropriate. For example, the
preliminary report on the broad survey, Draft
NUREG-1395, indicates that the staff will examine
methods that willtake into account the cumulative effects
of new requirements.

NUREG-1409 vtu



1 INTRODUCTION

Over the years, issues with regard to what constitutes a
backfit and questions on agency policy and practices have
been raised inside and outside the agency. This report is
intended to address these issues and promote a clearer
understanding of <he backfit rule and both the generic'nd plant-specific backfit policies and associated proc-
esses that have been adopted by the U.S. Nuclear Regula-
tory Commission (NRC).

The Commission revised the backfit rule (Title 10 of the
Code of Federal Regulations, Section 50.109 [10 CFR
50.109]) in 1985 to provide more specific guidance for
backfitting decisions and to provide formanagement con-
trol and accountability ofbackfits. Although the 1985 rule
has been superseded, it is included as Appendix A be-
cause its statement of considerations provides back-
ground information on the development of current prac-
tice.

The 1985 rule and the NRC Manual Chapter, which im-
plemented the rule, were vacated by the U.S. Court of
Appeals in 1987. The court stated that the rule was am-
biguous about whether economic costs would be consid-
ered in ensuring or redefining adequate protection of the
public health and safety. In 1988, a revised backfit rule
was published to clearly state that economic costs cannot
be considered (1) when a modification is necessaty to
bring a facilityinto compliance with Commission rules or
written licensee commitments, (2) when regulatory action
is necessary to ensure adequate protection of public
health and safety, or (3) when the regulatory action in-
volves defining or redefining the adequate protection
standard. The court upheld the 1988 revised rule, which is
included as Appendix B.

Backfits are expected to occur as part of the regulatory
process to ensure the safety ofpower reactors. It is impor-
tant for sound and effective regulation, however, that
backfitting be conducted by a controlled and defined
process. The NRC backfitting process is intended to pro-
vide for a formal, systematic, and disciplined review of
new or changed positions before imposing them.

The backfit process enhances regulatory stability by en-
suring that changes in regulatory staff positions are justi-
fied and suitably defined. For example, even ifnot needed
to meet the standard ofadequate protection or to ensure
compliance, backfitting is proper if a substantial safety
benefit is realized and the costs are justified by the safety
benefit.

In its implementing procedures, the Commission has de-
fined two types of backfits, generic and plant-specific.
Generic backfits apply to more than one facility while
plant-specific backfits apply to only one facility. After
management makes appropriate findings, proposed ge-
neric backfits are reviewed by the Committee to Review
Generic Requirements (CRGR) to determine their com-
pliance with the requirements of the backfit rule and to
ensure that new requirements and staff positions contrib-
ute effectively and significantly to the health and safety of
the public and lead to optimal utilization of NRC and
licensee resources. The CRGR Charter (Appendix C to
this report) provides specific procedures for handling ge-
neric backfits.

Plant-specific backfits are implemented through use of
NRC Manual Chapter 0514, "NRC Program forManage-
ment of Plant-Specific Backfitting of Nuclear Power
Plants," 1988 (Appendix D to this report). This procedure
defines the NRC staff responsibilities for implementing
the backfit rule for plant-specific applications. The NRC
staff, at all levels, is responsible for identifying plant-
specific backfits. The cognizant NRC office director or
regional administrator determines if the backfit is war-
ranted and the type ofanalysis or evaluation required, and
ensures the proper implementation of the backfitting
process.

In late 1989 and early 1990, the NRC conducted a broad
survey throughout the industry regarding the effects of
NRC regulatory programs on licensees. The results were
documented in Draft NUREG-1395„"Industry Percep-
tions of the Impact of the U.S. Nuclear Power Plant
Activities,"February 1990. The comments received about
backfitting generally confirmed and expanded on con-
cerns that had been expressed in an earlier backfitting
survey conducted in April 1989. Senior NRC managers
are considering the information received in response to
the survey to determine if the NRC should change its
regulatory approach. Therefore, this report, which de-
scribes the backfitting process as it exists now, could be
superseded in some areas by future changes. However, it
was considered appropriate to explain the current process
and provide documented support for planned training
and workshops with industry and NRC staff at this time
rather than waiting for ultimate resolution of the issues
identified in the survey.

Questions about the backfit process or this report may be
addressed to the NRC Office for Analysis and Evaluation
of Operational Data (AEOD), which has responsibility
for monitoring the backfit process.
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2 DISCUSSION

2.1 Nature and Types of Backfits

2.1.1 Background

Backfitting is defined in 10'CFR 50.109 as

(1) the modification of or addition to

~ systems, structures, components or design of a
facility; or

~ ~ the design approval or manufacturing license
for a facility; or

~ the procedures or organization required to de-
sign, construct, or operate a facility;

to be imposed on responders, but this analysis has a lim-
ited scope and depth relative to that required for a 10
CFR 50.109 backfit.

The backfit rule applies to actions that impose positions
or requirements on licensees; it does not apply to re-
quested actions that are optional or voluntary. Generally,
it does not apply to relaxations.'owever, if require-
ments are reduced but made mandatory, the backfit rule
would apply iflicensees are required to make the changes
in order to achieve a greater level of safety.

The backfit rule does not apply to speciTic requirements
imposed by statute. For example, ifa statute requires a
revision to license fee schedules, the backfit rule does not
apply.

(2) may result from

and

The backfit rule does not apply to purely administrative
matters. For example, a change in the number ofcopies of
safety analysis reports that licensees must submit to the
NRC would not be covered by the backfit rule.

~ a new or amended provision in Commission
rules or

~ the imposition of a regulatory staff position
that is either new or different, from a previ-
ously applicable staff position

and

(3) effective after specific dates keyed to the effective
date of the backfit rule (see Section 2.1.2 of this re-
port).

Note that the backfit rule and the definition ofbackfitting
apply to cases of compliance and cases of adequate pro-
tection as well as to cases of cost-justified substantial
safety improvement. They are all backfits, but require
different types ofjustification as discussed further in Sec-
tion 2.1.3(1) of this report.

The backfit rule applies to nuclear power reactors. The
scope of the rule includes all design and hardwa're aspects
of systems, structures, and components as well as sup-
porting activities reflected by procedures and organiza-
tion.

The rule is intended to encompass only positions or re-
quirements that bring about improvements in safety.
Therefore, NRC actions that merely request information
and do not impose changes (specifically in hardware, pro-
cedures, or organization) are not covered under 10 CFR
50.109, but may be addressed under 10 CFR 50.54(f). The
use of 10 CFR 50.54(f) requires an analysis of the burden

Different standards apply to the imposition of more strin-
gent safety requirements for standard design certifica-
tions (SDCs) or early site permits issued under 10 CFR
Part 52. For. example, during the pendency of an SDC,
backfits of the SDC are permitted only for the sake of
compliance or adequate protection. Those standards are
not covered in this report.

In its amended (1988) form, the rule requires a backfit
analysis, including consideration ofassociated implemen-
tation costs, for all proposed backfits with the following
exceptions:

~ modifications necessary to bring a facility into com-
pliance with its license or into conformance with
written commitments by the licensee

~ actions necessary to ensure adequate protection

~ actions that involve defining or redefining what con-
stitutes adequate protection

For these exceptions, instead ofa backfit analysis, the rule
requires a documented evaluation including a statement
of the objectives ofand the reasons for the backfit and the
basis for invoking the exception.

Since 1985, the NRC has issued a number of bulletins,
generic letters, and regulatory guides that have been

'For generic requirements, the CRGR Charter contains standards for
relaxations that do not appear in the backfit rule, as discussed in Sec-
tion 2.1.3 of this report.
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considered backfits.'any of these actions were ex-

empted from the requirement for a backfit analysis, in-
cluding cost considerations, because they were consid-
ered necessary for adequate protection or compliance.
Others were considered to be cost-justified substantial
safety enhancements on the basis of a backfit analysis.

2.1.2 Backfit Determination

A backfit involves a modtTication to the plant, design
approval, manufacturing license, procedures, or organi-
zation. In addition, (1) a new or revised staff position or
requirement must be involved, that is, there must be a
change in content or applicability of the previously appli-
cable regulatory staff position (in the direction of in-
creased safety requirements) and (2) this change must be
issued after specified dates or milestones.

~ Applicable Regulatory Staff Position

A requirement or position already specifically im-
posed on or committed to by a licensee is called an
applicable regulatory staff position. There are sev-
eral different types of positions, such as

legal requirements, as in explicit regulations,
orders, and plant licenses and in amendments,
conditions, and technical specifications

written licensee commitments such as those
contained in the final safety analysis report, li-
censee event reports, and docketed correspon-
dence, including responses to NRC bulletins,
generic letters, inspection reports, or notices of
violation and confirmatory action letters

NRC staff positions that are documented ex-

plicit interpretations of more general regula-
tions and are contained in documents such as

the Standard Review Plan, branch technical
positions, regulatory guides, generic letters,
and bulletins

For the purpose of this report, a change in the appli-
cable regulatory staff position willbe subsequently
referred to as a new or revised position.

As a legal matter, the backfit rule does not strictlyapply until the point
at which a backfit is required by, forexample, a rule or an order. How-
ever, for thc purpose of this discussion, that legal distinction is not im-
portant. The NRC backfit process, including the CRGR Charter and
NRC Manual Chapter 0514, is defined on the principle that new posi-
tions or requirements are to meet the standards of the rule before they
are issued to thc! icensec(s). New generic positions in documents, such
as generic letters, bulletms, and regulatory guides, as well as plant-
snccific positions, arc to bc considered and justified as backfits before
they are issued. For this reason, they often are discussed in thc same way
as legally required backfits.

~ Date of Issuance

When a new or revised position is issued, it is consid-
ered a backfit if it is issued after

the issuance of the construction permit for the
facility'for facilities with construction permits
issued after May 1, 1985

6 months before the date of docketing of the
operating license application for the facilityfor
facilities with construction permits issued be-
fore May 1, 1985

the issuance of the operating license for the fa-
cility

the issuance of the design approval under Ap-
pendix M, N or 0 of 10 CFR Part 50 (now 10

CFR Part 52)

2.13 Justification for Imposing Backfits

Section 2.1.3(1) addresses the basic elements of findings,
documented evaluations, and backfit analyses required by
in the backfit rule. The NRC's internal procedures for
implementing the backfit rule address all of these same
elements but actually go beyond the rule and contain
additional justification requirements as well; these addi-
tional requirements are discussed in Sections 2.1.3(2) and
2.1.3(3).

(1) Basic Backfit JusttTtcation (Backfit Rule)

The NRC staff is responsible for identifying plant-
specific and generic backfits and for determining if
proposed new or revised positions would constitute a

backfit. Staff positions are not communicated to li-
censees unless the NRC officialcommunicating that
position determines whether the position is a back-
fit. At any point during the process, it may be de-
cided to drop the position because further work is

not likelyto show (a) that the resulting safety benefit
is required forcompliance or adequate protection or
(b) that the action would provide substantial addi-
tional overall protection and the direct and indirect
costs of implementation would be justiTied.

(a) Documented Evaluation (Compliance and
Adequate Protection)

In the case ofensuring compliance with existing
requirements or commitments, a backfit analy-
sis is not required. Instead, a documented
evaluation of the type discussed in 10 CFR
50.109(a)(6) is prepared and a finding is made
that the action is necessary to ensure compli-
ance. The documented evaluation includes a

statement of the objectives of and the reasons
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for the action and the basis for invoking the
compliance exception.

Similarly, in the case of a backfit needed to en-
sure adequate protection of public health and
safety, a backfit analysis is not required. A
documented evaluation of the type discussed in
10 CFR 50.109(a)(6) is prepared and a finding
is made that the action is necessary for ade-
quate protection. The documented evaluation
includes a statement of the objectives of and
the reasons for the backfit and the basis for in-
voking the adequate protection exception. The
concept of what constitutes adequate protec-
tion is an evolving standard. It is expected that
this standard willcontinue to change to keep up
with new information and with improvements
in nuclear power technology. For example, an
amendment was recently proposed to 10 CFR
50.61, "Fracture Toughness Requirements for
Protection Against Pressurized Thermal Shock
Events." This was a case where new knowledge
indicated adjustments were needed in the pro-
visions fordealing withvessel embrittlement in
order to maintain adequate protection.

For either the compliance case or the adequate
protection case, ifimmediately effective regu-
latory action is needed, the required docu-
mented evaluation may follow the issuance of
the regulatory action.

(b) Cost-Justified Substantial Safety Enhance-
ment

For backfits providing a cost-justified substan-
tial safety enhancement, the staff must develop
a backfit analysis of the type discussed in 10
CFR 50.109(a)(3) and 10 CFR 50.109(c) and a
finding is made that there is a substantial safety
benefit to be achieved and that the costs are
justiTied by the benefit. The backfit analysis
considers

~ how the backfit should be scheduled in
lightofother ongoing regulatory activities
at the facility

~ information available concerning any of
the following factors as may be appropri-
ate:

statement of the specific objective
that the proposed backfit is designed
to achieve

general fordescription of the activity
that would be required by the

licensee or applicant in order to
complete the backfit

potential forchange in the risk to the
public from the accidental offsite re-
lease of radioactive material

'otential impact of radiological ex-
posure to facility employees

installation and continuing costs as-
sociated with the backfit, including
the cost of facility downtime or the
cost of construction delay (i,e., re-
source burden on licensees)

the potential safety impact of
changes in plant or operational com-
plexity, including the relationship to
proposed and existing regulatory re-
quirements

the estimated resource burden on
the NRC associated with the pro-
posed backfit and the availability,of
such resources

the potential impact ofdifferences in
facility type, design, or age on the
relevancy and practicality of the pro-
posed backfit

whether the proposed backfit is in-
terim or final and, ifinterim, the jus-
tification for imposing the proposed
backfit on an interim basis

For this type of backfit, there first must be a
substantial increase in overall protection (or
common defense and security), even for re-
quirements that might bring about a net-cost
savings. Ifthere is a substantial increase, then
the cost justification must be considered. The
backfit rule requires the NRC to consider the
cost of facilitydowntime or construction delay
as costs associated with the backfit.

~ Averted onsite costs can arise when it is esti-
mated that the backfit will save money for li-
censees, such as by reducing forced outage
rates. These savings are riot treated as a benefit
(safety enhancement). They are, however, con-
sidered as a negative cost, that is, an offset
against other licensee costs. Averted ogsite
costs can result from an estimated decrease in
accident frequency or severity. These reduc-
tions are tied directly to the public health and
safety and are considered as a benefit (safety
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enhancement). "Regulatory Analysis Guide-
lines of the U.S. Nuclear Regulatory Commis-
sion" (NUREG/BR-0058, Rev. 1, May 1984)
provides further guidance on this subject.

For this type. of backfit, the backfit rule does
not require a strict quantitative showing that
benefits exceed costs, but rather "that there is a
substantial increase in the overall protection of

'he

public health and safety or the common de-
fense and security to be derived from the back-
fitand that the direct and indirect costs of im-
plementation for that facility are justified in
view of this increased protection" (emphasis
added). Qualitative factors can be considered.
Many of the factors to be addressed in the
analysis may not be easily quantified and the
backfit rule permits consideration of other
relevant and material factors.

(2) Regulatory Analyses (Staff Procedures)

Regulatory analyses are generally performed in ac-
cordance with the directives and guidance of
NUREG/BR-0058 (Rev. 1, May 1984) and
NUREG/CR-3568 ("AHandbook ofValue-Impact
Assessment," December 1983), which describe the
need for regulatory analyses and their

preparation.'he

complexity and comprehensiveness of the
analyses should be limited to what is necessary to
provide an adequate basis for a decision. NUREG/
BR-0058, Section III.A.2, "Scope of the Analysis,"
states: "The emphasis [in doing the analysis] should
be simplicity, flexibility,and common sense, both in
terms of the type of information supplied and in the
level of detail provided."

For plant-specific backfits, Section 043 of NRC
Manual Chapter 0514 requires preparation of regu-
latory analyses for backfits other than those that fit
the adequate protection or compliance exceptions.
It also specifies the factors to be included in the
regulatory analyses, which include those of a backfit
analysis as well as other factors. Thus, this type of
regulatory analysis would be the saine as a backfit
analysis, except that it would contain additional in-
formation as well.

For generic backfits, Item IV(b)(5) of the CRGR
Charter specifies preparation of regulatory analyses
for CRGR review packages. In this case the regula-

'ory analyses may omit some of the factors of a back-
fitanalysis, such as the priorityand schedule for im-
plementation, and they may contain additional
factors, such as an analysis ofalternatives to the pro

'ltshould be noted that thc staff is in the process of revising these two
guidance documents.

~ posed action. Atypical way ofhandling this situation
for CRGR review packages is to address each backfit
analysis factor (which also is specifically listed in the
CRGR Charter), making reference to the regulatory
analyses ifit contains the necessary information. An
example of this approach is provided in Appendix E.

Regulatory analyses generally contain a value im-
pact (or cost benefit) analysis; however, as discussed
earlier, it would not be appropriate (or permissible)
for an adequate protection or compliance backfit to
consider the cost in deciding on imposition of the
backfit (except fordeciding which among several ac-
ceptable alternatives to prescribe).

(3) Further Justification (Staff Procedures)

In addition to backfit analyses and regulatory analy-
ses, NRC procedures contain further justification
requirements.

For generic backfits, Section IV.B of the CRGR
Charter contains a number ofother factors to be ad-
dressed in all CRGR review packages for new ge-
neric requirements or positions. For example, item
IV.B(iv) specifies the proposed method of imple-
mentation and the concurrence (with any com-
ments) of the Office of the General Counsel. Item
IV.B(ix) specifies the necessary findings and stan-
dards for relaxations in requirements, which are not
addressed in the backfit rule. Finally, Section II.Dof
the charter exempts compliance and adequate pro-
tection cases from the backfit analysis factors and
specifies the documented evaluations needed in ac-
cordance with the backfit rulq...

For plant-specific backfits, Section 043 of NRC
Manual Chapter 0514 specifies some ofthe same ad-
ditional factors as the CRGR Charter, but only for
backfits that are not compliance or adequate protec-
tion backfits. The manual chapter further specifies
that a proposed plant-specific backfit must be con-
sidered for generic backfitting.

2.2 Information Requests
Informal oral information requests are not considered to
be backfitting and they should not be used by the staff or
accepted by licensees for the purpose of imposing back-
fits. When written requests cite 10 CFR 50.54(f), requir-
ing a response under oath or affirmation, a statement of
the reasons for the request must be prepared and mustbe
approved by the Executive Director for Operations
(EDO) or his designee (regional administrators, office
directors and their deputies) except when the information
is needed to verify compliance with the current licensing
basis. As specified in the rule, this is done to ensure that
the burden imposed on respondents is justified in view of
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the potential safety significance of the issue to be ad:
dressed. As further speciTied in NRC Manual Chapter
0514 for plant-specific requests, such justification is not
needed when seeking information of the type routinely
sought for licensing reviews of plants under construction
or when there is reason to believe that there is not ade-

quate protection.

Some information requests promulgate new or revised
staff positions and request that licensees, in their re-
sponses, state whether they willadopt the new positions.
Even though these actions do not impose backfits, as a
matter of internal staff practice they are identified as
backfits and justified accordingly before they are issued,
as required by NRC procedures. As discussed in Section
2.1.1, this is often the case with generic letters and bulle-
tins. In the past, backfitting considerations have not been
explicitly addressed in the generic letters and bulletins
themselves and this has contributed to confusion about
whether the actions are backfits. In the future, generic
letters and bulletins willcontain an explicit statement as

to whether the action is considered to be a backfit and, if
so, the type ofbackfit it is considered to be (see Appendix
F for a sample).

2.3 Staff Process for Identifying and
Imposing Generic Backfits

Backfits that have been identified and justified by the staff
and that are intended to apply to one or more classes of
commercial nuclear power licensees, first go through the
office concurrence chain. The appropriate office director
will review the proposed action and disapprove or ap-.

prove it as a backfit (1) that falls under one of the backfit
rule exceptions previously identified or (2) that provides a

substantial increase in the overall protection of public
health and safety with direct and indirect costs of imple-
mentation that are justiTied in view of this increased pro-
tection.

When the office director approves the package, the pro-
posed action and associated justification are forwarded to
the Committee to Review Generic Requirements
(CRGR) for review. The six-member CRGR normally
will discuss the proposal with the sponsoring office to
ensure the proposal is well understood, to review its

justi-'ication,

and to make a recommendation to the EDO
whether the proposed generic requirement should be
issued, issued with modifications, or not issued. If the
CRGR recommends disapproval, or recommends major
modifications of a proposed requirement, it submits a
statement of the reasons for its recommendations to the
EDO.

The CRGR was formed in November 1981 and has re-
viewed the generic requirements or staff positions im-
posed by the NRC staff since that date. Its charter was

revised in 1986 to reflect the 1985 changes to the backfit
rule (10 CFR 50.109) and again in 1987 to'reflect changes
to the NRC organization. The responsibility for support-
ing CRGR activities and oversight ofbackfitting was dele-
gated from the EDO to the Director, Office for Analysis
and Evaluation of Operational Data (AEOD), in April
1987.

The objectives of the CRGR process are to eliminate or
remove any unnecessary burdens placed on licensees, to
reduce the exposure of workers to radiation in imple-
menting new requirements, and to ensure the effective
use of licensee and NRC resources, while at the same
time ensuring the adequate protection of the public
health and safety and furthering the review of new, cost-
effective generic requirements and staff positions. The
committee is chaired by the Director of AEOD and con-
sists of a member each from the Office of the General
Counsel (OGC), Nuclear Reactor Regulation (NRR),
Research (RES), Nuclear Material Safety and Safeguards
(NMSS), and a regional representative. CRGR members
are appointed by the EDO (the NRC General Counsel
concurs in the appointment of the OGC member).

The types of documents to be considered by the CRGR
include

~ staff papers proposing the adoption ofrules or policy
statements affecting power reactors

~ staff papers proposing new or revised rules including
advanced notices

~ proposed new or revised regulatory guides, Standard
Review Plan (SRP, NUREG-0800) sections, and
branch technical positions

~ proposed generic letters, multi-plant orders, show
cause orders, and generic information requests un-
der 10 CFR 50.54(f)

~ proposed bulletins and unresolved safety issue
NUREGs

~ new or revised standard technical specifications

~ any generic correspondence to licensees that may re-
flect or interpret new NRC staff positions

Evaluations and approvals of generic topical reports are
,examples of documents that sometimes need review. A
large majority of these documents do not contain any new
requirements or positions; however, some of them do and
they are reviewed by the CRGR.

Examples of approved requirements that do not require
CRGR review are (1) positions or interpretations
contained in the above documents that were issued be-
fore November 12, 1981 or (2) positions taken after

NUREG-1409



November 12, 1981, that already have been approved
through the established generic review process.

In reviewing proposed new staff positions or require-
ments, the committee speciTically focuses on (1) the need
for a new requirement and whether it may have any ad-
verse effect on safety and (2) ifnot required foradequate
protection or compliance, whether the new requirement
provides a substantial improvement in safety and is cost-
justified. In conducting this review, the CRGR normally
willconsider the factors specified for backfitting as dis-
cussed in Section 2.1.3(1) as well as additional factors as
discussed in Sections 2.1.3(2) and 2.1.3(3).

For those rare instances where it is judged that an emer-
gency action is needed to protect the health and safety of
the public, no prior review by the CRGR is necessary.
However, the CRGR Chairman is notified by the office
originating the action. The objective of and reason for the
emergency action requirements are documented and re-
ported to the committee for information and are included
in a report to the Commission.

Fifteen copies of each review package are submitted to
CRGR. The following type of information is submitted
(see the CRGR Charter, Appendix C, for specific de-
tails):

~ the proposed generic requirement or staff position

~ supporting documents

. the proposed method of implementation

a backfit analysis for cost-justified enhancements,
generally conforming to the directives and guidance
of NUREG/BR-0058 and NUREG/CR-3568

For each proposed requirement not requiring emergency
action, the proposing office identifies the requirement as
either Category 1 or 2.,Category 1 requirements are those
that the proposing office rates as urgent and are approved
or otherwise dealt with within two working days of receipt
by the CRGR. Category 2 requirements are those that do
not meet the criterion for designation as Category 1.
These are scrutinized carefully by the CRGR on the basis
of oral discussion and written justiTication. Such justifica-
tion is submitted by the proposing ol'fice along with the
proposed requirements in advance of CRGR discussions.
Meetings are generally held at regular intervals and agen-
das are issued by the CRGR Chairman one to two weeks
in advance of each meeting, except for Category 1 items.
Available background material on each item to be consid-
ered by the committee is issued to each CRGR member as
it is received to permit sufficient advance review.

~ category of reactor to which the generic requirement
or staff position is to apply

~ the office director's determinations

The CRGR may recommend approval, revision, or disap-
proval or that further work be done by the staff and/or
public comment be sought.

Awritten response is required from the cognizant office
to report agreement or disagreement with the CRGR
recommendations documented in CRGR meeting min-
utes.

The CRGR staff ensures that there is an archival system
for keeping records of all packages submitted, actions by
the staff, summary minutes of CRGR consideration of
each package, including corrections and recommenda-
tions by the committee. The submitted packages and thc
summary minutes fora meeting are released to the Public
Document Room after the NRC has taken action on thc
matters discussed (c.g., issuance of a generic letter or
bulletin) or after thc Commission has considered the
matters in a public forum (e.g., public meeting on a pro-
posed rule).

The CRGR staff prepares a report that is submitted by
the EDO to the Commission each month. The report
provides a brief summary of CRGR activities. The report
is distributed as an enclosure to the EDO Weekly High-
lights.

Figure 1 provides a schematic representation of how new
generic requirements and staff positions are developed,
revised, and implemented.

2.4 Staff Process for Identifying and
Imposing Plant-Specific Backfits

As noted previously, plant-specific backfitting involves
positions unique to a particular plant, whereas generic
backfit ting involves the imposition of the same or similar
positions on more than one plant. To be a plant-speciTic
backfit, the requirement or position will involve (1) only
one plant (sometimes including identical units at one
site), (2) a new or revised requirement or staff position,
and (3) a schedule for the imposition after key dates
specified in the backfit rule.

It is important that the necessity formaking backfit deter-
minations not inhibit the normal informal dialogue be-
tween NRC staff (e.g., technical reviewers and inspec-
tors) and the licensee. The intent is to manage backfit
imposition and not to constrain or eliminate suggestions
or inquiries in areas within the scope of 10 CFR 50.109.
Only when these conversations convey a staff position
that a licensee must change the design, construction, or
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operation of a facility would a backfit determination be
needed.

In this context, itshould be noted that actions proposed by
the licensee are not backfits, even though such actions
may result from normal discussions between the staff and
the licensee concerning an issue and even though the
change or additions proposed by the licensee may other-
wise meet the definition of a backfit.

The imposition of plant-specific backfits is governed by
NRC Manual Chapter 0514, which establishes the staff
requirements and guidance for implementation for this
aspect of the backfit rule. The primary objective of the
manual chapter is to ensure that plant-speciTic backfits
are required only (1) ifnecessary to provide an adequate
level of safety, (2) ifnecessary to ensure compliance with
Commission rules, orders, or written licensee commit-
ments, or (3) to provide a cost-justified safety enhance-
ment after approval of the required backfit analysis. Ifno
backfit analysis is required, the appropriate office direc-
tor or regional administrator is to provide a documented
evaluation that provides the basis for invoking one of the
exceptions.

The manual chapter identifies the NRC staff members
responsible for implementing the procedure and assuring
that process controls are in place. For example, staff
members at all levels are responsible for identifying po-
tential plant-specific backfits. The office directors for
NRR and NMSS and the regional administrators are re-
sponsible for the final decision on whether a backfit is
required and, ifso, to approve the backfit analysis or the
documented evaluation. Further, each office is required
to have a specific office procedure providing guidance in
the identification, handling, imposition, and tracking of
plant-specific backfits. li

Following approval of the regulatory analysis (backfit
analysis) or documented evaluation by the appropriate
office director or regional administrator, review(ifany) by
the EDO, and issuance of the backfit requirement to the
licensee, the licensee may implement the backfit or ap-
peal it. Following an appeal and subsequent final decision

by the appropriate office director or EDO, if the appeal
has been denied the licensee willnormally implement the
backfit. Ifthe licensee still does not elect to implement
the backfit, itmay be imposed by order of the appropriate
office director.

Implementation of a plant-specific backfit is normally
accomplished on a schedule negotiated between the li-
censee and NRC. Scheduling criteria include the impor-
tance of the backfit relative to other safety-related activi-
ties under way, such as the plant construction or
maintenance planned for the facilityin order to maintain
a high-quality of construction or operations. For plants

'H

that have integrated schedules, the integrated scheduling
process is used for this purpose.

Astaff-proposed backfit may be imposed by order before
completing any of these procedures, if the NRC official
who authorizes the order determines that immediate im-
position is necessary to ensure public health and safety or
the common deferise and security. In such cases, the EDO
shall be notified promptly ofthe action and a documented

'valuationprepared (ifpossible in time to be issued with
the order).

Ifimmediate imposition is not necessary, staff-proposed
backfits should not be imposed, and plant construction,
licensing action, or operation should not be interrupted
or delayed by NRC actions during the staff's evaluation
and backfit transmittal process, or a subsequent appeal
process, until final action is completed.

The prbposing headquarters office or regional office
manages each proposed plant-specific backfit using the
NRC plant-specific backfit tracking system. This system
provides references to all documents issued or received

by NRC staff relative to plant-specific backfits, including
requests, positions, statements, and summary reports.
Specific details on this system are found in office imple-
menting procedures.

As stated earlier, the EDO has delegated responsibility
for oversight of the plant-specific backfitting process to
the Director of AEOD. This includes reviewing and con-
curring with office procedures, conducting training for
NRC staff and industry, and informing licensees of pro-
gram and procedure changes. An annual assessment is
conducted that includes review of plant-specific backfits
identified by staff or industry, review ofoffice procedures
and selected records, interviews with office and regional
staff, and obtaining industry comments on the backfitting

'process.

Agraphical description of the plant-specific backfit proc-
ess is given in Figure 2.

2.5 Filing a Backfit Claim or Appeal
Aproposed staff position not identified by the NRC staff
as a backfit may be claimed to be a backfit by a licensee.
Alllicensee claims are to be sent in writing to the office
director or regiona1 administrator of the NRC employee
who issued the position with a copy to the EDO. A licen-
see claim that a requested action is a backfit needs to be

promptly addressed and evaluated to determine whether
it is, in fact, a backfit. Areport to the EDO and a response
to the licensee should be forwarded within three weeks
after receipt of the claim indicating the results of the
determination and the plan for resolving the issue.

Appeals with regard to backfit determinations are gener-
ally of two types and involve two different situations:

NUREG-1409



Plant-
specific
position

Determined
not tobe a
backfit by
the official
issuing the
position

Issued
to
licensee

Licensee may
claim to oflice
director or
regional adminis-
trator of staff that
proposes
position that it is
a backfit Qi

Determined
not tobea
backfit

Determined
to be a backfit

Prepare any required regulatory analysis

Issued to
licensee

1

I

I
I

Licensee may
appealto
responsible office
director (I) to
reverse denial of
a claim that the

ition is a
ackfit or (2)

that an identified
backfit does not
meet the compli-
ance or adequate
protection
exception (D

Issued to
licensee may appeal

to Executive
Director for
Operations

Determined
tobe a
backfit

Clg

Determined
to be
compliance

Determined
to bc adequate
protection.
by director of
NRR or NMSS

Determined
to be cost-
justified
substantial
im rovement

Docuinented
evaluation
prepared and
a roved by
J@d
or regional
administrator
evaluation may
ollow issuance

in urgent cases)

Regulatory
analysis prepared
and approved by
office director
or deputy
or regional
administrator
or deputy
and forwarded
to Executive
Director for
Operations
before issuance

Issued to
licensee

Issued to
licensee

Licensee may
appeal to
office director
or regional
administrator
of stalf
that proposes
position to
modify or
withdraw Ql

Notes: I. Copy to be addressed to thc Executive Director for Operations.
2. Report to Executive Director for Operations and inform licensee within 3 weeks of results of determination and plans to resolve issue.
3. Report to Executive Director for Operations within 3 wee:ks on plan for resolving and inform licenscc promptly and periodically of plans.
4. Staff may decide the backfit is not hkely to be justified and close the action.
5 Approval by Execuiive Director for Operations before issuance is not required.

Figure 2 NRC plant-specificbackftt, claim and appeal process defined in NRC Manual Chapter 0514



(1) appeal to an office director or regional administrator
proposing to modifyor withdraw a backfit forwhich a
regulatory analysis has been prepared and transmit-
ted to the licensee

(2) appeal to the responsible program office director (a)
to reverse a denial of a prior licensee claim that an
action is a backfit or (b) to determine that a backfit
that the staff found to meet the adequate protection
exception or the compliance exception does not
meet the exception

Licensees should address an appeal of a proposed backfit
to the appropriate office director or regional administra-
tor with a copy to the EDO. The appeal should indicate
deficiencies in the staff's analysis or provide other infor-
mation in support of the appeal. In all cases, the appeal
should include sufficient documentation to justify the
position taken. The office director or regional administra-
tor, within three weeks, reports to the EDO on the plan
for resolving the issue and informs the licensee in writing
of the staff plan. Appropriate documents should be in-
cluded in the backfit tracking system. Licensees shall not
be penalized by the staff for raising backfit questions or
filingbackfit appeals. As stated in NRC Manual Chapter
0514, ifimmediate imposition is not necessary, staff pro-
posed backfits should not be imposed and plant construc-
tion, licensing action, or operation should not be delayed
during an appeal.

The decision of the office director or regional administra-
tor on a plant-specific backfit appeal may be appealed to
the EDO, in which case the EDO willresolve the appeal
and state the basis.

Summaries ofall appeal meetings are prepared promptly,
provided to the licensee, and placed in appropriate public
document rooms. After an appeal and subsequent final
decision by the appropriate office director or regional
administrator or the EDO, ifthe appeal has been denied,
the licensee may implement the backfit resulting from the
decision. Ifthe licensee does not elect to implement the
backfit, it may be imposed by order of the appropriate
office director. Additional details on the backfit claim and
appeal process can be found in NRC Manual Chapter
0514. A graphical description of this process is given in
Figure 2.

The regional offices and the Office of Nuclear Reactor
Regulation have procedures that govern the specific
methods of reviewing backfit appeals. These procedures
provide further detail beyond the requirements of NRC
Manual Chapter 0514 and the details differ somewhat
among the offices. However, all of the procedures con-
form to the provisions ofManual Chapter 0514 discussed
above

2.6 Current Status

In 1989 the Office of AEOD conducted the most recent
series of NRC staff training sessions at the regional of-
fices. AEOD also, in April 1989, conducted a survey of
licensees to determine their perceptions of the back-
fitting process and obtain specific cost information. In
addition, in late 1989 and early 1990, the NRC staff con-
ducted a broader survey with regard to the effects of the
regulatory process on licensees. With regard to backfi-
tting, licensees expressed concern about the number and
overall burden of generic communications, the adequacy
ofNRC's consideration of cost and schedule impacts, the
basis for issuing requirements involving backfits, the
treatment ofoptional actions and requests as ifthey were
requirements, the negative effects ifNRC perceives li-
censees to be unresponsive because they do not imple-
ment optional actions or because they file backfit claims
or appeals, and a need for additional training in back-
fittingfor industry and NRC personnel.

The NRC staff is taking several initiatives to improve the
backfitting process and is considering further initiatives.
To make backfitting considerations and bases clear to
readers, a summary of backfitting considerations was
added to generic letters and bulletins beginning in De-
cember 1989. This report has been prepared to explain
the backfitting process to industry and NRC staff. Aseries
of workshops with industry and NRC staff is planned for
the near future. Changes have been proposed to the
program for systematic assessment of licensee perform-
ance that would reduce any potential for penalizing licen-
sees for submitting appeals. Senior NRC managers are
considering the informatibn gathered from the broad sur-
vey of the effects of the regulatory process on licensees to
determine what changes may be appropriate. For exam-

ple, the preliminary report (Draft NUREG-1395) indi-
cates that the staff will examine methods to take into
account the cumulative effects of new requirements.
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3 QVESTIONS AND ANSWERS ON BACKFITTING

During the conduct of staff training and in the communi-
cation with licensees, a number ofquestions and observa-
tions have been raised regarding the NRC policies and
practices for backfitting. These questions and observa-
tions have been grouped into six general categories and
are presented below followed,by the approved staff re-
sponse.

1

3.1 Backfit Determination and
Imposition

(1) 2 number ofgeneric letters and bulletins recently issued
request orrequire actions, yet thereisno baclfit analysis
accompanying the documents. Is this appropriate?

Many of the bulletins and generic letters issued in
1988 and 1989 were not justified by a backfit analysis
simply because they were determined to fall under
the compliance exception listed in 10 CFR 50.109.
When action is needed to ensure compliance with
existing regulations or to ensure that an adequate
level ofprotection is maintained, a backfit analysis is
not required. However, a documented evaluation is
needed to support the use of the

exception.'he

backfit analyses or documented evaluations are
available in the Public Document Room. However,
this was not readily apparent in the past because
they were not cited in the generic letters and bulle-
tins themselves. In the future, backfit analyses or
documented evaluations willbe cited in the generic
communications. An example is provided in Appen-
dix F to this report.

(2) IVhere does a confirmatory action letterfallin theback-
fitprocess?

Aconfirmatory action let ter (CAL)is issued to con-
firm a licensee's agreement to implement specific
actions, which can include agency requirements and
staff positions. The CALmerely documents a licen-
see's agreement and does not impose or implement
any new or revised staff positions or requirements.
Thus, it falls outside of the backfit process because
the licensee has volunteered to take the course ofac-
tion identiTied in the letter.

'Aswasstatedearlier,genericlettetsandbullctinsdonot imposeback-
fits.Therefore, they a re not required by regulation tobe accompanied
by backfit analyses or documented evaluations. Nonetheless, it is
NRCpiacticetojustifythemasbackfits, ifappropriatc,bcforeissuing
them.

(3)

(4)

(5)

The bacLfit rule does not provide a clear erplanation of
the criteria the NRC willuse to document the need fora
neiv "level ofprotection."

Specific criteria have not been established to deter-
mine when it may be necessary to redefine adequate
protection. See Federal Register, Vol. 53, No. 108,
(June 6, 1988), pages 20608 (col. 3) and 20609 (col.
1) (Appendix B to this report).

How does the bacl fit rule apply to new staffpositions
that reflect an evolving understanding of technical is-
sues?

New or revised staff positions are backfits when they
are imposed on licensees and result in a change in
structures, systems, design, or procedures (as de-
scribed in 10 CFR 50.109). A backfit analysis is re-
quired whenever new or revised positions are im-
posed to achieve cost-justiTied substantial safety
enhancements. A backfit analysis is not required if
the new or changed position is imposed to bring a fa-
cilityinto compliance or ifit is necessary to provide
assurance of adequate protection. In those cases,
however, a written evaluation is needed to provide
the objectives of and reasons for the modification
and the basis for invoking the exception.

An evolving understanding of issues does not, by it-
self, define which category. fits a particular backfit.
Judgment must be applied to the facts of each par-
ticular case to determine whether the backfit is for
compliance, to provide adequate protection, to re-
define adequate protection, or to achieve a cost-
justiTied substantial safety enhancement. For exam-
ple, with regard to compliance, the 1985 statement
of considerations for 10 CFR 50.109 indicates that
"the compliance exception is intended to address
situations where the licensee has failed to meet
known and established standards of the Commission
because of omission or mistake of fact....new or
modiTied interpretations ofwhat constitutes compli-
ance would not fall within the exception...."

Must back/its be identified by the staff when they are
imposed?

Yes, plant-specific and generic backfits must be
determined in advance and the proper procedures
followed before imposition. For example, a backfit
analysis is required for actions that are cost-justiTied
substantial safety enhancements. Ifa new require-
ment or staff position meets the compliance
exception or the adequate protection exception, a
backfit analysis is not required, but the action is still
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considered as a backfit and a documented evaluation
providing the objectives of and the reasons for the
modiTication and the basis for invoking the exception
is needed.

Is a backfit analysis needed forinformation requests that
are verbally communicated? Many such requests can
represent a significant burden to a licensee.

Oral information requests do not fall under the
backfit rule. They should not be used by the staff or
accepted by licensees for the purpose of imposing
backfits.

NRC management should be informed of inappro-
priate requests for information in order to assure
proper authorization and justification. NRC super-
visors and managers are sensitive to this issue and
licensees should not be penalized by the staff for
raising it.

Isit appropriate for the NRC staff to rely on informal or
formal communications to other licensees as ogicial
NRC positions? What about NRC tacit approval of
documents?

Informal or formal communications to one licensee
are not officialpositions to all licensees. Section 053,
of Manual Chapter 0514 identifies what can be ap-
plied as officialstaff positions in a plant-specificcon-
text. They are legal requirements such as contained
in explicit regulations, orders, and plant licenses;
written commitments such as contained in final
safety analysis reports, licenses event reports, and
docketed correspondence; and documented, ap-
proved explicit interpretations such as contained in
the SRP, branch technical positions, regulatory
guides, generic letters, and bulletins. Orders,
licenses, and written commitments are applicable
only to a particular licensee.

Ifthe staff previously exempted a licensee from a le-
gal requirement or approved position, it is not appli-
cable to that licensee for the purpose ofbackfit con-
sideration. Explicit exemption would be done
formally in writing. The Appendix to NRC Manual
Chapter 0514 discusses tacit approval under
reanalysis of issues. Two situations are covered. In
the first case, staff review of a previously accepted
licensee action or. program may result in a requested
change. This would be classified as a backfit because
it represents a change in a previous staff position and
would require a backfit analysis (or a documented
evaluation ifit meets one of the exceptions listed in
the backfit rule). In the second case, a licensee sub-
mittal committing to a specific course of action that
has not received timely NRC staff review is imple-
mented by the licensee. In this case, it is considered

(9)

that the NRC staff tacitly accepted the licensee's ac-
tion since timelynotice to the contrary was not given.
Ifthe NRC staff subsequently adopts a different po-
sition and requests a change in the licensee action,
this change maybe classified as a backfit and thus re-
quire a backfit analysis (or a documented evaluation
ifit meets one of the exceptions listed in the backfit
rule).

Is it a plant-specific backfit to apply an approved and
issued regulatory guide to an operating plant?

As part of the generic review process, the responsi-
ble office director determines and the CRGR re-
views which plants or groups of plants are affected
by new or modiTied regulatory guide provisions. Im-
plementation in accordance with the generic appli-
cability is not an additional plant-speciTic backfit and
is, therefore, not governed by the plant-speciTic
backfit procedures. Alicensee may appeal, however,
and assert that the generic analysis does not justify
the backfit.

Any staff-proposed plant-specific implementation
of a regulatory guide provision, whether orally or in
writing, for a plant not encompassed by the generic
implementation determination is, however, consid-
ered a plant-specific backfit. In other words, staff ac-
tion with regard to a specific licensee that expands
on, adds to, or modifies a generically approved regu-
latory guide, such that the position taken is different
than intended in the generic positions, is a plant-
specific backfit.

How is a compliance bachfit a+ected ifa licensee for-
mally withdraws or substantially revises the commit-
ment that forms the basis for the compliance backfit?

Licensees are free to change commitments that have
not been imposed by rule or order. However, doing
so may raise questions about staff acceptance of li-
censee programs. Of course, ifthe revised commit-
ment is fullyacceptable to the staff, then the super-
seded or outdated commitment would not be used as
a basis for a compliance backfit. If, on the other
hand, the revised commitment is not acceptable,
then the previous commitment or its equivalent may
form the basis for a compliance backfit. Circum-
stances and judgment would play a significant role in
this case. For example, the date of the original com-
mitment and that for the revised commitment could
be important. It would not be appropriate for the
NRC staff to cite a previous commitment that.had
been revised with staff knowledge and tacit approval
for several years.

(10) How does one appeal a generic backfit?

Licensees may certainly appeal generic backfits as
they may appeal any staff position. However, the
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CRGR Charter, which is the NRC's generic back-
fittingprocedure, does not address appeals. Thus, in
appealing generic backfits, the staff advises licen-
sees to followthe guidelines in NRC Manual Chap-
ter 0514 for appealing plant-specific backfits to the
extent practical. (In the recent past the EDO has
referred such appeals to the CRGR to obtain its rec-
ommendations before making a decision.)

3.2 Generic Backfits

Does CRGR look at the difference between generic
letters and bulletins?

H%y is 10 CFR 50.54+ cited in many generic letters?

When 10 CFR 50.54(f) is cited in a generic letter, it is
to establish a basis for requiring a response. This
may be to determine whether the agency will take
action regarding the specific license or it may be
done to determine whether a generic requirement is
needed based on the information obtained.

It seems like the stag too frequently claims that a neiv
stag position is consistent with existing Commission
rules'and positions just to avoid performing a backfit
analysis.

The compliance exception in 10 CFR 50.109 is cer-
tainly meant to be used only when specifically
authorized and justified by the appropriate office di-
rector. Further, the CRGR Charter provides added
assurance that new requirements and staff positions
are fullyconsistent with the provisions of the backfit
rule. In reviewing proposed generic requirements
that are identified as compliance issues, the commit-
tee considers whether they are needed to ensure
compliance with existing requirements or whether
they represent a new staff position that needs to be
reviewed under other provisions of 10 CFR 50.109.

Yes, when CRGR reviews generic communications
consideration is given to the form and its application.
The general guidelines used by the CRGR are that
bulletins should be used to request action by licen-
sees on a short-term basis to correct or address a
safety concern for which timely action is necessary
and that generic letters should be used to request in-
formation from licensees and to transmit informa-
tion regarding a new staff position. In general, ge-
neric letters are used to clarify NRC policy on how
the agency intends to implement a regulatory re-
quirement, assist the agency in determining whether
new requirements are needed, or seek information

'on licensees conformance to existing staff positions.

(4) Ithas been our observation that the stagestimate ofin-
stallation and continuing costs associated with the
backfit is often grossly underestimated.

During its review, CRGR takes into account staff es-
timates of the required licensee and staff resources
to implement the requested action. Frequently staff
estimates are giv'en in terms of a range as well as an
average cost because it is recognized that some licen-
sees may be required to spend more than other li-
censees. The CRGR review usually focuses on what
is projected to be an average cost over all affected
facilities. For adequate protection and compliance
actions, cost estimates provided to CRGR have been
used for background information and not as a condi-
tion for acceptance.

As part of the AEOD April1989 survey, a question-
naire requesting estimates with actual costs was in-
cluded. The purpose for requesting this information
was to assist the staff and CRGR in evaluating esti-
mated costs for proposed actions. Apreliminary re-
view of the licensee's responses indicate that, for the
most part, the staff estimates have been reasonable
and have not been grossly underestimated in rela-
tion to average costs.

(5) How does the agency ensure that the bachfit rule is
- properly implemented in issuing generic communica-
tions such as bulletins and generic letters?

As discussed in the responses to other questions, be-
fore any generic communications such as bulletins
and generic let ters are issued, the proposed staff po-
sitions are reviewed for the method and impact of
implementation by the responsible office director
and, in turn, by the CRGR. A specific focus of the
CRGR review is the basis for the generic communi-
cation and whether backfit considerations have been
appropriately addressed by the staff.

It seems that the staffis circumventing the requirements

of10 CFR 50.109 by citing10 CFR 5054I as the basis
for imposing major new regulatory requirements.

When 10 CFR 50.54(f) is cited in a generic'letter or
bulletin, it simply establishes a requirement to sub-
mit a response to the letter. Thus, there is no intent
in citing 10 CFR 50.54(f) to circumvent 10 CFR
50.109. To the contrary, although generic letters and
bulletins do not impose new or revised staff posi-
tions, they are reviewed by the CRGR to ensure that
the provisions of the backfit rule are implemented.
In the future, generic letters and bulletins willcite
the backfit analysis or other evaluation performed in
this regard.

The spirit and intent ofthe bach/it 'rule does not appear
to have been met in all cases, as an example, issuance of

NUREG-1409 14



3.3

Bulletin 88-11is completely lacking any 10 CFR 50.109
justification.

Although the justification was not printed in the bul-
letin, NRC Bulletin 88-11, "Pressurizer Surge Line
Thermal Stratification," was justified as a backfit. It
is an example ofa backfit that was determined by the
responsible NRC official to be required as a matter
of compliance with existing requirements and com-
mitments. The CRGR reviewed the bulletin and
concurred. The regulations currently require licen-
sees to meet the applicable codes of the American
Society of Mechanical Engineers (ASME), Boiler
and Pressure Vessel Code. Because of the staff's con-
cern with the integrity of the surge line, licensees
were requested to perform their fatigue analysis in
accordance with the latest ASME Section III re-
quirements that incorporate high cycle fatigue
analysis. The justification provided by the staff was
that previously unconsidered thermal stratification
phenomenon may invalidate the existing analysis
performed to confirm the integrity of the surge line.

Subsequently, itwas understood that some licensees
believed that the staff',s rationale was in error be-
cause they were not committed to the latest ASME
Section III requirements by virtue of their license
commitment. However, the issue became moot be-
cause these licensees undertook the analysis volun-
tarily in view of the safety importance of the issue
and the fact that previous versions of the ASME
Code did not completely address the concern.

Plant-Specific Sackfits

Ifan inspector has previously accepted (i.e., provided
tacit approval of) a licensee's method, does a specific re-
quest forchange constitute a baclfit andifso,is a back-
fitanalysis required?

A new or revised staff position affecting the design
ofsystems, structures, and components or the proce-
dures or organization required to design and con-
struct or operate a facilityafter issuance of the oper-
ating license is a backfit. Whether a backfit analysis
is required depends on the basis for the backfit. A
backfit analysis is required when the backfit would
result in a cost-justified substantial suety enhance-
ment. Ifa determination is made that the action is
needed to provide an adequate level ofprotection or
required to bring a fa'cility into compliance, then no

'ackfitanalysis is required. In these cases, a docu-
mented evaluation of lesser scope is needed as dis-
cussed in the response to previous questions.

Cases where an inspector provides tacit approval are
relatively rare. Simply not challenging a licensee's

practice normally would not be considered tacit ap-
proval. The only example provided in Manual Chap-
ter 0514 is a case where the NRC has indicated tacit
approval by not acting in a reasonable time on a li-
censee submittal and the licensee has moved ahead
to implement the proposal described in the submit-
tal. For the purpose of this question, it would most
likely arise in connection with review of a licensee
response to an inspection report.

Explicitapproval could be provided in an inspection
report that states that a particular approach is ac-
ceptable. However, conclusions of that nature are
usually made in safety evaluation reports rather than
inspection reports.

What is the definition of timely" in the context of
approval?

The appendix to Manual Chapter 0514 provides the
following:

~ when the licensee has made a submittal com-
mitting to a specific course ofaction to meet an
applicable position

~ the licensee has moved ahead in thc interven-
ing time to implement the proposed action

~ the staff did not provide a response for an ex-
tended period (or within a reasonable time not
delaying the applicants implementation plans

then subsequent staff action to make changes is (or
may be considered) a backfit.

There is no specific time period assigned. Some sub-
mittals may require a detailed analysis and could be
expected to take several months to complete, while
others are administrative and can be completed in
several weeks. Discussions need to be held with li-
censees relating to the agency's progress in review-
ing submittals in order to reduce the probability of
misunderstandings, excessive delays, and the reed
for backfit determinations.

Is the guidance contained in tlie NRC Inspection
Manual approved positions?

No, inspection procedures are not approved staff
positions, which is the reason they arc not reviewed
by CRGR. They exist only for staff usc in conducting
inspections. NRC inspection procedures govern the
scope and depth of staff inspections associated with
licensee activities, such as design, construction, and
operations. They define those items the staff is to
consider in its determination ofwhether the licensee
is conducting its activities in a safe manner.
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(4)

(5)

(6)

Licensees cannot be required to implement posi-
tions discussed in an inspection procedure or manual
unless the same positions exist in the form of an
approved regulatory staff position. Examples of ap-
proved staff positions are described in Manual
Chapter 0514 and include the SRP, branch technical
positions, regulatory guides, generic letters, and bul-
letins.

Are NRR offiice letters considered approved staffposi-
tions?

No, office letters issued by the OfficeofNuclear Re-
actor Regulation (NRR) fall into the same category
as inspection procedures and do not constitute ap-
proved staff positions. They are not reviewed by
CRGR and exist solely as guidance for staff within
NRR.

Are staffpositions that reject an industry practice that
waspreviously approved (either tacitlyor explicitly)con-
sidered to be bachfits?

A change in staff position regarding previously ap-
proved industry practice would be considered a
backfit as described in the appendix to Manual
Chapter 0514. A backfit analysis is required (or a
documented evaluation is required if the action
meets the exceptions listed in 10 CFR 50.109). Ifthe
revised staff position had generic implications,
CRGR review would be needed.

Tacit approval is not broadly defined. The only ex-
ample given in Manual Chapter 0514 is where the
NRC has indicated tacit approval by not acting in a
reasonable time on a licensee submittal and the li-
censee has moved ahead to implement the proposed
action described in the submittal.

The distinction between a staff recommendation that
asks a licensee to consider a proposed action and one
that directs the licensee to take a proposed action is
sometimes difficultto determine. How does the backfit
process address this fine but important difference?

In the conduct of agency business, there are many
occasions when the staff willsuggest or even recom-
mend that licensees consider various actions. Such
suggestions and recommendations are not necessar-
ilybackfits and licensees may evaluate such recom-
mendations and make the appropriate decision on
implementation.

Discussion or comments by the NRC staff identify-
ing deficiencies or weaknesses, whether in meetings
or written reports, do not constitute backfits. Defini-
tive statements to the licensee directing a specificac-
tion to satisfy staff positions are backfits unless the

(7)

(8)

(9)

action is consistent with an explicit regulatory staff
position applicable to that facility(see the response
to Question 3.1(8) for further discussion). In a simi-
lar manner, pressure upon a licensee to adopt a
specific staff position (for example to have a pro-
gram found acceptable) would be prohibited unless
the action is consistent with an explicit staff position
applicable to that facility.

There seems to be an apparent trend to inspect licensees
to a rising standard ofacceptability ivithout an atten-
dant modification to the specific regulatory require-
ments. How does the backfit process ensure that the in-
spection standards are properly controlled?

Inspectors are expected to look beyond mere com-
pliance with regulations and to focus on the safety
implications and margins at each facility.As a result,
licensees may be encouraged to consider program
enhancements and other actions. Licensees are ex-
pected to evaluate such suggestions and recommen-
dations and make a decision on implementation;
however, such informal requests are not require-
ments or staff positions. Further, such suggestions
or recommendations are not within the scope of the
backfit process. The staff should be questioned re-
garding the safety significance, authority, or justifi-
cation of any recommendations whenever the basis
is not clear. Licensees shall not be penalized by the
staff for such questioning.

Howfar can aninspectorgoininterpreting NRC rulesin
developinginspection findings and requiring licensee ac-
tions without performing a bachfit analysis?

In the normal course of inspecting to determine
whether the licensee's activities'are being conducted
safely, inspectors may examine and make findings in
specific technical areas where prior NRC positions
and licensee commitments do not exist. Examining
such areas and making findings are not considered
backfits. Likewise, discussion of findings with the li-
censees is not considered a backfit. Ifduring such
discussions, the licensee agrees that it is appropriate
to take action in response to the inspector's findings,
such action is not a backfit provided the inspector
does not indicate that the specific actions are the
only way to take corrective actions. On the other
hand, ifthe inspector indicates that a specific action
must be taken, such action is a backfit unless it is
consistent with an applicable regulatory staff posi-
tion (see the response to Question 3.1(8) for further
discussion). Further, ifthe licensee provides a writ-
ten claim that the inspector's findings are a backfit,
the staff must make a specific backfit determination.
Examples can be found in the appendix to Manual
Chapter 0514 (see Appendix D to this report).

What are the ground rules for applying the Standard
Review Plan in operating license reviews? Can the staff
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modify the acceptance criteria forspecific cases or when

a safety concern has been identified?

The SRP delineates the scope and depth of staff re-
viewof licensee submittals associated withvarious li-
censing activities. Itis an NRC staff interpretation of
measures which, if taken, will satisfy the require-
ments of the more generally stated, legally binding
body ofregulations primarilyfound in 10 CFR. Since
October 1981, changes to the SRP are reviewed and
approved through a generic review process involving
the CRGR and the extent to which the changes ap-

~ ply to classes ofplants is defined. Consequently, ap-
plication of a current SRP in a specific operating li-
cense review is not, in general, a plant-speciTic
backfit, provided the SRP was effective six months
before the start of the operating license review. Ask-
ing questions ofan applicant foran operating license
to clarify staff understanding of proposed actions to
determine whether the actions willmeet the intent
of the SRP is not considered a backfit.

On the other hand, using acceptance criteria more
stringent than those contained in the SRP or taking
positions more stringent than or in addition to those
specified in the SRP, whether in writingor orally, isa
plant-specific backfit. During meetings with the li-
censee, staff discussion or comments regarding is-
sues and licensee actions volunteered that are in ex-

cess of the criteria in the SRP usually do not
constitute plant-specific backfits; however, if the
staff indicates that a specific action in excess of the
already applicable staff position is the only way for
the staff to be satisfied, the action is considered a
plant-speciTic backfit whether or not the licensee
agrees to take such action. It should also be recog-
nized, however, that a verbally implied or suggested
action should not be accepted by a licensee as an
NRC position of any kind, backfit or not; only writ-
ten and authoritatively approved position state-
ments should be taken as NRC positions.

(10) Is it appropriate for the staff'to use the latest version of
the SRPin the review oflicense amendment requests and
other changes?

There is not a single answer. In the review of a li-
cense amendment request, the staff should consider

, the guidance in the implementation section of the
SRP and in Manual Chapter 0514 and exercise judg-
ment in determining the applicability of current

'SRP.

During reload or other reviews subsequent to issu-
ance of the operating license, staff-proposed
positions with regard to technical matters not re-
lated to the changes proposed by a licensee are con-
sidered to be backfits.

(11) Assume that a plant has not complied with an approved
staffposition that is committed to in the FSAR and the

staff ssafety evaluation report (SER) was ivritten on the
basis that the staff position would be implemented.
However, the position has not been implemented. Is ita
baclfitto impose the position on the licensee afterissu-
ance ofthe operating licensee?

Generally, it does not appear that the staff would be
changing its position in this case. If there is no
change ofpositions, imposing the licensee's commit-
ment would not be a backfit.

(12) Do plant-specific orders come within the scope of the
backfit rule? What about those that confirm licensee ac-
tions?

An order issued to cause a licensee to take actions
that are not otherwise applicable regulatory staff po-
sitions is a plant-specific backfit. An order effecting
prompt imposition of a backfit may be issued before
completing any of the backfit procedures, if the ap-
propriate office director determines that prompt im-
position is necessary.

Aconfirmatory action order is intended to confirm a

voluntary licensee commitment to specific action
and may involve a compliance backfit.

(13) What about a notice ofviolation requesting a descri-
ptio ofthe licensee's corrective action orstaffrequests for
licensees to consider certain additional actions. Hie
these backfits?

Anotice ofviolation requesting a description of a li-
censee's proposed corrective action is not a backfit.
The licensee's commitments in the description of
corrective action are not backfits.' request by the
staff for the licensee to consider some specific action
in response to a notice ofviolation also is not a back-
fit.Ifthe staff is not satisfied with the licensee's pro-
posed corrective action, however, and requests that
the licensee take additional actions, those additional
actions are a backfit, unless they are an applicable
staff position.

Discussions during enforcement conferences and re-
sponses to the licensee's requests for advice regard-
ing corrective actions are not backfits.

Definitivestatements to the licensee directing a spe-
cificaction to satisfy staff positions are backfits, how-
ever, unless the action is consistent with an applica-
ble regulatory staff position.

(14) Can bulletins and generic letters be applied in all re-.
spects to every facilityor will there be cases where the
plant-specific bachfit process is to be used?

'Generally, adequate correct ivc actions would be required pursuant to
10 CFR 50, Appendix D, Criterion XVI.
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NRC bulletins undergo generic review by the
CRGR. Therefore, it is not necessary to apply the
plant-specific backfit review process to the actions
requested in a bulletin (see the response to Ques-
tion 3.1(8) for further discussion). If the, staff ex-
pands the actions requested in a bulletin for a spe-
cificlicensee, however, such expansion is considered
a plant-specific backfit.

(15) What happens when a review concludesthat a licensee s
program in a specific area does not satisfy a regulation,
license condition, or commitment?

Where the staff previously accepted the licensee's
program as adequate, any staff-specified change in
the program would be classified as a backfit.

For example, in the case ofa plant with an operating
license, once the SER is issued signifying staff accep-
tance of the programs described in the safety analy-
sis report (SAR), the licensee should be able to con-
clude that its commitments in the SAR satisfy the
NRC requirements for a particular area. Ifthe staff
were to subsequently require that the licensee agree
to additional action other than that specified in the
SAR for the particular area, such action would con-
stitute a backfit. In the case described in the ques-
tion, it is likely that the compliance exception in 10
CFR 50.109(a)(4) would apply (i.e., it would be a
compliance backfit).

A somewhat different situation exists when the li-
censee has made a commitment to a specific course
of action and the staff has not yet responded. Ifthe
licensee has moved ahead in the intervening time to
implement the actions the licensee proposed in the
submittal and the staff has failed to provide a timely
response, the staff position may be considered a
backfit. Thus, ifa licensee has implemented a tech-
nical resolution intended to meet an applicable
regulatory staff position, and the staff for an ex-
tended period simply allows the licensee resolution
to stand with tacit acceptance, indicated by nonac-
tion on the part of NRC, a subsequent action to
change the licensee's design, construction, or opera-
tion is a backfit.

(2)

(3)

mechanism for imposition as long as the cost of the
new position or requirement can be demonstrated to
be justified.

Thereisincreasing evidence ofthe Commission's appar-
ent willingness to accept subjective cost/benefit analysis.
How can such analyses be consistent with the backfit
rule?

The backfit rule requires an analysis. This analysis
willvary depending on the nature of the issue, the
extent and type of information available, and the
ease to which a complex situation can be analyzed by
either quantitative or qualitative factors. In some
cases, the'Commission makes decisions on the basis
of qualitative factors. Some of the factors to be ad-
dressed in the backfit analysis are not easily quantiTi-
able. In addition, the rule includes consideration of
other "relevant and material" factors, some ofwhich
may be qualitative.

Quantitative factors, where known, are used, but
need not be the only basis for approving a backfit
analysis. The complexity and comprehensiveness of
the analysis should be appropriate (limited) to what
is necessary to provide an adequate base for making
a decision. Section III,A.2, "Scope of the Analysis,"
of NUREG/BR-0058 states: 'The emphasis [indo-
ing the analysis] should be simplicity, flexibility,and
common sense, both in terms of the type of informa-
tion supplied and in the level ofdetail provided." All
backfit analyses are to be approved by the cognizant
office director or regional administrator and, ifge-
neric requests or requirements are involved, a fur-
ther review by CRGR is also necessary.

In issuing Generic Letter 88-01, "NRC Position on
IGSCCin BWR Austenitic Stainless Steel Piping,"why
did the stagnot consider plant-specific differences that
might affect the conclusion of the generic cost-benefit
analysis?

Generic Letter 88-01 was issued on the basis of en-
suring compliance with existing regulations; thereby
meeting one of the exceptions in the backfit rule for
not performing a backfit analysis. Accordingly, a
cost-benefit analysis was not required for this action.

3.4 Backfit Analysis
When is a backfit analysis needed?

A backfit analysis is needed when a new staff posi-
tion or legal requirement goes beyond what is neces-
sary for adequate protection and it is not needed to
bring a facilityinto compliance. In other words, ifthe
proposed action would provide a substantial en-
hancement to safety, the backfit rule provides a

In the case of a cost-justified substantial safety en-
hancement, the costs are analyzed, a finding that
they are justified is made by the cognizant office
director and is further evaluated by the CRGR.
Plant-speciTic differences and the associated cost in-
formation are used when such information is avail-
able. In these cases, the estimated range of costs is
used by the committee in its review. The overall im-
pact on the industry is generally known with reason-
able accuracy, but the development ofa speciTic and
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detailed cost estimates for each facility is generally
not practical.

(4) Does the utilityhave toformallysayitis filinga claim of
backfit under 10 CFR 50.109? iVithwhom does the li-
censee file the backfit claim?

3.5 Appeals
Sometimes a licensee will state that a specific action
looks like a backfit, but willchoose not topursue theis-
sue at the time. Xs theinspector required to do anything?

No, the inspector need not take any action. Manual
Chapter 0514 provides a mechanism for licensees to
filea backfit claim whenever they believe an uniden-
tiTted backfit is imposed on them. The procedure
provides guidance on how to file and to whom the
claim should be addressed. There are no provisions
for verbal claims and no action would be required of
inspectors in the circumstances posed unless the
claim is filed in writing. Licensees should be advised
to file a claim in writing in accordance with the pro-
cedures of Manual Chapter 0514.

How does the staffhandle a situation wherein response
to enforcement action the licensee claims that a bac/fit
is involved? For example, some licensees are claiming
bac/fit in responses to the 10 CFR 50.49 rule. How
should any inspector handle such claims particularly if
they involve a generic requirement?

Backfit claims need to be in writingand each claim
should be handled on its individual merits by the of-
fice responsible for the requested action. At this
time, no specific appeal process has been estab-
lished for generic issues that have been evaluated
and reviewed by the CRGR and/or implemented by
the Commission. Thus, in such cases licensees
should be advised to implement claims of improper
backfit in accordance with the plant-specific proce-
dures contained in Manual Chapter 0514.

In response to a notice ofviolation, ifthe licensees use
the word "bacAfit,"is the agency required to respond?

As with any response to a notice of violation, the
staff will review and act, as appropriate, on the
licensee's response. However, indicating that an un-
authorized backfit may have occurred in a response
to a notice of violation does not constitute a proper
backfit claim that initiates the appeal process set out
in Manual Chapter 0514. While the NRC may con-
sider the information surrounding the licensee's
claim, no specific agency action is required unless
the licensee files a formal backfit claim in accor-
dance with Manual Chapter 0514.

(5)

The benchmark which the staff uses in requiring li-
censee actions is the assurance of safety. Ifthere is a
disagreement between the staff and the licensee on
what actions are necessary to ensure an adequate
level ofsafety, it can usually be resolved through dis-
cussion. Ifthe staff requires actions beyond applica-
ble regulatory staff positions, a backfit would seem
to be involved. The nature and justification forback-
fitting actions are to be consistent with 10 CFR
50.109 and relevant staff guidelines. For further in-
formation, refer to the appeal process in Manual
Chapter 0514.

3.6 General Questions

lVhy is there rt baclfit standard in senior executive
servt'ce (SES'1 contracts? Doesn't tliat send a message

that there should not be bach/its?

The backfit standard in SES contracts holds NRC
managers responsible for proper implementation of
the backfit process. SES contracts also contain a
standard on ensuring safety, which is of overriding
importance and works with the backfit standard. The
purpose for including the backfit standard is to em-
phasize to the staff that management needs to be
aware of and to control staff activities to ensure the
agency's adherence to the backfit rule and Manual
Chapter 0514. Backfits are expected, but they
should be properly identified as backfits and handled
in accordance with specified procedures. The
purpose of instituting controls is to eliminate un-
authorized backfits, and the preparation of the SES
contract item is to help ensure appropriate manage-
ment review and oversight over these controls.

Manual Chapter 0514 states that a written claim of
backfit should be sent to the appropriate office di-
rector or regional administrator with supporting ra-
tionale and backup information. There is no need to
reference the rule since the manual chapter exists to
implement the backfit rule. However, the claim
must be in writing and should clearly state its
purpose.

Some individuals believe that the staffis attempting to
impose net standards on tlieindustry through enforce-
ment. How can licensees use the bachfit process to re-
solve theseissues?

19 NUREG-1409



APPENDIX A

THE 1985 BACKFITRULE
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Background
The Commission Initiated this

rulemaklng proceeding for the purpose
of establishing requirements for the
future management of backfitting for
power reactors. Backfittlng can include
both plant. specific changes and generic
changes applicable to one or more
classes of power reactors.

Section 50.109 of the Commission's
current power reactor regulations
provides the following standard for
backfitting decisions: Backfitting may be
required where the Commission finds
"that such ection willprovide
substantiaL additlonrtl protection which
is required for the public health and
safety or the common defense and
security." On Its face. this appears to be
a relatively high standard. In practice,
however. $ 50.109 has rrtrely been
formally Invoke*and It fs therefore
diflicultto tell the extent to wnich this
standard has actually been applied to
previous backfitting decisions. The
Commission has decided that a new,
more spetdfic standard and related
procedures should be applied by rule to
backfit ting decfslonL

The Commission published an
advance notice of proposed rulemoking
and policy statement on this subject at
48 FR 44217 (September 2L 1983) and
more recently, a notice of proposed

rulemaking at 49 FR 47034 (November
30. 1984). The complete record of this
proceeding is available for review in the
Commission's Public Document Room at
1717 lf Street. NW Washington. DC.

Public Comments

The comment period OHicfally closed
January 29.1985. A number of comments
were received afier that time. the last of
which was fi!ed onMarch12.1985. by
the Advisory Committee on Reactor
Safeguards. Allcomments were
considered in formulation of the final
rule.

Fifty.seven comments were filed as
follows: utilities. 30: vendors. 3: architect
engineers and service companies. 5:
industry groups and trade assoefations.
3; consulting engineering firms. 3:
various individuals and groups. 10:
federal a ency.1(DOE);states.1
(illinois):Adklsoty Committee on
Reactor Safeguards, 1.

As a result of the responses to the
advance notice of proposed rulemaking.

d.
questions and other unnumbered
questions in the notice of proposed
rulemaking. The responses to these
questions have assisted the Commission
in reaching its determination on the
content of the final rule.

Question 1. Should l 50.109 also apply
to backfitting imposed through
rulemaktngl When a modification is
imposed by rule or regulation. should
the affected licensee be afforded an
appeal to the EDOT What is the basis for
this'positionT

The Union of Concerned Scientists
(UCS) staled that I 50.109 should not
apply to rulemaking. They assert that
the Atomic Energy Act and prevailing
case law do not permit the consideration
of cost in determining minimum safety
standards. (See UCS 1983 comtnents,
pages 4-7.) An appeal to the EDO from a
requirement imposed by rule cannot be
legally permitted. according to UCS. and
the Commission may not circumvent the
legal requirements of the Administrative
Procedure Act. 5 USC Section 553. by
permitting appeals outside of the public
forum to the Executive Director for
Operations.

The Ohio Citizens For Responsible
Energy (OGRE) also oppose application
of f 50.109 to ruiemaking Lreeause they
say -licensees are afforded enough
opportunities in the ruiemaking and
administrative process to contest the

e
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rules." They suggest that a petition for
waiver of a rule under 10 CFR 2.758 or
an exemption under 10 CFR 50.12

rovides sufficient remedies for
icensees.

The Nuclear UtilityBacHitting and
Reform Croup (NUBARG)believes that
backfit ting controls should apply to
scility modifications imposed by
slcmaking. They state four reasons for

their position. First. in terms of public
health and safety, they state the
practical impacts of backfitting by
rulcmaking or backfitting on a plant
specific basis are the same. Therefore.
NRC regulations should require a
documented analysis of a backflt
regardless of the source of the
requirement. Second. there is no
apparent jusUficstion for excluding
backfit modilications im'posed by

~ rulemaking. They suggest that the NRC
should satisfy itself of the need for and
efficacy of any backfit required. Third.
ifthe backfithng rule did not apply to
rulemaklng. there may be a natural
temptation by the staff to avoid the
effects of the backfitting rule by

'mposingrequirements through
rulemaking. Fourth. there would be no
additional burden because much of
what the rule would require already
takes place during the CRGR review of
propascthlxlcvÃUII?~sa es Ihe(Ã
does not advocate the preparation of a

lant-speciiic backfitting analysis for
ackfits proposed in the context of a

rulcmaking.
NUBARG also believes that an

opportunity for an appeal to the
Execvtive Director for Operations
should exist. The licensee. they say.
should be given the opportunity to
demonstrate that the modification
established by rule or regulation should
not be mquired for its facilitybecause
that facility is substantially diffemnt
from the type. design. or eatage of
facilities evaluated in the modification
-ri:lI .:i 6: I as a result. findings made
'„- is~ant to I 50.109 are not applicable.
They go on to cite the need for fiexibilit
In the rulcmaking process as ~ bash fpr
their position. The Atomic Industrial
Forum (AIF) and other industry
cominenters appear to be in general
agreement vith the positions taken by
NUBARG.

DOE also states that $ 50.109 should
apply to rulemaking since ruleinaking
and orders are "thc only two avenues
through which a backfit should be
imposed by the Commission." They
oppose appeal to the EDO. however.
and suggest use of a waiver request
under 10 CFR 2.758.

Question 2. Should Ij 50.109 limit
backfitting to backhts imposed by rule.
regulation or order? If thc imposition of

backfits is not limited to rules.
regulations or orders. what other
mechanisms should be employed?

UCS opposes such a limitation. stating
that thc effect would "undoubtedly be to
eliminate the condition which the
Supreme Court found legally necessary
to justify two.stage licensing." clUng
Power Reactor Development Company
v. Union. 361 US. 396. 41'1961).

OGRE takes a somewhat different
position. They state that the Atomic
Energy Act."clearly states that the
Commission' safety standards are to be
imposed by rulc or order... However.
the NRC is in the habit of Imposing
regulatory requirements through non.
enforceable means (e.g. Reg. Guides.

'RP). OGRE states that because legally
'indingrequirements are those reached

through rulemaking or adjudicaUon and
because these processes inherently
involve weighing pros and cons of.
adverse parties. they are reasoned. open
deliberated processes subject to judicial
review and therefore need no further
analytical requirements. OGRE
continues. "While it would be preferable
ifall regulatory requirements resulted
from rules or orders, it is a fact of life
'hat thc staff hnposes regulatory
requirements on Its own." OGRE
appears to not take ~ position either
way on the question but is willingto
accept curmnt staff practice as a "fact of
life."

NUBARG ta'kes a strong position that
5 50.109 should limit

backfit

tin to those
modifications Imposed by rules,
regulations or order. They state that
current and past staff practice of
requiring licensees to backfit fac|iities
on the basis of non binding guidance
requirements is illegal. Regarding the
second part af the question, NUBARG
~ tates that them are no means other
than rules. regulations ar orders by
which the Commission may lawfully
require a licensee to modify its facility.
In short. it is NUBARG's position that
SecUon S0.109 would violate the statute

y Ifit permitted Imposition ofbackfits by
any means other than rules, regulations
or order. The AIFand other industry i

commenters appear to be in general
agreement with NUBARG'a position.

DOE states that backfltUng should
only be imposed by rule. regulation or
order and that all analyses, reviews and
decisions required by the proposed rule
should apply to au methods of
backfitting.

Question 3. Should a documented
analysis of a proposed backfit come
before the backfit is issued or only after
an affected licensee lodges an appeal?
USC urges that there be no

requirement for'a detailed analysiL
unless the licensee appeals because such

AI

analyses in absence of an appeal would.
ln their words."bc anutter waste of time
and resources."

OGRE suggests that to require
analysis of every proposed backfit
would create too great a burden on the
staff. OGRE appears to reserve the term
"backfit" for "non'-enforceable
regulatory requireinents" and therefore,
"licensees should feel free to contest a
proposed backfit."

NUBARC takes the position that there
should be ~ documented analysis by the
NRC whenever its proposes to require
licensees to modify their facilities. They
state. "a plant modification has the
same impact regardless of who initiates
lt. Therefore. just as the licensee must
always develop ~ sound technical basis
in support of a proposed facility
modification. so should the staff." Such

~ an analysis is necessary, they argue. so
that the NRC can be as!ured that the
backfit it wishes to Impose h truly
needed to enhance safe reactor
operations and that it willhave the
intended effects.

AIFsuggests that such evaluations are
neided to determine whether the
proposed backfit does increase safety,
to what extent. and at what costs.
Further, It is needed "to impose
discipline into thc backfit process." AIF
also suggests that licensees should not
be placed in a position of having to
invoke procedure in order to initiate
backfit analysis. To do so. they say.
places the licensee in a position of
having to jeopardize its relationship
with the staff by opposing a change that
the staff is requiring.

AIF also suggests that. in addition to
the seven factors proposed in the
Federal Register notice. the following
factors should be considered in making
an analysis of a proposed backfit.

1. h precise statement of thc specific
objectives that the proposed
modiTication is designed to achieve.

2. h general description of the activity
that would be required by thc licensees
or applicants in order to complete the
modification.

3. Alternatives to the proposed backfit
and how these alternatives (including
the recommended alternative) willaffect
other proposed or imposed facility
backfits: and

4. A priority ranking by safety
significance of each proposed backfit
relative to other proposed or imposed
backfits.

5. Whether. after balancing of all
appropriate factors (including those in
this paragraph) thc demonstrations
required in 5 S0.109(a) have been madei

DOE states that the burden of proof
for deinonstrating that an increase in
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safety is needed should rest with the
staff rather than requiring the licensee to
prove that such an increase Is
unnecessary. Their reasoning is that.
-reouiring a written basis and analysis
of a proposed backlit before lt ls
imposed willIr:crease the likelihood of
improved safety and increase
cnnfidence that its effects are
understood."

Question f. Should backfittlng be
defined as "the imposition of new
regulatory requirements or the
modification of previous requirements"
(the cause) or defmed as a "modification
or addition required by the Commission
to the facilityor to the structure.

'ystemsor components of such facility.
the design thereof. or the procedures or
organixaticn required to construct or
operate such facility"(the effect)7 What
is the basis for this posit)out

UCS believes that neither definition is
appropriate. citing its 1983 comments.
pages 10-30. in support of its position.
VCS further suggests that exc)usion of
rules. regulations and orders'from the
definition of regulatory requirements
raises questions about what is meant.

OGRE states that backfttting should
be defined as -the iinposltion of new
requirements: i.e the cause, not the
effect." Its reasoning is that "Since we
interpret backfit to apply only to the
non.enforceabie requirements, licensees
are free to use alternative methods to
comply. This. again. is ~ difficult'point
which should be resolved by bringing
the NRCs practices into line with the
Atomic Energy Act (AEA): l.e.. all
iequircmer ts imposed by rule or order.-

AIFsuppest that the definition should
he stated in terms of the effect which
they suppest should read:

As used in ibis secuon. "backfillin"of a
piooiiclioflof uilflzxuon iacilllymeans a
mo tihceuom oi'sddiiion required by the
Commisiiim io the desisn approval.
mziiu! ciurmg bcense. or facilityor io the
structures. systems or components of such
Iuatuy. the dcsittn ibereof. or ihe procedures
or organixsuon required io construct or.
opeiaie such faciiuy. ~(ier... (times
speafmd in proposed rule).

They also suggest that backftts should
include requirements to perform
extensive analytical efforts or tests.
regardless of whether modifications or
additions io the structures. systems or
components of a facilityor design result
from such analytical efforts or tests. The
basis for rejecting regulatory
requirements as a part of the definition
is directly related to their previous
argument that backfits may only be
legally imposed by rule. regulations or
„ader. AIFs position is generally
supported by oiher industry comments.

DOE would recommend the following
in lieu of either the "cause" or effect"
definition:

1. A -modiBcation." means a change
required by the Commission to ~ site
permit: a design approvah a production
or utilixation facility. or the structures.
systems. or components of a facility. to
the procedures pursuant to which a
facility is to be constructed or operated:
or to the organization required to
construct or operate such a facility.

2. A ".backfit" means -a modilication
not imposed by the Commission for
achieving compliance with a
construction permit or operating license,
at the time of issuance or as amended.
or contained in the requirements
incorporated by reference in the permit
or license.-

The State of Illinois rejects the use of
-regulatory requirements" as too
ambiguous and suggests the definition

. be more precise for clarity and scope.
Question S. The industry's proposed

standard for justification of a backfit is
"substantial improvement in the ove'rail)
safety of the plant considered over its
remaining life." Is it appropriate to
include the concept of "over its
remaining IIfe"7 What other standard
could be

used'CS

suggest that it ls not appropriate
to consider the concept of "over its
remaining life" for the following
reasons:

1. Such analysis can only be based on
probabillstic risk assessment and that
methodology is noi appropriate.

2. The concept creates an incentive for
delay and obstructionism and rewarded
those who delay the most.

3. "Benefits" are currently expressed
by NRC in terms of annual average dose
-avoided" and this is inconsistent with
the concept of "remaining life".

4. The concept does not arcount for
prohleirs cause by aping and
deterioration of equipment which are
likely to increase as a plant ages.

5. There is no justification in law or
policy for subjecting people around
older plants to a greater risk than those
who live around newer plants.

OGRE ~ Iso objects to the use of the
standard because of what they perceive
to be implication of required use of
probabilistic risk assessments.

NVBARG suggests that use of the
concept is appropriate as being one
factor among many that should be
considered when a backfit ls required.
industry commenters generally support
this position.

Question 8. To what extent may the
Commission consider cost. including the
economic costs in backfitting decisions

'nderstandards and processes
proposed in 5 50.109? '

USC cites its previous 1983 comments
In support of its position that costs may
not be considered under the Atomic
Energy Act and established case law.
OGRE also opposes cost consideration
as a part of the decision process.

AIF takes the position that cost may
be considered and that such costa
should include:

1. Costs of evaluation. engineering.
construction. material procurement.
Allowance for Funds Used During
Construction. (AFUDC) and
Investigations:

2. An attributable portion of
replacement power coats during down

.time for implementation:
3. Operating costs due to changes ln

specifications. procedures. operator
retraining and training manuals.
increases in manpower requirements
and net generation losses:

.4. Impact on preoperational startup.
operator training. procedure
development and system turnover
during plant constructloru and

5. Any incremental increase in man
rem exposure as a result of Instal)ation
and subsequent operation of the
modification.

As a basis for the position stated. AIF
attaches to their comment a legal
memoronduin entitled. "Consideration
of Cost and Benefits in Connection with
Backfitting."This memorandum takes
the position that the Atomic Energy Act
and its legislative history. court
decisions. Commission regulations and
documents. the Energy Reorganixation
Act and Executive Order 12291 and the
NRC's General Counsel memorandum
dated May a. 19M. all support the
conclusion that costs may be considereo
in connection with backfit ting. Industry
comment generally supported the AIF
position.

DOE also conducted a legal analysts
of the cost question. They stated:

Tbe legal conclusion which emerges from
the forettoinx is ihau except for deciding the
narrow quesuoo of wheiher a bsckfit should
be required for consirucuon permiiiees io
eliminate or reduce io ~ threshold level a
particular nsk in order io meet ihe "adequaie
proiecuon" lest. the NRC bss broad
discreiion io consider the relationship
between benefits and costs in decidinp
whether io impose ~ bsckiit.

The Commission also requested
comments on whether reliance upon
probabilistic risk assessments is
prohibited by the Atomic Energy Act as
suggested by UCS. OCRE agreed with
the UCS position.

AIF takes the position that UCS
mischaracterixes the industry position
on the use and value of probabilistic risk
assessment (PRA). They point out that
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PRAs should support. nat supplant.
determinative requirements. NUBARG
points out that neither the industry nor
the proposed backiitting rule mandates
the use of PRAs. They point to the fact
that the proposed indusuy rule would
require the use of PRAs only "where
appropriate and where pertinent data is
available." They also suggest that the
Atomic Energy hct does not prohibit the
use of PRAs.

The Commission requested comments
on the correctness of the UCS position
that "the Commission exercises its
rulcmaking authority to establish
nuclear reactor safety standards, and
licenses may avoid those standards only
by obtaining a waiver under 10 CFR
2.758." NUBARG states that UCS
misunderstands 5 8.758 and the
operation of the backfit rule. They
further suggest that neither of the
proposed backfit ting rules can
reasonably be read as permitting
)icensees to avoidrequirements
applicable to their facilities. Those rules.
they state. would simply require the
staff to document the basis for its
conclusion that a backfit Is required.

The Commission requested comments
on whether the elements of the proposed
backfittlng rule are too prescriptive and
are truly needed to ensure that the staff
considers all factors that are
appropriate before It Imposes a backilt,
NUBARG points out that virtuallyall of
the elements of the analysis have been
used by NRC before and are sufficiently
broad to be applied inmost. Ifnot all. by
backfitting situations. Thc Slate of
Illinois remarked: "The Department
jStatej believes that the seven factors
contained in the proposal provide an
appropriate means for balancing all

'actorsin determining whether
backftttlng should apply." AIF agreed
with the seven factors but suggested the
addition of five more.

The Commission also expressed a
concern over whether preparation of a

acLfitting analysis should be required
as a condition precedent to thc issuance
of a license amendmcnt. NUBARG
stated that "unless requested by a
licensee. the staff should not be
requested to prepare ~ backfitting
analysis as a condition precedent to
issuance of a license amendment ifthe
licensee requests an amendment
pursuant to 10 CFR $ SOAKS." NUBARG
points out that application for significant
amendments requries a description of
the proposed modilication and the
preparation of ~ safety analysis report
by the licensee. Since the licensee
presumably willhave subjected the
amendinent to an internal cost
cflectiveness review. a backfitting

analysis by the NRC would appear to be
neither necessary nor appropriate. A!F
was in general agreement with this
position and stated further that the
option to allow a licensee to request a
bsckfitting analysis should be retained.
AIF suggested that there are instances
when licensees are under inlormal but
intense regulatory pressure to submit an
amendment request. In this
circumstance. backlit ting analysis
should precede the issuance ol a license
amendment according to AIF. General
comments Crom other meznbers of the
industry tend to support the NUBARG
and AIFpositions.

Comineats on tha Additional Views of
Commissioner Assclsthic

Commissioner Asselstine's additional
views were generally supported by
Ecology/AlcrL Federal Conservationist
of Westchester County. Inc Ohio
Citizens for Responsible Energy. and
UCS. Industry comment generally
opposed Commissioner hsselstine's
approach. Similarly, the Department of
Energy did not support Commissioner
Asselstine's alternative backfit rule. and
the State of Illinoishad a mixed
response..

hlthougli UCS endorses
Commissioner hsselstine's position, it
~ uggests two changeL First, it takes
exception to Commissioner hsselstine's
rule to the extent that it prohibits
consideration of monetary costs at the
operating license stage only for backiits
related to safety marters that were left
unresolved at the time of issuance of the
construction permiL UCS believes that
so long as construction permits are to be
granted on the basis of preliminary
design concepts, It is not legitimate to
consider as backfits. changes required
between the construction permit and
operating license. or to consider costs at
that stage. Second. USC objects because
Commissioner hsselstine' proposal
does not provide for formal public
participation in backfilling decisions.
USC believes that the declsionmaklng
process should be open and accessible
to all persons who might be affected.

OCRE also suggested two changes to
Commissioner hsselstine's proposaL
First. they would remove review by
CRGR because. they say. CRGR does
not further the mission of the
Commission but serves only to
discourage ncw saCety improvements.
Secon* they. like UCS, would provide
an opportunity for public comment for
both generic and plant spetdfic backiits.

ln its discussion rejecting the
proposed use of "regulatory
requirements" ln thedefinition of
backfitting. tbe State of Illinois endorses
-the more precise deiinitions of

backfiring proposed by Commissioner
Asselsiine and the industry" and to that
extent. could be considered as endorsing
Commissioner Asselstine's approach.
However. the State of illinois also stated
that they did not agree with
Conunissioner Asselstine's proposals to
specify In the regulations a presumption
in favor of the backfiL They believe that
seven factors contained in the proposal
provide an appropriate means for
balancing all factors in determining
whether backptting should apply.

The thrust of the industry position
appears to be that many of the terms
used by Commissioner Asselstine in his
proposed rule are ambiguous and
undefined and in other instances. where
the standard is well understood. it is
simply misconceived. For example.
NUBARG points to Commissioner
Asselstine's proposal to define backfits
in terms of changes to facilitydesign.
construction or operation "imposed by
the staff to... satisfy a regulatory stafC

, position" developed aCtcr ~ specified
period. NUBARG complains that
"regulatory staff position",is not
defined. AIFstates that thc word
"satisfy" in this context cannot be
anchored to any applicable statutory
standard. not to any prevailing doctrine
of administrative jurisprudence.
NUBARG questions thc ultimate
effectiveness of such an alternative rule
because, they argue. backfits may not b'

legally imposed on the basis of such
documents.

Industry takes a different tack with
regard to the position espoused by
Commissioner Asselstine that the basic
premise ol nuclear regulation should be
to -reduce the risk to the public caused
by. these factlitics to a level that is as
low as reasonably achievable.-
NUBARG suggests that this approach
reverses the presumption ol regularity
associated with past NRC licensing
decisions. Those who have already been
granted licenses and thus have been
deemed "safe enough" by the NRC
could. according to NUBARG. find
theinselves having to justify routinely
why their licenses should not be
modilie*This. NUBARG states. raises
serious legal questions of fundamental
fairness and due processs. and appears
to be at odds with the Administrative
Procedure Act. NUBARG also complains
that the standard suggested by
Commissioner hsselstine is potentially
openandc*

AIF further suggested that the Atomic
Energy hct requires "reasonable
assurance of the public health and
safety- cnd reasonable assurance is no<

equated with "as low as reasonably
achievable.- AIFfurther states that!hit
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standard is at odds with section 103(b)
of the AtomicEnergy Act. which'-
provides, In part. that 'The Gommission
shall issue such licenses... Io persons
applying therefor... (Io) who are
equipped to observe and who agree to
observe such safety standards to protect
health and to minimize danger to life or
property as the Commission may. by

'ule.establish: ...." AIF suggests that
this language has been interpreted by
the Commission In Its regulations to
require -reasonable assurance"that
licensed activities of the Commission
can be conducted without endangering
the health and safety of the public.
citing, for example, 10 CFR 50.57(a)(3).
They also cite Citizens forSafe Power,
Inc. v. Nuclear Regulatory Commission.
524 Fed. Second 129K 1297 (D.C. Circuit
1975) for the proposition that "absolute
or perfect assurances are not required
by AEAand neither present technology
or public policy admit of such a
standard.",

'geDepartment of Energy'also does
not support Commissioner Asselstine's
alternative proposed backflt rule. This
proposed rule. DOE states. "de'tracts, .
from the basic yurposc for institutmg a
new backflit rule and. if,adopted, would
perpetuate tbe'signiflcant deliciencics of
backfitting practices of the past." DOE
further suggests t?iat Commissioner
Asselstine's definition ofback!it ting Is
too narrow; that the "as low as is
reasonably achievable" standard is
inappropriate, and would probably be
inconsistent with safety goals should

'hosebe established: that the limitations
on the use of quantitative cost benefit
balancing would be "overly rest'rictive"
and would be -a r'egressive step for
modern analysis techniques'". that thc
decision criteria are not identiflicd in
Commissioner Asselstine's rule: and
that the implementation procedures
ha ve several deficiencies.

Commission PosiUon

The Commission is appreciative of the
time and effort expended by those who
submitted comments. Backiitting ls a
matter of considerable importance and
Ihe views expressed in the comments
have been very helpful to the
Commission in its deliberation. To some
extent, the final rule willbe modified "
from the proposed rule to reflect the
views expressed." ~

Since there is no practical difference
between a backfit that is imposed
pursuant to a rule or a staff position-
interpreting a rule, the Commission will
.alter the final rule to require a

'ocumentedanalysIs of required
backfits regardless of the source. A "
plant.spectflc backfit analysis'will not
be required In rulemaking and the

factors spectfled in the rule willbe;
reviewed only on a generic basis for
rulemaking putposes. Because there.
must be safety reasons for the agency to
impose any changes to a regulatory

.requirement 'or a staff position.
applicable Io tbe licensee. because the
safe consequences are unknown until
analyzed.and because the Commission
should fullyunderstarid the effect of a
proposed backfit'before its imposition. it
Is of little conseq'uence how a backflit

is"'mposed.Safety and sound management
require that analysis precede imposition
of a new or modified regulatory
requirement or staff position. It follows
that those backfits irhposed by
rulemaking should undergo the same
scrutiny as pr'oposed by other means. It
also follows that changes in regulatory
requireme'nts orstaff positions for
procedures and organization should also
be analyied before iinplernentation to
determine;inter alia, the safety
signfllcimce of arly such proposed .
change. The final rule reflects this
position.

'
Many'df the most important changes

in plant design. construcUon.
operation,'organiiaUon.and training have been p'ut

in place at a level of detail that is
,expressed'in staffguidance documents
which Interp'r'ct the intent of broad,
generally worked "regulations. The NRC
has deteimined that the correct focus for
backlit.regulation Is the establishment of
effective inanagement controls on
existing staff processes for Ibe
interpretation of regulations that are
known to'result in valuable upgrades in
industry safety performance. Thus. the
Commission opts to adopt a
managcmentyrocess not only for the
promulgaflon of regulations as beckfit
instrumentsi but also for the lower tier
staff review and Inspection processes
known to result in reactor plant changes.

The Commission agrees with those
, who su'ggest that the Staff shou! d not be
required to prepare a backfitting ~

analysis as a condition precedent to
issuance of a license amendment if thc
licensee requested the amendmcnt
pursuant to10CFR50.90:Ifalicensee

'elievesthat the amendment process is
being used by the staff to impose a
backfit, tbe licensee may invoke the rulc
under Ij 5L309i it is unnecessary to
amend the rule in this regard since
mention of the point here provides
adequate direction to the Staff and
licensees.

Considerab'ic attention was given to
the question ofwhether backfitting
should be ddined in terms of its cause

'r

its effects. After due considcraUon, .
the Commission believes Ibat the
definition for backfitting should take

/
1

into account both the cause aniI the.
"

effects. Therefore, the definition is
modified accordingly. ~ ",

Question 5 concerned the Industry's
proposed standard for justiflcatioo of a
backfit and the suggestion that the
"substantial improvement in overall
safety of the plant considered over its
remaining life"should be incorporated
into the rule. In our view. the concept of
"over its remaining life"is already
incorporated in the rule under
5 50.109(d)(8]. There is no need to place
that concept in the rule at another place.

The additional factors suggested by
the industry for inclusion under
5 50.109[c) generally appear to be
reasonable and not unduly'burdensome.
Therefore. the thrust of the additional
factors willbe included as appropriate
in tbe final rule.

As the accountable manager I'or
backfilling. the Commission has directed
the EDO to establish backflt procedures
and to ensure appropiiate rights of
appeal. Thc Commission believes it is
unnecessary to include fn'tbe rulc a ..
section establishing appeal rfghts to the
Executive Director for Operafions....\ ~ n
Consideration of Costs in Backfit:
Decisions

In the current rulcmaking, comincnts
were filed by UCS and AIFstatfng.
strongly contrasting legal views
concerning the Coinmission's authority
to consider the costs of new'safety ..
requirements which the Commission .
would impose ifcosts were not a factor
in the decision:(See Qbestion'8. supra.)
In view of the importance of the cost
issue and thc strongly diveigent views
stated in the comments, it is important
to set forth the Commission's lega( and
polic'y views on this rnatter. '

Thc costs associated with proposed
new safety requirements may be
considered by the Commission provided
that the Atomic Energy'Act finding "no
undue risk" to the public health and
safety can be made. There may be any
number of ways by which thc
Commission can arrive at such a
conclusion. Each approach could have
different costs associated with it and it
cannot bc seriously argued that in such
circumstances the Commission is
statutorily prevented from choosing the
most cost effective means ofprotecting
public health and safety.

Similarly, it may be presumed that the
current body of NRC safety regulations
provides adequate protecUon. Where.
new information indiqates that„
improvements are needed Io ensure.. „.
there is "no undue risk" on either a

"

.
plant. specific or generic basis which the
Commission believes to be the minimum
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necessary. such requirements must be
imposed. However, where there are
alternatives for achieving the
improvements. which have dilferent

"'ssociatedcosts'. su'ch costs may be
conside'red..

Cost corisiderations have been a part
of the Commission's regulatory
approach in many other instances. For
example, the ALARAprinciple requires
Commission lice'nsees to meet an
absolute'set of radiation exposure

- staridards but also requires further
reductions in exposure where the cost of
the exposure avoided outttteighs the cost
of implementing controls to avoid the,
exposure.'Commenters who addressed",
the proposed backfit rule aid opposed
the u'se ol costs did not'address this
point. Itwould appear that the only

, si(uation where the consideration of
costs inay be seriously challenged is

'herea new req'uirement is necessary
'o

provide aii absolutely minimum level
of protection to the public health'and.
safety ttndno alternative means of, '

achieving such protection are apparent.
~ In general, the consideration ofcosts;

associated with incremental safety .,',
itnprovements Is withiiithe NRC's
statutory mandate. How'ever. the cost of
new safety requirements willnot be
considered where such requirements are
necessaiy'to ensure there is no undue,
risk.to the"p'ublic health'and safe'ty and

. no,alternately'cs ar'e a'vailable.
'fter'remviewingall of,the comments ",

'nd popitions stated, the Cotntnission: .

believes'that there is sufficient au'thority
in"thestatu'tes.caselaw.and ';.', -..

Cninmission practice to justily makitig .,

'ost considerati'ons in backfitting
'ecisions.Since consideration of costs .

wiis"a part o( the proposed rule. the rule
. willrem'ain'.unchanged in this regard...
. The,Commission'also rejects as without
merit the s'uggesUon that probabilistic ",

risk assessments are precluded by law.
~ Descnption of Final Rule

The p'roposed amendment of lt 50.54(l)
ensures that except for information'
sought to yerify licensee compliance
with the current licensing basis for that
facility, the'reasoii or reasons for each
information request"must be'prepared

~ prior'to its issuance to
determine'hether

thri request is for information
alrea'dy'n the possession of the,
applicant or licensee or instead will
require the Institution of studies.
procedures, or other extensive elfort to,
generate'he necessary data to respond..
'fextensive'eflort is reasonably
anticipated, th'e r'eoqu'e'st willbe.'..
evaluated to deterndne whether

the'urden

imposed by the inforntation,'.
'qsuestis ju'stified fn view of the "

potential salety significance of the issue Nevertheless, staff Interpretations of,""-

to be addressed.. ~ u .s, " " .. broadly stated rules are often necessary
It should be noted that.5 50.54(f) does to give a rule effect and in some'">'": ..

not by its terms apply to the review of: instances may be a causal factor in"""" '
applications for lic4nses or, '. ' .. ~ initiating a backfit. '":""' ':. '".":

'mendments.Consequently. Kthe tttaff d Section 50109(a)(2) requires'a"''
seeks Information of a type rouUnely "... systematic and documented analysii as
sought as a part'of the standard: .' . a condition precedent to the impositio'nt
procedures applicable to the review of..'fa backfit;This willensure

that'the":.'pplicaUons,

no analysis willbe .;. ~ safety significance of any modiftc'ation~
necessary. Ifthe request is not part of and its relation to other relevant factors
routine licensing review and falls within is well understood before changes are",
the purview of Ii 50.109. however. a full required.
analysis is most likely Indicated .; .. The standard against which'propo'sed
Requests for information to determine . backfits would be measured ls 'stated in
compliance with existing facility.'..: g 50.109(a)(3) as "substantial I'ncie'ttse Iii
requirements or for fact-finding reviews the ov'erall protection of the public

".,".".„'nspectionsand Invesbgations of ... ~ 'ealth ind safety or the common" '
'.'ccidentsor incidents. however. usually defense and security." Substantial"-.,".

are nbt made pursumtt to tj 5o.54(f) nore means"important or'significarit in a""".
are such requests normally considered d large amount. extent, or degree."

Under'ithinthe scope'of the backfit iuie: ".: such a standard, the Conimlsston would
.Amendment of this section also.', - not ordinarily expect that safety '.".,',
provides for management control and " improvements would be r'equtred as '.;,
accountability for ttackftts by requirin8 ~ backfits which result in an insignUicaiit
that staff evaluatioris be ~mewed by t or small benefit to public health.andi
the Executive Director for OPeraUons «sa fety or the common deferise'an'd„';:„i
hfs designees prior to the issuance ol the security. regardless of the
request.' " ':.'.".' "' '

implementation costs.'On the other",.",:.
The amendment of lj 5054(0 should be hand. th'e standard, is not'inten'ded to be

read as indicatIng a strong concern " int'erpreted in'a manner that;would. ',
the part of the Commission that, result'Iri disapprovals ofworthwhile ~~~ ~

extensive information requests be safet or security Improv'ements'havin8
carefully"s'crudnlzed by staff „''

costs that are jusUfied'in view"of,tjte"'.';:.,
management prior to irdUaUng such '.

~ increase'd'protection that would
be".,'.-",d'equests.The Comiid'ssion recognizes

that there'may be Instances where it is
not clea'r whether a backfit willfollow te Phr e. " .ral Pro ".. nmo %e:
an information reque'st. Those cases 'ublic health and iafety or the'commorn,

shoujd be resolved in favor of analysis.' deferise an'd security,".In'the ProPosed.:: .

In short;staff management should '..'. backfii'stari'dard also deserves some.j.::

develop an intern'al review process to dike'usslon, The PrinciPal PurPose'of.;,':

ensure that there Is a rational basis for 'equiring c'onsldenUon of the overall%
all I~brmation reouests, even where it 'rotection that would be provided by a':

is not clear that a backftt wifiresult.', Proposed backfit is to ensure that both.

, Section 50109(a) sets out the ..'ts negative aiid Positive effects.
are.>,"'efinition

ofbackfitting, the analysis "'aken Into account in deciding
whether'equirement.

the standard to be used in" the backfit is jqstified. Abackfit for ii ~ ~

determining whether a backfit should be p»t of a plant should be evaluated in .'.

imposed and the exceptions to the rule. Ii8ht of the net incr'ease'Iri overall," "-
The definition focuses on modifications'rotection that'the entire plant

would'o

systems, structures, cotnponents, ~ '='«vide as a result of the backfit,
taking'esigns,

procedures or organization -"". Into account the effects itwould have on

which may be caused by new or ': other aspects of the plant. Thus. the net

modified Commission rules or orijers o'r" 'enefit of a backfit.to the protection, ~

staff interpretations of Commission - .. Pro vided by the plant as a whole is the ~

rules or orders.'Thus, this definition .", 'verriding consideration;not just the
+'ncludesboth cause and effect of . benefit to the part of the plant bein'g.="s»

backfitting.Itmayalsobenotedthat
"

. »ckft«e*"::" d,.» "..:e--';:s's « ':
"cause" includes not only Commission": .-. However. the Commis'sion does nout'd",

rule's and orders, but staff interid use of the phrase
"overall'nterpretationsof those rules and orders. protecUon".in the b'ackfit standa'id

to'."'his

is not to say that staff =; 'ignai a d~p~~ture from Its.traditional""
interpretations of rules are viewed by reliance on defense jn,'depth and"'„.-~".-

the Commfssion as being legal ..'. d»erst ty forprotectiott ofpublic h'ealth ~

requirements. Clearly, they are not.. "'' aid.safety ~ Therefore; safety
'"- " "> i:.

rmnroyemenls In'one hde of defense'

e I r I s r I r,'Sslnsr nndne ilsk'sh'o'rdd nor tr'ens

thst tenn ls synonymous with "tule. disapproved or.'app'roved based'solely '

4
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an the presence or absence of another
line of defense to cope with the failure
of the first. For example. safety
imorovements in the integrity of the
reucior coolant system should not be
dismissed merely because an emergency
core cooling system has been prosdded
to protect public health and safety with
high confidence in the event that the
inteonrity of the reactor coolant system is
lost. On the ot)ter hand. such a
suggested improvement may be
precluded because it does not meet the
substantial test. or does not Increase
overall protection provided by the plant
due to. for example. Ihe negative
itnpacts on other aspects of the phnt.
The proposed requirement that the costs
of backfits be considered and justified in
view of the increased protection to
public health and safety or security is
based on the Comm!salon's view that it
should. in these circumstances. consider
the direct and Indirect casts of
implementation in making safety
decisions under the Atomic Energy Act.

The consideration and weighing of
costs conteinplated by the rule applies
Io backfits that are intended to result in
incremental safely improvements for a
piant that already provides an
acceptable level of protection. In this
area the Commission believes that
direct and indirect implementation costs
are especially relevant. WIthout cost as
a competing consideration in these
circumstances. the regulatory process

'akeson the characteristics of a quest
for a risk-free plant. an unattainable
objective as recognized by Congress in
establishing the standard of no undue
risk in the Atomic Energy Act.

Section 50.109(a)(4) creates exceptions
for modifications necessary to bring a
facility into compliance or to ensure
through immediately effective regulatory
action that a licensee meets a standard

- no undue risk to public health and
riy !n cases involving the

cnmplldnce exception, backfit analysis
is not required and the standard does
not apply. The compliance exception is
intended to address situations in which
the licensee has failed to meet known
2nd established standards of the
Commission because of omission or
mistake of fact. It should be noted that
new or modified interpretations of what
constitutes coinpliance would not fall
within the exception and would require
a backfit analysis and application of the
standard.

The exception for immediately
«I(ective regulatory actions that are
necessary to ensure that a licensee
meets Ihe standard of no undue risk to
the public health and safety
permits the Commission to act in

emergency situations to ensure that
operation of the backfit rule willnot
preclude the Commission from ensuring
that minimum standards are met to
protect public health and safety. The
exception anticipates the existence of
significant new information or the
occurrence of an event which clearly
demonstrates that the standard of no
undue risk to Ihe public health and
safety cannot be maintained without the
designated modilication. Moreover, the
presumption of safety which ordinarily
accompanies the issuance of any license
must be overcoine in order for the
exception to be used. As with2he

"

compliance exception. there is no intent
on the part of the. Commission to include
within the scope. of the exception new or
modified Interpretations of what
constitutes no ttndue risk to the public
health and,safety. In such a case, the
rule applies..T)re rule also provides that
a backfit imposed by immediately
effective regulatory action shall not

.relieve the Commission of performing an
analysis after the fact to document the
safety significance and appropriateness
of the action taken.

For those modifications which are to
ensure that the facilityposes no undue
risk to the public health and safety and
which are not deemed to require
immediately elfective regulatory action,
analyses are required; these analyses,
however, should not involve cost
considerations except only insofar as
cost contributes to selecting the solution
among various acceptable alternatives
io ensuring no undue risk Io public
health and safety.

To ensure that the discipline is
maintained in the process and that the
exceptions do not become the rule. the
Commission directs the staff to
document each exception.
Documentation shall include a precise
statement of the specific objectives of
and reasons lor the modification and the
basis for the exception. It may also
serve useful regulatory purposes to
Inc)ude such matters as a general
description of the activity that would be
required by the licensees or applicants
in order to complete the modiTication
and the identification by 11pe, design
and vintage of Ihe design approvals.
manufacturing licenses for production or
utilization facilities to which the
modification would apply.

Section Ql.109(b) "grandfathers"
backfits imposed prior to the effective
date of this rule.

Section 50.109(c) sets out nine factors
to be used by the staff In its backfit
analysis. Finally. f 50.109(d) explicitly
rccognlses the responsibilify of the
Executive Director for Operations to

manage the Commission's backfining
program in general and requires
approval of backfit analyses by Ihe
Executive Director for Operations or his
or her designee.

As a matter of information. It may be
noted that the nine factors in 5 50.109(c)
have precedent in existing NRC
practices as seen in the Regulatory
Analysis Guidelines of the US. Nuclear
Regulatory Commission. NUREG/BR-
0058. the approved CRGR Charter and
the Commission's approved plan for the
management of plant. specific
backfitting. SECY~21.s

'he

nine factors to be used by the
Staff lor a systematic and documented
analysis are listed under f 50.109(c) and
read as follows: "(1) Statement of the
speci!le objectives that the proposed
bacUit Is designed to achieve: (2)
general description of the activity that
would be required by the licensee or
applicant in order to complete the
backfit: (3) potential change in risk to
the public from the accidental offsite
release of radioactive materialsi (4)
potential impact on radiological
exposure of facilityemployees; (5)
installation and continuing costs
associated with backfit. Inc)uding the
cost of facilitydown time for the coat ol
construction delay. (8) Ihe potential
safety impact of changes in plant or
operational complexity Including the
effect on other proposed and existing
regulatory requirements: P) the
estimated resource burden on the NRC
associated with the proposed back!it.
and the availability of such resources:
(8) the potential impact of dilferences in
facility type. design or age on the
relevancy and practicality of the
proposed backfit: (9) whether the
proposed backfit Is interim or final and.
ifinterim. the justiTication for imposing
the proposed backfit on an Intenm
basis. These nine factors are to be used
as balancing mechanisms in the
decisionmaking process for backfitting.

During internal review of the rule. a
question was raised as to whether
licensing action should be withheld
during backfit resdew. The answer is
that the rule never contemplated such a
withholding. To the contrary, until a
backfit analysis is complete. Iicensi g
action should continue along a course

'Tbc Retulatory Analysis Guidelines of the US.
Nuef ear Rctula tory Commis stoa. NUREGfSR~SL
is svsrlsblc for ms preston or copymS for ~ fce in thc
NRC Public Document Room. 1712 H Sueet. NW
Wsshinrion. D.C. This repott msy be purehssed
fmm thc U.S. Governmeni Prinnna Oflice ICPOI by
cslhnc 2'-21$ -20v0 or by wntrnS ihe GpO.p.O.
Sou srna >. Ivsshintton. DC 20012-70tt2. It msy ~ iso
be purchased from tne Ns»onal Teehmeal
infomis»on Service. US. Dcpsnmcnt of Commerce.
Seas Pun kovsl Road. Spnnshcld. VA2 101,
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consistent with normal practice. For
clariTication of the point. j 50.109(d) was
added to the final rule.

Section 50.109(e) emphasizes and
codifies the Commission's intent that
backflt management ls af paramount
importance to responsible regulatory
practice. Accordingly. the Executive
Director for Operations is responsible
for implemtntation of tht backAt rule.

It may be noted that the resolution of
any backfit case can be by Commission
rule or order, or by written commitment
of a licensee. Recognition ol this point
completes the design of thebackfit
management process and establishes
that license~ compliance with approve'd
backfits may be accomplished by
voluntary commitment. but that tht legal
instrument of a rule or order can and
willbe used ifnecessary.

The proposal to amend 10 CFR Part
50. Appendix 0 is necessary ta conform
Appendix 0 ta the final rule. The
amendment provides that information
requests to the approval holder
regarding an approved design shall be
evaluated prior to issuance to ensure
that tht burden to be imposed on
respondents is justified in view of tht
potential safety significance of the issue
to be addressed in thc requested
information. Each such evaluation
ptrlonned by tht NRC staff shall be in
accordance with 10 CFR 50W[f) and
shall be approvedby the Executive
Director for Operations or his designees
prior to issuance of the request.

Section 2204 is amended to tnsure
that any order for modification of a
license invelving a backfit is subject to
the provisions of the new 5 50.109.

Coinmissioner Asselstine and
Commissioner Bcmthal disapprove this
final rule. The separate views and
comments of Cammissiontrs follow.

Separate Statement of Chairman
Pails dino

Desirc -., '.true as Chairman. I have
scu-ht a near system of backfit controls
for NRC that would ensure that a backfit

~ is analyzed and that an explicit
judgment of its safety and cost
.onscquencts is made. This new rult
ines just that.

Although a previous version of an
NRC backfit rulc has been on the books.
it has rarely been followed. In addition.
documentation in too many cases has
been nonwxisttnt or inadequate to
identify and justify the safety and cost
consequences of past NRC-imposed
backfits.

The steps to this new backiit rule
nave been deliberate and. I believe.
thorough. In 1983 we issued a policy
statement announcing intcnm backfit
controls cnd our intent to canauct

security, rettsrdtess oi the tmplememstion
costs. On the othsrhsnd. the standard ts oat

rulemaking to establish a new backfit
rule. 48 FR 44173 (1983). At the same
time. we published an advanced notice
of rulemaking solidting public
comments on various proposals for thc
long-term management of the backfitfing
process, both plant-specific and gentric.
48 FR 44217 (1983). In November 1984,
we published a notice of proposed
rulemaking. seeking public comment on
an NRC proposal and on a number of
specific questions designed to elicit
public viewsun significant issues and
alternatives. The Commission held a
number of public meetings on
backfittiag. and received the advice of
tht Regulatory Reform Task Force and
senior agtncy offidals.

Tht rule that emerged is a good one.
Contrary to the claim of Commissioner
Asselstine. the rult is not designed to
stymie rtgulation. What the ruie
requirts is an analysis and an explicit
judgment that a proposed safe'ry
requirement Is justified. A Commission
concerned about the protection of public
health and safety-which tlds
Commission is, Commissioner
Asselstine's comments
notwithstanding-will find ample
freedom to make sound safety decisions
based on analysis. Further, the rule
provides that its requirements do not
apply lfa proposed safety measure is
needed to assure compliance with NRC
requirements or protection against
imminent public risk,

lt seems somewhat late in the day for
a Commissioner now to argue for the
first time that this backfit rulemaking.
which we initiated almost twa years
ago. fs unnecessary. To my knowledge.
when we started. all Commissioners
agreed that our experience under tht
existing NRC backfit rule had not been
satisfactory and that backfit controls of
some sort were needed. The dedsion to
incorporate controls into a rule will
mean that the Commission can be held
accountable in th'e future for how it
implements those controls. Further, the
decision to adopt a rule also means that
modificatians of the controls will
involve public participatio.

Similarly unfounded Is Commissioner
Asstlstine's criticism of the backfit
standard in this rule. The Commission
gave considerable attention to thc
standard during the rulemaking and
adopted the following explanation of
"substantial increast- ln protection of
health and safety:

Subsisniisl means -important or sigaiiicsn
in c lsrtte amount. extent. or degree." Under
such s standard. the Commission would aai
ordinarily expect thai ssftiy improvements
would be rsquiipd as bsckfits which result in
an insizaificant or small bensfit to public
hssiih std ssleiy or ihc eommoii*fsnse an

intended io be ioisiprsisd in s manner ihsi,
would rssutt io disapprovals of worthwhile
safety or secuniy improvements having cosis
that tie iiisufisd in view o( ihs tocressed
proiecitoa that would be provide*

I do nat believe that this standard can
reasonably bt criticized as "intended to
block ntw saftty requirements."

Commissioner Asselstine simply
ignores the words of the rule whtn he
contends that it requires a backfit
analysis that is skewtd against new r

safety requirements. Section 5L109(c)
provides that "any... information
relevant and material to the proposed
beckfit" may be considered in the
tna)ysis and. thus. taken inio account in
the safety decision. This language
provides. in my judgement. ample room
for Commission reliance on. among
other things. thc cxpertist of its staff to
supplement other analytical tools in
order to provide an adequate basis for a
particular bsckfit decision.

In response to Commissioner
Bcrnthal's statement. I am disappointed
that we cauld not agree on haw to apply
bcckfit controls to future rulemakings. I
believe that our differences are really
very smali

Modifications to plants or plant
procedures can result from new or
modified NRC requirements adopted by
rulemsking. Thertfort, future
rulemakings should be covered in
principle by backfit controls. The
alternative would be a system where
plant specific backfits are analyzed and
documented but generic rule backfits are
not. Such an alternative would leave a
significant area of backfitting lormally
uncontrolled without apparent reason.

Moreover. I believe that the
Commission would be creating
questions without apparent answers if it
chose to control plant specific backfits
by a backfit rule and generic rule
backfits by internal agency management
and guidance. By subordinating gentnc
rule beckfits to internal agency
managtmtnt for the stated reason ol
preserving "flexibility."the Commission
could be seen as sending the message
that it does not wish to be htld
accountable for the application of
backfitting controls to future
rulemakings. This outcome could well
servt to undermine the agency's eflorts
to manage backfitting.

Apphcation of tht backfit rule willnot
result in the Commission making
unsound safety or backfit dccisians in
future rulcmakings. The main thrust of
the backfit cult is to apply analysis.
including analysis of costs. before a

d bsckfit is imposed The rule only
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requires analysis of "such... factors as
may be appropriate..." The derisional
standard is only that the costs of the
backfit be -justified in view of the
protection to public health and safety
afforded by the backfit." Further. as
noted earlier. the rule provides that its
requirements do not apply ifa proposed
safety measure is needed to assure
compliance with NRC requirements or
protection against imminent public risk.
Thus. the backfit rule provides sufficient "

flexibilityfor the Commission in future .

rulemakings.
Finally. the Commiskion can suspend

the backflt rule in a futur~ rulemaking if
there is good reason. Thus. while it is
our intent that this rule apply to
backfit ting that arises from future
rulemaking. the final judgment on this
issue willrest with the Commission. Ifit
believes that there is good cause. the
Coinmission could state, in the notice of
proposed rulemaking for a future rule.
that it was proposing not to apply some
or all of the provisions of this backfit
rule and request public comment on the
underlying reasons. If. afler considering
public cominents. the Commission finds
good cause. it can so state in the notice
of final rulemaking.

I concur in the views of
Commissioners Roberts and Zech.

Comments of Comndssioner Roberts and
Coinmissioner Zech

Safety is paramount to the execution
of our mission. We believe that the
backfit rule is entirely compatible with
and supportive of this principle.
Unmanaged. uncoordinated and
inadequately analyzed backfits. on the
other hand. are not. There is nothing in
the backfit rule which would stand in
the way of a Commission action which
is needed to protect the public health
und safety or in the way of the adoption
of policy changes which a majority of
the Commission believes are warranted
in the circumstances.

W ~ believe that in the execution of
our mission to provide reasonable
assurance that the public healtji and
safety are protected. we must have in
place criteria and a system for the
timely application of justified changes in
regulatory requirements. The soealled
backfitting regulation which has been in
place for many years has not completely
sat!sfied this need. Although it
established a broad standard. it did not
also provide for a system to assure that
backfitting decisionmaking to apply the
standard is done in a disciplined.
systematic manner. The regulatory
system needs a backfilling rule which is
complementary to our overall regulatory
mission and which is practical to
implement. Our chief reason for voting

to adopt this backflt rule is that it
provides for a disciplined and
formalized review of regulatory
requirements to assure that there is a
rational basis for modifications to a
nuclear power plant. The rule. along
with its explanatory statement. also
provides guidance and direction to the
staff regarding backflt management and
control. This disciplined approach to
backfltting will,in our judgment.
improve the overall effectiveness and
certainty in the regulatory process. thus
enhancing our regulatory mission.

Discipline and management of
backfitting do not mean that safety
actions which are justified willbe
obstructed. or that the Commission will
not continue to have the discretion to
adopt policies and rules which It
believes willserve to enhance the
protection of the public health and
safety. Instead. they mean that attention
and priorities willbe focused on areas
where action ls justified to carry out our
regulatory responsibilities. Inadequately
managed and controlled backfitting. on
the other hand, provide no assurance
that modifications, individually and
collectively, are in the best overall
interest of protecting the public health
and safety.

We have carefully considered the
views of our dissenting colleagues. and
although we respect them. we see the
matter quite differently. As we have
noted. we believe that this backfitting
rule serves a vital regulatory need. We
see no reason why the important subject
of rulemaking which may involve
generic backfitting should be excluded
froin coverage. It is true. as one of our
colleagues points out. that rulemaking is
subject to the procedures in the
Administrative Procedure Act. It is also
correct that we have in place a
Committee to Review Generic
Requirements (CRGR) and have
informal practices which, in their
totality may, in an individual case, serve
the purpose of the rule ifeverything falls
into place properly In a rulemaking
proceeding. The chance of this
happening. however, is not to us an
acceptable substitute for the system
which is being put in place as a matter „,

of overall Commission policy in the
backfitting rule. And even assuming
that. under its present charter and under
its incumbent chairman, the CRGR did
cover all of the elements of the
backfitting rule. this is not the
equivalent of published Commission
policy which states the applicable
criteria and procedures. The policy and
system which are set forth In the backfit
rule provide a much sounder foundation
for Commission controiaver future

rulemaking requirements than relying
exclusively on existing procedures.

We believe that the procedural
requirements of the Administrative
Procedure Act and the functions of the
CRGR are compatible with the
objectives of the back!it rule. However.
we also believe that application of the
rule to rulemaking is necessary to assure
consistent application of the.backfitting
policy under a prescribed uniform
system. regardless of whether a
proposed change is generic or plant
specific.

The APA does not provide such a
system. but does. of course. provide for
the important procedural requirement of
assuring that there is adequate public
notice and opportunity to coinment. This
does not provide the assurance needed
that the substantive matters covered in
the backfit rule willbe considered either
by the staff or the Commission in the
Commission's rulemaking deci! Ion.
There is no requirement for anyone to
participate in a rulemaking proceeding.
and even for those who choose to
participate. there is no provision to
assure that there willbe systematic and
comprehensive coverage of backfitting
Issues. Indeed. R appears unusual for
either the staffs recommendation to the
Commission or for the final rulemaking
decision to address In any detalL Ifat
alL the application of new requirements
to existing licenses and applications. A
rulemaking proceeding which meets all
of the procedural requirements of the
APA would not necessarily as!ure that
the subject matter in the backfit rule is
indeed covered. This is not surprising
because the objectives of the APA and
the backfit rule are. as noted.
fundamentally different. Furthermore.
we are not able to distinguish. for
purposes of the objectives of this
backlit ting rule. between backfitting
modifications which are imposed by
individuals in specific plant-by plant
situations and modifications which are
imposed by a change in a regulation In a
rulemaking proceeding. In each instance
a disciplined system should be followed
to assure that the backfit is fully
understood and justified in terms of its
safety relationship and its related costs.

Ifthe backfitting policy and system
are sound and are needed. as we believe
they are. the straightforward way to go
about dealing with the backfit problem
is to publish a Commission policy. This
is what the backfltting rule does.

We do not share the concern of our
dissenting colleague regarding the
litigative risks because rulemaking is
covered. We are informed that that risk
should be minimal. But regardless of
whether it is or it Isn'. if the rule is
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needed. iflt makes sense. and lf it is a
responsible regulatory action on our
part. we should be prepared to defend
our decisions in its application.

In summary. we support fully the
back(it rule. including its coverage of
rulemaking. The rule willbring
discipline and accountability to the
imposition of plant modifications by the
Cominission by, establishing criteria and
a system for rational decisionmaking.
Without any question. we believe this
approach willenhance the qua! ity of our
mission to assure that the public health
and safety arc protected in our licensing
and regulatory requirements decisions.

Separate Views of Comadssioaer
Asselstiac

In adopting this backfitting rule. the
Commission continues its inexorable
march down the path toward non-
regulation of the nuclear industry. In
two previous decisions the Commission
found acceptable the present level of
risk of a severe accident at the most
highly populated site foran operating
nuclear plant in this country. See.
Consolidated.Edison Company of¹w
York (Indian Point. Unit No. 2), CU 85-8,
21 NRC 1043 (1985). The Commission'
decision was made without an adequate
explanation or rationale: it was made
without an adequate analysis of the
issues: and it was made by ignoring the
enormous uncertainties in our methods
for estimating risks. The Commission
then extended that decision to all
nuclear plants through its Severe
Accident Policy Statement. Sce, "Policy
Statement on Severe Reactor Accidents
Regarding Future Designs and Existing
Plants." 50 FR 32138 (August IL1985).
This backfitting rule is another part of
the Commission's withdrawal from
active regulation of the industry.

The Commission's rule in effect says
that nuclear reactor risks are so
acceptable and so weil understood

that'he

burden of proof for lowering the risk
to the publicmustbe placed on the
proponent of Improved safety even if
that proponent is the Commission itself.
This optimistic view of the risks posed
by nuclear power plants is unjustified.
The Commission's adoption of this rule
is truly an unprecedented step m the
annals of mgulation. I can think of no
other instance in which a regulatory
agency has been so eager to stymie its
own ability to carry out its
msponsibilities. Indeed. the adoption of
this rule is the most compelling evidence
to date of the Commission majority's
open hostility to the regulatory mission
of this agency.

I do not believe that them is a need
for a formal Cominissioa regulation
restriming the Commission's ability to

requim safety improvements for nuclear
power reactors. Myopinion is shared by
our reactor safety technical staff.
including the Commission's chief safety
officer. Thc Coinmission's purported
reason for promulgating this rulc is to
add "discipline" to the backfitting
process. The Commission can add
discipline to the backfit ting process
without at tbe same time unnecessarily
limitingits own discretion to iinposc
new safety requirements by fettering
itself with thjs rule. Further. by adding
layer u pon layer of procedures to the
backfitting process the Commission has
created ~ lawyer's paradise in which
litigation over procedural Irmgularities
may hamper the Commission's ability to
impose needed safety requirements.

Even if( felt that a backfit tule were
appropriate. I would not support a rule
as poorly thought out as Is this one. This
rule sets a threshold standard for
improvements to safety which Is much
too high given our present
understanding of risk and the
uncertainties associated with our
metho'ds ofestimating risk Further, the
factors to be considered in determining
whether a backGt should bc imposed are
skewed against imposing new
requirements. In addition. the.
Commission's determination of risk In
the cost-benefit balance ls to be based
on unreliable risk analyses.

The consequence of this rule is to limit
the NRC staffs and even the
Commission's ability to identify and
correct safety weaknesses at the nuclear
power planta In operation and under .
construction in this country. As a result.
these weaknesses are likely to persist
until they cause serious operating events
or accidents which pose a dimct threat
to the health and safety of the public.
This rule. then. further ensures a
continuation of the piecemeaL reactive
approach to safety which has been
responsible formany of the failures of
the past. By this step, the Commission is
moving in the wrong direction-a
dimction that vrllllikely result in further
serious operating events. more
accidents, and a lower level of safety
than that achieved In many more
forward.thinking countries in the world.
I discuss each of my reasons for
opposing this rule in more detail below.

The Nature of tbc BackGt ting Problem
When asked to describ the

backfit ting problem. most ofour
licensees point to the substantial
number of hardware modifications.
procedural changes and human factors
improvements which have been required
by the NRC Ia recent years. The bulk of
these ncw requirements can be traced to
three sources: the Commission's fire

protection rule: its rule requiring the
environmental qualification of electrical
equipment: and thc Commission's
response to the Three Mile island
accident. It ls worth noting that each of
these broad safety initiatives was
adopted by the Commission itself in
response to the identiGcation of
signiGcant areas of safety vuinerability
within the industry.

Typically. the industry does aot
challenge the need for improvements in
firn protection or the need to assure that
safety. related electrical equipment will
be able to function under serious
accident conditions. Nor does the
Industry deny the need to address the
numerous safety weaknesses brought to
light by tbe Three Mile island accident.
Rather. the industry largely focuses its
criticlsins on the process used to
translate those broad areas of needed
Improvccnent into specHic modification "'o

plant hardware. procedures and
operations.

The industry raises five spcciGc
complaints. FirsL our licensees argue
that new requirements often fail to
define dearly what ls expected of the
industry. Second. they contend that the
bnplementation of these requimmcnts-
the process by which morc general
directives arc translated into specific
inodiGcations —is not well managed. In
support of this argument. the industry
points to some past failures in
documentiag proposed modifications. in
ensuring consistency in making plant-
speciGc implementation decisions. in
providing effective management
oversight of plant. specific decisions. and
ln providing a fair opportunity to appeal
objectionable staff proposed
modifications. ThirtLour licensees
assert that speciTic p'lant modiiications
are proposed by staff members who
have a siagle narrow area of interest.
and little consideration is given to the
overall safety impact of the proposed
change. Fourth. the inductiy argues that
the staff's implementation process all
too often fails to provide a final decision
froin the staff on the adequacy of the
licensee's efforts to comply with a
requirement until ofter the licensee has
made the modification to its plant. This
process. they contend. exposes the
industry to second guessing by the NRC
staff and sometimes leads to making
repeated modiiications to address the
same problem. Finally. the licensees
argue that the Coaunission sometimes
adopts arbitrary and unrealistic
deadlines for the implementation of new
requirements. More than anything else.
these complaints focus on the
management of the backfitting process.
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ln the literally thousands of
backfitting decisions made by the NRC
over the past several years I am sure
that some examples can be found to
support each of these complaints.
However. I believe that each of the
industry's valid concerns is addressed
by the administrative backfilling
management improvements alreaify
adopted by the Commission.

IVhyARuleP
'he

Commission cIaims that this rule
is necessary to provide a "management
process" for the adoption of Commission
regulations and staff interpretations of
those regulations. Implicit in the
Commission's explanation of this rule is
a feeling on the part of the Commission
that it is necessary to add discipline to
the bsckfitting process. The Commission
never clearly explains why ifadded
discipline ls necessary they must embed
that discipline or management process ~

in a formal agency rule. The
Commission also refuses to explain the
connection between discipline and the
necessity for a substantial threshold that
must be surmounted before safety can
be improved. Further. the Commission
never adequately explains why it cannot
accomplish improved management of
the backfitting process without at the
same time fimitingits own discretion to
require safety improvements by
requiring that Commission rules comply
not only with the Administrative
Procedure Act. but also with this rule.

By choosing to adopt this rule the
Commission adinits failure. The
Commission admits that it has been
incapable of solving administratively
whatever problems it sees with the
management of the backfit ting process.
By adopting this rule. the Commission
says to the world that 0 so mistrusts its
own ability to act in a sensible manner
and it so mistrusts its ability to control
the NRC staff that it must have a formal
rule which limits the Commission's
s.»cretion and which can be used as a
bludgeon to control the staff.

The Crony of this all is that the
administrative actions taken by the
Commission to formaiize the backfitting
process have already been successful in
srlding discipline to the process and in
addressing the valid concerns of the
industry. A senior officialof one of the
utilities mvolved mast actively in the
backfit debate recently told ine that
when his company first expressed its
concerns about backfitting all it wanted
was to get NRC management to pay
attention to backfitting problems. The
company simply wanted a brief written
siaiement for each praposed backfit
describing the proposed change and the
NRC staff's reasons for requiring the

change. together with the right to appeal
to upper NRC management the decisions
being made at the lower levels af the
NRC staff. Their objective. this official
said. Is already being achieved by the
Commission's internal management
directions to the NRC staff.

Whatever "backiitting problem"
exists is really a management problem.
The Commission's statement of
considerations acknowledges that. And.
the problem is being corrected
independently of this rule. Why then
must this rule be promulgated without
delay? Apparently it is because the
movement to put in place a backfit rule
is much like an avaianch-once it starts
rolling it cannot be slowed down or
changed in course.

Lowyer's Paradise

By embedding the Commission's
backfit management process in the form
of a rule. the Commission has chosen to
formalize a process which ought to be a
purely internal management tool. In

. doing so. the Commission has imposed
upon itself a particular management
process as a legal requirement which
cannot be ignored. adapted to
circumstances. or changed without once
agah going through formal rulemaldng
procedures. The rule provides a myriad
of opportunities for licensees to invoke
procedural irregularities ln challenging
the Commission's rules and its
backfitting decisions. The rule lends
itself readily to being used as ~ delaying
tactic by uncooperative licensees. and it
has the potential for hamstringing the
Commission's ability to impose needed
safety improvements while the legal
wrangling goes on and on and on.

The Commission's decision to include
Commission rulemaking within the
coverage of the backflt rule I~ an
excellent exemple of the
overproceduralization of the backfit
process. The Administrative Procedure
Act and cases interpreting it set out
requirements for rulemaking. Interested
parties are given an opportunity to
comment on the proposed agency action
before it goes into effect. The
Commission must then take those
comments into account before
promulgating a final rule. The courts can
then review Commission action and test
it for reasonableness and rationality.
The Commission wishes to add on to
these legal requirements a very high
standard or threshold the Commission
must meet before it can institute safety
improvements. Further. the rule requires
a strict cast. benefit balance. something
the courts have not found is required by
the Atomic Energy Act or the
Administrative Procedure Act. Contrary
to Chairman Palladino's assertion. the

Commission cannot decide whether to
follow these new. more stringent
requirements in individual rulemaking
proceedings on a case.bywase basis.
This regulation now becomes binding on
the Commission. and must be followed
in all future rulemakings.

In addition to this. the backfit rule
applies to staff interpretations of
Commission tales. By the rule's literal
terms. any staff interpretation of a
Commission rule would also have to
meet the requirements of the backfit
rule. Thus. the Cominission would be
required to meet a high threshold and
perform a cost-benefit balance for ahy
rule it issues. and the staff would then
have to again meet the saine high
threshold and perform a new cost-
benefit balance before it cauld interpret
that rule. That is absurd. but that is
what the rule appears to require.

Even ifrulemaking were not to be
included within the scope of this rule,
staff interpretations of Cominission
rules would be. This presents an
interesting dilemina. The Commission's
1985 Policy and Planning Guidance
states: "The Commission intends to shift
its regulatory emphasis away from
deta0ed, prescriptive requirements
toward performance criteria." See.
NUREG-0885 Issue s. 'VS. Nuctear
Regulatory Commission Policy and
Planning Guidance 1985." This means
that new rules willtend to be general in
nature. It is difficultfor safety reviewers
and inspectors to review and inspect
generalities. They need to develop
positions on acceptance criteria.
hardware requirements. applicable
quality assurance provisions. technical
speciTications. etc. The rule would
require that these interpretations meet
the requirements of the backfit rule.
Thus. ifruleinakings are outside the
scope of the backfit rule, but
interpretations of those rules are nat. it
may create a situation where the staff
cannot adequately interpret the rule
because the interpretations would not
meet the backfitting requirements. even
though the Commission's rule has been
otherwise legally promulgated.

Ifthese are the results the
Commission intended. then the
Commission's backfit rule makes no
sense whatsoever. If this is not what the
Cominission intended. then the
Commission should make that
absolutely clear. Such ambiguities do
nothing but provide fodder for litigation.
These problems illustrate further how
poorly written and how poorly
explained is this rule. These are the
kinds of issues one should not have to
inske guesses about.
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It is interesting to note that my
colleagues constantly complain about
the length and over-legalization of the
licensing process. often arguing that
-ere are too many procedures and that

me process is too formal. Yet. those
same Commissioners who want to make
inc licensing process as simple end
informal ac possible have here added
layer upon layer of procedures to the
backflttlng process. In fact. they have
added procedures far beyond those
which are legally required. and in the
process have added new oppqrtunities
for litigation.

Barrier ta lmpnn'ed Safety
The Commission's rule seta up e

threshold standard that the Commission
—..ustmeet before it can adopt new
safety requirements. Under this rule. the
Commission cannot reduce the
radiological risks to the public unlesc It
first determines that a proposed safety
Improvement provides a "substantial
increase in the overall protection of the
public health and safety or the cominon
defense end security." Section
50.109(a)(3). Thus. the Conunission
creates a significant barrier to reactor
safety improvements.

The Commission's explanaton In the
statement of conciderations of what It
means by "substantial hcresse" ls so
unclear as to be useless. However. an
indication of what the Commission
really intends can be found in the
Commission's recent Indian Point
decision. 21 NRC 1043. In that

roceeding. the Comndcsion's technical
sff and licensing Board urged the

.~mmisclon to require a set of safety
improvements for the reactors sited at
the most highly populated locations in
this country. Upon learning that those
Improvements only cut the ncks to the
public in half, the Commiscion rejected
them as not providing a -subctanUel"
Increase in protection.21 NRC1043.

I would prefer a standard which does
not set such a high threshold for the
iinposition of safety improvements. In
fact. I proposed such a standard. Under
my proposed standard the Agency
would require improved safety upon a
determination that a proposedmeasure
provides a net Increase in the protection
of the public health and safety and that
the costs of this improvement are not
incommensurate with the increased
protection, This standard would allow
more improvements in safety than
would the Commission's standard but
would still exclude proposed changes
which would result in only trivialsafety
improvements. The Commission rejected
ibis standard because it does not
present a high enough barrier to block
new safety requirements. Apparently,

the Commission is interested in more
than simply bringing discipline to the
bsckfiitting process. Rather. It is really
Interested in tying Its own and the staffs
hands<a restrict the number of safety
Improvementa Ifthe Commission really
only wanted discipline and sound
thinking to be brought to the backflttlng
process, it would not feel the need to
propose such a stringent threshold for
safety improvementL

Tipping the Scale Against Safety
The rule speclfies nine factors that

"are to be used es balancing
mechanisms in the declslonmakfng

rocess for backfit ting". See, $ 5L109(c)
or list of factorL lfone cuts through the

extraneous matterin that section of the
rule, one findc that the Commission
requires coat beneflt analyses to be
performed on all proposals for backfits.
Of course. In cost. benefit analyses the
bottom line depends on whet factors,
one chooses to put on the scale.

Not aaUsfied that a high threshbld
standard willsufficiently limitthe
number ofbackfits. the Commission has
also decided to stack the coat-benefit
balance. The only benefit the
Commission Is able to Identify as being
appropriately considered in decisions on
whether safety should be improved Is
the "potential change In the risk to the
public &om the accidental off-site
release of radioactive material" Section
50.109(c)(3). Risk is typiceuy defined as
the probability of an accident mulUplied
by the consequences. with the latter
expressed as the collective dose to the
pubuc (person.rem). However. even here
the Agency'a typical practica Is to ignore
societal doses beyond ~ 50 mile radius.
As calculations of accident
consequences indicate. thh procedure
captures less than half of the health
consequences of core meltdown
accidentL

The Commission refuses to include
among the "balancing factors" the
averted costa of off.site property

'amage resulting from radiological
releases. The Commission does not
seem to realize that core meltdown
accidents can contaminate off-site
property to hazardous radiation levels
end that there is a real benefit in
preventing that from occurring. Averting
the necessity to decontaminate such
property is a real benefit of backfits
which lessen the likelihood ofoff site
releases of radioactive materials. Since
these costs in some instances
substantially exceed the monetized
value of averted health effects resulting
from accidents. the Commission has no
defensible basis for omitting from the
"balancing factors" off.site property
decontamination costa.

The Commission also rejects the
inclusion of the benefits derived from
averting damage to the plant itself. The
TMI-2accident. which apparently did
not result in extensive melting of the
reactor core or substantial offsite
releases of radioactivity, resulted in
billions of dollars in plant damage. plant
clean up and power replacement costs.
The Commission' rule fails to recognize
that preventing such costs has a public
benefit. The Commission chooses to
ignore averted replacement power costs
associated with safety improvements

'hatprevent accidents. However. in
order to inflate the coctc aide of the
equation which weighs against
backfitting. the rule requires
consideration of the replacement power
costs for the facilitydowntime
associated with Implementing a backfiL

At the same time the Commission
ignores the benefits of backfits. the
Commission tries to inciude every
conceivable "cost" of the backfit In the
balance. The rule includes coats such as
Installation and other costa associated
with physically changing the plant: the
cost of facilitydowntime.e.g.
replacement power costs, etc the cost of
construction delay, and. radiological
impact on facilityemployees. The
Commission has even thrown the cost to
the NRC (resource burden on the NRC)
into the balance. Obviously this stacking
of the deck against safety Improvements
indicates once again that the
Commission is interested in more than
just adding discipline to the backfitting
procesL

The Commission majority tries to
argue that the balance of costs and
benefits Ic not slanted because other
benefits beyond those enumerated in the
rule can be considered. Their own
actions contradict this argument. In
adopting this rule, the Commission
majority expressly rejected proposals to
Include additional hea! th and safety and
economic benefits of proposed backfits
that would have resulted in a fair and
even-handed consideration ofall
relevant costs and benefits. Given its
own actions. the true intent of the
Commission majority is beyond doubt.

Reliance on Indefensible Analyses

The Commission's rule places great
reliance on ProbabilisUc Risk Analyses
(PRA's). In determining the "change in
risk" as required by this tule. the
Commission intends to rely on the
bottom. line results of PRA's.
Unfortunately. numbers produced by
these analyses amount really to only
estimated guesses: yet. the Commission
intends to rely heavily on these
numbers. which nearly all PRA
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practitioners agree are unreliable. in
determining whether to require
improvements in safety.

Preparation of a PRA requires that the
analyst calculate the core meltdown
probability. Given a particular core
meltdown scenario. the analyst must
then calculate the containment failure
mode. the quantity of radioactive fission
products released from the containment
(the "source tenn-). the dispersion af the
fission products in the atmosphere and

'inallythe radiation doses to the public.
The calculated probabilities from all of
thc above are multiplied by thc
aggregate doses to the public. This is the
risk to the public.

To calculate the change in risk as
required by this rule. the analyst must
first calculate thc risk to the public
before a proposed safety improveinent is
implemented, and then calculate the risk
assuming the improvement is made.
Unfortunately the necessary
calculations cannot be made based on
data. and scientHically accepted
principles and methodologies. Because
of major inadequacies in the data base.
because of the vast complexity of
nuclear plants; because a tremendous
number of assumptions must be mtide.
because all contributor to risk cannot
be quantified and because core
meltdown phenomena are poorly
understood. no one calculation of risk
yields a remotely meaningful value of
risk l discussed the meaningless nature
of these risk estimates in more detail in
my separate views on the Severe
Acciaent Policy Stataaient.

Our experience with the Davis Besse
plant provides an excellent example of
the inadequacies of PRA's for truely
predicting nsk. lt also illustrates the
snoricomings of a system which relies
heavily on strict cost benefit balances
for making decisions on safety
improvements. The Davis Besse plant
:.u~ one of the most (ifnot the most)
. -.iehab!c emergency feedwater systems
(EFS) of any nuclear plant in this .
country. The NRC staffhas been trying
to require Davis Besse to upgrade its
EFS reliability. However. for the last
several years. the licensee has been
using reliabilityand cost benefit
analyses to argue that substantial
upgrades should not be required. Two
independent reliability analyses (one by
the utilityand one by the NRC staff)
were performed on the EFS at Davis
Bcsse. The resu)ts of these two studies
differed by a factor of 100 in their
estimate of the reliability of the systems.
The studies also differed on what was
the most cost. effective way to upgrade
the system. The utilityargued that its
cost. benefit analyses showed that only

some lowwost minor changes were
justifiable while the staff argued that its
cost benefit analyses sup ported more
significant modifications. Because the
Commission-required cost-beneBt
analyses could not demonstrate the
necessity of a particu)ar way to upgrade
the EFS reliability, the staff could not
require a substantial upgrade of that
system even though the plant continued
to operate with an unreliable but crucial

'afetysystem during the several years
of the PRA debate between the staff and
the utility.

The June tL 1985 Davis Besse event
demonstrated that the PRA analyses
were wrong. Davis Besse had ~ loss of
all feedwater that involved the failure of
14 separate pieces of equipment. (See,
NVREG-1154. "Loss af Main and
AuxiliaryFeedwater Event at the Davis-
Besse plant on June 9.1985"), The event
led the Agency's chief safety officer to
observe: "lbelieve that the recent
Davis.Besse event illustrates that. in the
real world. system and component
reliabilltles can degrade below those we
and the industry routinely assume In
estimating core melt frequencies." (See
memorandum from Harold LDenton to
William J. Dircks. dated June 27, 1985).
Further. it appears that the steam and
fecdwater rupture control system had a
significant role in causing the loss of
emergency feedwater. Yet that system
was not even inc)udcd as a possible
contributor to the unre)iabi)ity of the
emergency feedwater system in either of
the independent reliability studies.
Despite this clear evidence of the
weaknesses in PRA studies and their
potential for manipulation and
distortion. the Commission persists in
using them and in requiring their use by
the staff in this ru)e as the basis for
deciding on safety improvements.

Although this rule willhave a
negative impact an all aspects of the
Commission's reactor safety activities.
its effects are likely to be greatest in the
area of improving human performance.
Recent operating experience indicates
that roughly half of all significant
operating events can be traced to
inadequate human performance in such
areas as reactor operations. surveillance
testing and maintenance. A number of .
the Commission's post-TMI
requirements have focused on huinan
performance. but recent operating
experience demonstrates the need for
further improvements in this area.
indeed. virtuallyall members of the
Commission have advocated further
measures to improve the qualifications.
experience and training of plant
personneL Specifically. members of the
Commission have spoken in favor of

increasing the engineering knowledge
and skills of plant operators and
requiring the use of plant reference
simulators for operator training and
testing. Common sense and sound
engineering judgment tell us that such
measures willhave a positive effect in
improving plant performance. Yet. it will
be especially difficultto assess how
such proposed requirements willreduce
the risk of a core'melt accident which
might result in harm to the public. Thus.
the practical effect of this rule willbe to
thwart the efforts of the NRC staff to
develop new safety requirements in the
area ofhuman performance where such
requirements could be of the greatest
safely benefiL

Ignoring Uncertainties

The Commission also fails to deal
with the huge uncertainties associated
with the risks of nuclear reactors. The
actual risks could be up to 100 tiines the
value frequently picked by the
Commission. One would think that the
uncertainties about the level of safety
achieved at the operating reactors
would have a bearing on whether
reactor safety should be iinproved. I
proposed that the Commission articulate
its expectations on the handling of
uncertainties in the backfitttng
decisionmaking process before allowing
this ru)e to become effective. The
Commission rejected my proposal.
There is no reference in this rule to
uncertainties in reactor risks or to how
uncertainties are to be factored into
safely decisions. The Commission's
~1lence simply reaffirms its practice of
ignoring the enormous uncertainties in
nuclear risks when deciding whether to
improve the protection of the public
health and safety.

Sclecli ve Application of ihc Rule

The Commission's stated manner of
applying this nde is also troubling. First.
according to the statement of
Considerations. a licensee may request
an amendment to its license and the
NRC staff is not required to consider
whether the amendment represents a
"substantial increase in the overall
protection of the public health and
safety." However. ifthe NRC staff
wants to amend a license to establish a
more stringent standard. the staff must
first demonstrate that the amendment
meets that backfitting standard. Thus.
the rule stacks the deck in favor of the
industry and against the NRC staff.

But more troubling is the
Commission's apparent intent to apply
this backfit rule with its high threshold
and cost-benefit analysis only to those
new Coinmission requirements which
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are intended to improve safety. Ifone
reads the Commission's tule literally. it
applies to ony change in Commission
requirements. both a change to make
requirements more stringent and one to
relax requirements. Further. the
Commission states in its statement of

nsiderations: "(T)here is no intent on
ine part of the Commission to Include
within the scope of the exceptions (to
the rule) new or modified interpretations
of what constitutes no undue risk to the
public health and safety. In such a case,
the rule applies." Allof this seems to
indicate that the backfit rule applies
across the board to new Commission
regulations and interpretations.

However, the Commission's actions
and rhetoric would seem ta indicate
otherwise. The Commission has been
devoting and continues to devote
considerable agency resources to
telaxing the current emergency care
cooling regulations and the emergency
planning regulations. Fot example. the
staff is developing new and relaxed
(relative to the current staff position)
acceptance criteria for emergency core
cooling systems thai would effectively
allow the licensees to Increase the
power level of the operating reactors.
Likewise. the Commission assigns
resources to work on a tule that would
allow less comprehensive evacuation
planning. Both actiiities involve new or
rnodilied interpretations of what
constitutes compliance. involve a

- tnoditied interpretation of what
constitutes "no undue risk," and do not
fall within any of the exemptions to the
backiit rule. Thus. ifone reads tbe
backfit rule literally. the Commission
must determine that increasing the
power level of reactors and diminishing
the level of emergency preparedness
result In a "substantial increase in the
overall protection of the public health
ena saieiy or common defense and
security." It would take quite a bit af
convoluted argument to find that
relaxing safety standards meets the ~

rule's substantial increase requirement.
Onc can only condude that either the
Commission is wasting resources on
thcsc activities or that it does not intend
to apply the backfit rule to acnons
which relax existing safety standards.

This problem of Interpretation is
another example of bow poorly thobght
out and how poorly written is this rule.
'Ihe Commission should n:ake clear
exactly what is the scope of this rule,
and should revise the rule accordingly.
Otherwise. this apparent ambiguity once
again produces nothing but fuel for
htigation.

Conclusion
'

might be as sanguine as is the
Commission about the current state of
reactor safety. and I might bc wilL'ng to
restrict the Commission's ability to
require safety Improveinents If there
were a dear understanding of the level
of safety already achieved at plants and
ifthat understanding demonstrated that
the potential for severe accidents is
indeed very remote. Unfortunately, the
Commission does not have a clear
understanding of the level of safety of
current reactors.

The Conunission does not knoiv
where we are on the learning curve for
reactor performance. and thete is a
distinct possibility of one or more severe
accidents In the foreseeable future.
Operating experience indicates that a
total loss of a safety system Is not a rare
event. that multiple independent failures
do occur. that there are component and
reliabilityproblems. that operating,
practices are frequently dcfidenL and
that there are a wide range of adverse
systems interactions. The Commission is
r luctant to face these facts and to
demand improved safety because that
might suggest to the public that the
existing teactors are unsafe and might
hinder the further development of the
nuclear industry.

In my view, another severe accident
may well bring to a halt further
development of the nuclear industry
and. ifpeople are injured, may
jeopardize continued operation of
existing reactors. The Commission has
said there is about a 50-$0 chance of
another severe accident in the next
twenty years. The Commission finds
that risk so acceptable that it can now,
through this tule. put roadblocks in the
way of further safety improvements. I
find the Coinmission's actions to be not
only unwise but harmful to the public
interest and potentially hazardous to the
public health and safety.

The Commission willnext turn its
attention to the forth and final action
that willcomplete the framework for
deciding whether the NRC and the
industry willpursue safety issues before
acddents occur, Le. the Safety Goal
Policy Statement. That willbe the final
opportunity to come to grips with the
pivotal issues the Commission has
steadfastly avoided over the la'st se'veral
years. As I wrote in my separate views
on the Severe Accident Policy
Statement. n is encouraging that there
appears to be an emerging consensus
within the NRC senior technical staff
and within the ACRS in favor of safely
in:provements to reduce severe accident
risks. However. It is dismaying that the
Commission. having lost all sight of the

broadest lessons learned from the TMI-
2 acddent. bas chosen to hinder
enhancing the protection of the public
health and safety through this backflt
rule.

Views of Commissioner Bernthal
I had fullyexpected to support the

Commission's final rule on backfrt ting.
Unfortunately. an eleventh-how
decision by the tnajoiity has added a,
destructive provision that at best can
only confuse the public and our
licensees by its misrepresentation of tbe
role and options of the Cominission in
rulemaking. at worst It contains the
seeds for rulemaking chaos, with
litigative risks. unpredictability, and

'engthenedtiinetables that willresult in
more. rather than less uncertainty in the
Commission's entire licensing and
regulatory process. Such a backfitting
rule is surely not in the public interest or
in the Interest of our licensees.

In a word. my principal quarrel with
the tule adopted by the Commission Is
Its inclusion of rulemaldng in the
definition ofbackfitting. Indeed. the
mere idea of imposing its own rule on
the statutory procedures for rulemaking
as set forth In the Adininistratlve
Procedures Act should have given the
Commission majority long pause. to say
the least.

But In its apparent desire to appear to
have voluntarily circumscribed its own
authority and flexibilityfor rulemaking
(when it cannot, of course. ultimately do
so). the Commission has instead chosen
to run the risk of creating new. legally
binding requirements for rulemaking.
requirements which willonly widen the
target for anyone seeking to challenge a
final rule.

it is not even clear just who it is the
Commission believes willbe served by
this action. Far from lending discipline
and order to the rulemaking process.

; what the Commission majority has done
willhelp insure that our often long and
tortured consideration of rules will
become even longer, more tortured. and
more confusing. More ominously. should
a future Cominission find common-sense
public health and safety measures
unduly confused and obstructedby the
backfit rule. It may in frustration choose
simply to begin issuing by order "tules"
that today would be subjected to the
carefuL disciplined process set forth in
tbe Administrative Procedures Act.

The only rationale the majority has
offered for wanting to include
rulcmaking under the backfit rule is to
"discipline- the Commission (i.e to
protect the Commission from itself). If
the Commission is incapable of
disciplining flself in the rulemaking
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process as it stands (what with the
existing Committee to Review Generic
Requirements and the Commission's
incontestable authority and ineluctable
responsibility to instruct the staff). then
I doubt that rule laid upon rule willdo
much to teach the Commission the virtue
of self discipline.

More specifically, the Commission
majority presumably knows that the
backfit threshold criteria applied to
ruleinaking would apply not just on 8
plant. specific basis (which it should be
recalled was the intent of the original
backfitting initiative). but to generic
decisions that may affect dozens of
plants, and in fact to rulemaking on a/I
but procedural matters. rulemaking that
msy or may not have the remotest
connection to what the public and our
licensees normally consider 8 plant
-backfit". The scope of Commission
rulemaking responsibilities thus often
involves broad public policy
considerations. and those
considerations can rise above elements
ss siinple as cost. benefit analysis to
reach issues as fundamental as fairness
snd individual rights. The Commission's
backfit rule. Ifapplied to rulemaking
itself. willthus serve only to trivialize in
appearance and confuse in practice the
many factors to be weighed in
rulemaking.

As one small example of the morass
into which the Commission majority has
wandered. consider (as the Commission
currently is considering) whether there
should be a requirement that radiation
workers be provided their dose records
annually. The -benefit" of this "backfit-
af Commission rules may seem clear.
but it might very well never pass the
cost benefit lest. Indeed. it is difficult to
in:agine s rulc that would involve the
human. factors element of plant
operations. and that would also be
amenable to straightforward cost-
benefit analysis.

Itu!emeking as it exists involves
numeious inherent procedural checks
and balances to insure that each
proposal is carefully considered prior to
adaption. Indeed. rulemaking is the
faruin which provides the greatest
number of checks against arbitrary
action by the Staff or Commission. Much
of the analysis (including cost. benefit)
which the new bsckfitting rule would
require is already done informally
throughout the process of considering
snd adopting new regulations.

If thc Commission wishes to insure
still more structure in the rulemaking
process. structure which could lake into
account every single factor sct forth in
ihe backfit rule and morc. there are
ample means of doing so by simple
internal agencv management. Such

inethods would reaffirm existing
Commission guidelines to the Staff
without opening the door to additional
needless litigation as 8 consequence of
vague new. legally enforceable.
Commission-created rights added to
those already available to all parties
under the APA.

The entire backfit rulemaking wss
undertaken to bring order and
accountability to plant modifications
heretofore soinetimes imposed without
the benefit of systematic evaluation snd
justification. In rulemaking per se. that
objective has always been well within
the Commission'8 grasp-it is. after all.
the Commission that makes rules. For

'oodmeasure. the Commission also has
the Administrative Procedures Act as a
matter of law, and its own Committee to
Review Generic Requirements as a
matter of internal administrative policy
to assist it in carrying out such
considered decision making. Casting the
net of the new backfit rule bver
Commission rule-making (almost as an
afterthought, as it happened in this case)
is thus at best an exercise in pointless
symbolism. and at worst potentially
destructive of the Commission's entire
rule.making process.

Unneeded law is bad law. and
unneeded regulation is bad regulation.
The Commission majority has imposed
on this agency new regulatory
obligations in rulemaking that are not
only unneeded. but which the
Commission majority itself hopes and
trusts willbe of little practical (i.e.
legally enforceable) consequence. To the
extent that this rule willaffect
rulemaking. it will therefore be a bad
rule. In sum. the Commission majority
has inexplicably insisted on fixingnot
only what is. but what ain't broke. I will
not be 8 party to such poor judgmenL

Environmental Impact: Categorical
Exc)us(an,

The NRC has determined that this
final rule is the type of action described
in categorical exclusion 10 CFR
5122(c)(3). Therefore. neither an
environmental impact statement nor an
environmental assessment has been
prepared for this final rule.

Paperwork Reduction Act Statement

This final rule does not contain a new
or amended information collection
requirement subject to the Paperwork
Reduction Act of 1980 (44 U.S.C. 3501 et
seq.). Existing requirements were
approved by the Office of Management
and BudgeL Approve)Nuinber 3150-
0011.

Regulatory FlexibilityAct Certification

in accordance with the Regulatory
FlexibilityAct of 1980. 5 U.S.C. 605(b).
the Commission hereby certii'ies that
this final rule. ifpromulgated. willnot
have s significant economic impact on a
substantial number of small entities. The
affected facilities are licensed under the
provisions of 10 CFR 50.21(b) and 10
CFR 50.22. The companies that own,
these facilities do not fall within the
scope of "small entities" as set forth in
the Regulatory HexibilityAct or the
Small Business Size Standards set forth
in regulations issued by the Sinall
Business Administration in 13 CFR I'art
121.

List of Subjects

)0CFRPort2

Administrative practice and
procedure, Nuclear power plants snd
reactors. hazardous waste.

J0 CFR Port 50

Antitrust. Classified information. Fire
prevention. Incorporation by reference.
intergovernmental relations. Nuclear
power plants and reactors, Penalty.
Radiation protection. Reactor siting
criteria. Reporting and rccordkeeping
requirements.

For the reasons set out in the
preamble and under the authority of the

'Atomic Energy Act of 1954. as amended.
Ihe Energy Reorganization Act of 1974.
as amended. and 5 U.S.C. 553. Ihe NRC
is adopting the following amendments to
10 CFR Parts 2 and 50.

PART 50-DOMESTIC LICENSING OF
PRODUCTION AND UTILIZATION
FACILITIES

1. The authority citation for Part 50
continues to read as follows:

huthorit)e Secs. 103. 104. 16't. 185 183. )85.
189. 68 Slat. 935. 937. 948. 953. 95l. 9 $5. 956. as
amended. sec. 23l 63 StaL 1244. as amended
(42 US.C. 2133. 2134. 2201, 2232. 2233. 2236.
2239. 2282): secs. 201. 202. 2NL 68 Stat. 1242.
1244. 1246. ss amended (42 U.S.C 58ll. 5842.
5846), unless otherwise noted.

Sec. 50.7 also issued under Pub. L9$-601.
sec. 10. 92 SlaL 2951 (42 US.C. 5851). Secuons
5057(d). 40~ 5031. snd 50.92 also Issued
under Puh. L 97%15. 95 Sist. 2071. 2073 (42
Us.c. 2133. 2239). section 50.78 also issued
under see. 122. 68SiaL 939 (42 U.S.C. 2I$2).
Sections 50A&4MIalso Issued under sec.
164. 58 Sist. 9$4. as amended (l2 US.C ~4).
Seciians 50.100-$ 0.102 also issued under sec.

,
186. 68 SieL 9$ $ (42 US.C. 2236).

For ihe purposes of sec. 223. 68 Slat. 958. ss
amended (42 US.C. 2273). II50.10 [4). (h).
and Ic). 50.44. 50.46. 50.4L 5L54. and 50.M(a)
are issued under sec. 16th. 68 SiaL 946. as
~ mended (42 U.S.C. 2201(h)); II 50.10 Ih) cna
Icl and $0.54 are issued under sec. 151(. 68
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Slat.949. as amended (42 US.C 220l(t)): nnd
4 1 Sa55(c). 5089(b). SL70. S0.71. 50.72. 50.73. ~
and 50.78 are issued under eee. 16lo. 86 Stat.
950. as amended (42 US.C 2201(o)).

2.1n 5 5044. paragraph (0 ls revised to
read as follows:

$ 50.54 Condttlons of ffeenses.
0 v ~ ~ ~

(f) The licensee shall at any time
efore exp)ratio)1 of the )icense. upon

"

:quest of the Commission submit
written statements. signed under oath or
afiirmation. to enable the Commission to
determine whether or not the license
should be modified. suspended or
revoked. Except for information sought
to verify licensee compliance with the
current licensing basis for that facility.
1he NRC must prepare the reason or
reasons for each information request
prior to issuance to ensure that the
burden to be imposed on respondents ls
justified ln view of the potential safety
significance of the issue to be addressed
ln the requested information. Each'such
justiiication provided for an evaluation
performed by the NRC staff must be
approved by the Executive Director for
Operations or lds or her designee prior
to Issuance of the request.
u v v ~ ~

3. ln $ 50.109, paragraph (8) is revised.
paragraph (b) is remove* paragraph (c)
is revised and redesignated as (b), and
stew paragraphs (c), (d) and (e) are
added to read as follows:

5 50.109 Bsekflttlng.

(a)(1) Baekfitting is delined as the
modification of or addition to systems.
structures. components. or design of a
facl)ity. or the design approval or
manufacturing license for a facility. or
the procedures or organization required
to design. construct or operate a facility:
any of which may result from a new or
amended provision in the Commission
rules or the imposition of a regulatory' p;sviionmterpreting the
Commfss(on rules that is either new or
different from a previously applicable.
staff position after.

(I) The date of issuance of the
.onstruction permit for the fadlity for
fadlities having construcuon permits
issued after October 21. 1985: or

(ii) Six months before the date of
docketing of the operating license
application for the facility for facilities

- having construction permits issued
before October 21. 1985: or

(iii)The data of issuance of the
operating license for the facility for
fad(it(as having operating licenses: or

(iv) The date of issuance of the design
approval under Appendix M. N or 0 of
this part.

(2) The Commission shall require a
systematic and documented analysis
pursuant to paragraph (c) of this section
for backfits which it seeks to impose.
imposition of a backfit pursuant to
paragraph (a)(4)(ii) of this section shall
not relieve the Comndssion of
performing an analysis after the fact to
document the safety significance and
appropriateness of the action taken.

(3) The Commission shall require the
backfit ting ol a facilityonly when it
determines, based on the analysis
described h paragraph (c) of this
section. that there is a substant)al
increase in the overall protecfion of the
public health and safety or the common
defense and security to be derived &om .
the backfit and that the direct and
indirect costa of ifnplementation for that
facility are justified in view of this
increased protection.

(4) The provisions of paragraphs (a)(2)
and (a)(3) of this section are
inapplicable and. therefore. backfit
analysis is not required and the

'tandarddoes not apply where the staff
finds end declares, with appropriate
documented evaluation for Its finding.
either.

(I) That a modification is necessary to
bring a facility Into compliance with 8
license or the ru)es or orders of the
Commission. or into conformance with
written commitments by the licensee or

(ii)That an immediately effective
regulatory action js necessary to ensure
that the facilityposes no undue risk to
the public health and

safety.'uch

docufnented evaluation shall
include a statefnent of the objectives of
and reasons for the modification and the
basis for invoking the exception.

(b) Paragraph (a) of this section shall
not apply to backflts imposed prior to
October 21. 1985.

(c) ln reaching the determination
required by paragraph (a) of this section.
the Commission willconside~rqw the
backfit should beIpr(ont>itcand
~ chediil ed ln eehi oToater tcgu aiaty
actlv(t(es ongoing at the facilityand. In
addition. willconsider Information
available concerning any of the
followin'gfactors as may be appropriate
and any other information relevant and
fnaterial to the proposed backfit

(1) Statement of the spedfic
objectives that the proposed backlit Is
designed to achieve;

'For ehoec modirieauone whi*aiu lo cneuec chef
thc facilitypoece no undue ric to ehc pubhe health
~ nd eefety and which aec not deemed ln inquire
iinincdiaecly cffcenvc ecgulaioiy eeeinix analyece
~ rc ecqwred: these analyece. however. ehould noh
involve coee cnneidceenone except only ineofee ee
coee eon<nbuece eo aclccting the aotuunn among
venoue acceptable al<cmanvce to cneunng no
unuue neh eo punhe heeuh and eafchy.

'2)

General description of the activity
that would be required by the licensee
or applicant In order to complete the
backqt:

,(3) Potential change in the risk to the
public from the acddental olE-site
release of radioactive materiah

(4) Potential bnpact on radiological
exposure of facilityemployees:

(5) installation and continuing costa,
associated with the back(it. Including
the coat of facilitydowntbne or the cost
of construction delay;

(8) The potential safety Impact of
changes in plant or operational
complexity, including the relationship to
proposed and existing regulatory
requirements:

P) The estimated resource burden on
the NRC assodated with the proposed
backfit and the availability of such
resources:

(8) The potential impact of differences
In fadlity type. design or age on the
relevancy and practicality of the
proposed backfit

(9) Whether the proposed backfit is
interim or final and. it interim. the
ustiiication for Imposing the proposed
ackfit on an interim basis.
(d) No licensing action willbe

withheld during the pendency ofbackfit
analyses required by the Commission's
ruleL

(e) The Executive Director for
Operations shall be responsible for
implementation of this section and all
analyses required by this section shall
be approved by the Executive Director
for Operations or his designee.

4. In Appendix 0 to 10 CFR Part 50. a
new section (8) is added to read as
follows:

Append)x 0-Standardization of
Design; Staff Review of Standard
Designs

6. Information requests lo the approval
holder regarding an appfoved design shall be
evaluated prier to ieeuenee to ensure that the
burden to be imposed on respondents ia
luetfffed tn view of tbe potential safety
significance of the Issue to be addressed in
tbie requested information. Each such
eveiwtion performed by the NRC staff shall
bein accordance with 10CFR 5054(fl end
~ hall be approved by the Executive Director
for Operations or hie or hcr designee prior to
issuance oi the request.

r

PART 2-{AMENDED)

5. The authority citation for Part 2
continues to read as follows:

Aulbority:Sees. 181. 181. 88 Sian 94L 953.
ae amended (Cz US.C 2201, 2231): ece. 191. ae
amcndc*pub. I 84-615. 76 Sfah 408 (42
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U.S.C. 2241): sec. 201. 88 Stet. 1342. as
amended (l2 US.e 5841): 5 US.e 552.

Sec. 2.101 es issued under secs. $252 63.81.
101. 104. 10$ . 58 St 4 1. 930. 032. 932 93$ . 035.
037. 038. es emended (42 U.S.C. 2073. 2092
2092 2111. 2133. 2134. 21 3$ ): sec. 102 Pub. L
01-190. 63 Stet. 6RI. es emended (42 U.S.C.
4332l: sec. 301. 88 stat. 1248 (42 U s c. $871).
Secltons 2.102. 2153. 2104. 2.10$ . 2..21 also
issued under secs. 102. 103. 104. 10$ . 183.189.
65 SI ~ I. 036. 037. 035.QSl.0$ $ . as emended (42
US.e 2132. 2132'2134. 213$ . 2233. 2239).
Section 2.15$ also issued under Pub. L 97-
41$ . 06 Stat. 2073 (42 US.e 2230). Sections
2200-2206 ebo issued uhder secs. 165. 234.
68 Stet. 0$5. 83 Stet. 444. as emended (42
US.e 223IL 2252): sec 2aa 65 Stet. 1246 (42
US.e $846). Sections 2300-2309 also issued
under Pub. L07-4 1$ . 96 St ~ t. 2071 (42 U.S.C.
2133). Sections 2800-2605 also issued under
sec. 102. Pub. L QI-190. 83 Stet. 8$3 es
amended (42 US.e 4332). Sections 2.7oas.
2.781 also Issued under 5 U.S.C. $$4. Sections
2754.27frL2770.2780slso Nsued under5
US.e 557. Section 2790 ebo issued under
sec.103.68StsCQM. as amended (42 USe
2133) end 5 US.e $52. Sections 2600 and
2808 ~ lso issued under S US.e 5$3. Section
2809 also Issued under 5 U.S.C. 553 end sec.
29. Pub. L8$-2$L 71 Stat. 570. as amended
(42 US.e 201Q). Appendix A also issued
under sec.6. Pub. L QI-58L 84 Stet.1473 (42
US.e 2135).

6. Section 2204 is revised to read as
follows:

52204 order for modlftcatton of license.

The Commission may modify s license
by issuing an amendment on notice to
the licensee that the licensee msy
demand a hearing with respect to sll or
any part of the amendment within
twenty (20) days from the date af the
notice or such longer period as the
notice msy provide. The amendment
willbecome effective on the expiration
of the 204(sy period during which the
licensee may demand s hearing. If the
licensee requests s hearing during this
20-day period. the amendment will
become effective on the date specified
in an order made following Ihe hearing..
When the Commission finds Ihst Ihe
public health. safety. or interest so
requires. the order may be made
immediately effective. Ifthe amendment
involves s bsckfit. Ihe provisions of
fi 50.109 of this chapter shall be
followed.

Dated ~ I Washington. D.C Ihi~ 17th dey of
September. 108S.

For the Nuclear Regulatory Commission.
Samuel I. Ch Uk.

Secretory ofrhe Comm asian.
(FR Doc. 8$-2%72 Filed 0-10-5$ : 6NS em)
~«Kleo COOK 1$ 00444I

DEPARTMENT OF EALTH AND
HUMANSERVICE

Social Security Ad Inistration

20 CFR Part 404

lRegutsuon No. 4)

Federal Old Age,
Disability Insuran
Impairments —Me

Correction

rvlvara, and
; Ustlng of
al Disorders

In FR Doc. 85-20
35038 in the issue
28.1985, make the

l. On page 35040
seventh line from t
should read "or".

2. On page 35044
fourth Comment. si
word -only- betwe

3. On page 35045
third Comment. six

'ead "be".
4. On page 35046

fourth Comment. s
bottom. "patient's"
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5. On page 35048
second Comment.
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7.0n the same p
in the first Respan
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2 beginning on page
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ge, second column.
. second line from
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third column. first
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20 CFR Part 404

Social Se'curity elite; Coverage OI
Empioyeea of Prl te Nonprofit
Organizations, W k Outside United
States, Etc.

Correction

In FR Doc. 85-21
36571 in the: issue
9.1085.make thc f

Onpsge3857? f
OATES paragraph:

1. In the Arst an
date of publicstio
-September 9. 1

2. In the elevent
should have read

'lLUNCCOOK ~ 54'

21. beginning page
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Food snd Drug A

21 CFR Part 520
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Not Subject To Ce t
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NUCLEARREGULATORY
COMMISSION

10 CFR Part 50

Revision of Backflttjng Process for
Power Reactora

AGEHcv: Nuclear Regulatory
Couiniisslon
ACTIOtn Final rule.

suMMAnv:The Nuclear Regulatory
Commission is promulgating an

amended rule which governs the,
beckfitting ofnuclear power plants. This
action is necessaty In order to have a

backfit tule which unambiguously
conforms with the August 0, 1992

decision of the U.S. Court of Appeab for
the District of Columbia In Union of
Concerned Scientists. et ei v. U8.2
Nuclear Regulatory Commission. This
action ls Intended to clarify when
economic costs may be consMered in
backfit ting nuclear power plants.,
EFFEDTlvE DATE: July 5, 198L
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FOR FURTHER INFORMATIONCONTACl,
Steven F. Crockett, Office of the General
Counsel, U.S. Nuclear Regulatory
Commission. Washington, DC 20555.
Phone: (202) 492-1$ XL

supplEMENTARY INFoRMATIolc

Background

, OnSeptember20.1985,afteran
extensive rulemaking proceeding which
included sequential opportunities for
public comment on an advanced notice
of proposed rulemaking (48 FR 44217;
September 281983) and a notice of
proposed rulemakfng (49 FR 47034;
November 30, 1984), the Commission
adopted final amendments to its rule
which governs the backfitUng of nuclear
power plants, 10 CFR 50.109 (50 FR
38097; September 20,1985). Backfittlng ls
defined In some detail in the rule, but for
purposes of discussion here lt means
measures which are directed by the
Commission or by NRC stafE In order to
improve the safety of nuclear power
reactors, and which reflect a change In a
prfor Commission or staff position on
the safety matter fn question.

judicial review of the amended
backfit rule and a related Internal NRC
Manual chapter which partially
implemented It was sought an* on
August 4, 1987. the U.S. Court of
Appeals for the DC Circuit rendered its
decision vacating both the rule and the
NRC Manual chapter which
Implemented the rule In part. UCS v.
NRC, 824 F.2d 103.,The Court concluded
that the rule, when considered along
with certain statements in the rule
preamble published in the Federal
Register, did not speak unambiguously
in terms that constrained the
Cotrunlssion from considering economic
costs fn establishing standards to ensure
adequate protection of the public health
and safety as dictated by section182of
the Atomic Energy Act. At the same
tfme. the Court agreed with the
Conunisslon that once an adequate level
oE safety protection had been achieved
under section 182. the Commission was
fullyauthorized under section 181i of the
AtoinicEnergy Act to consider and take
economfc costs Into account In ordering
further safety improvements. The Court
therefore rejected the position oE
petitioners in the case. Urdon of
Concerned Scientists, that economic
costs may never be a factor In safety
decisions under the Atomic Energy Act:
'ecause the Court's opinion regarding
the circumstance's fn which costs may
be considered in making saEety
decisions on nuclear power plants was
completely in accord with the
Commission's own policy views on this
important subject, the Commission

decided not to appeal the decision.
instead, the Commission decided to
amend both the rule and the related
NRC Manual chapter (Chapter 0514) so
that they. conform unambiguously to thc
Court's opinfon. On September 10, 1987,
the Commission published proposed
amendments to the rule (52 FR 34223)
and provided for a comment period
ending on October 13, 1987.'he final
rule as set out fn this document fs
substantially the same as the proposed
rule (52 FR 34223; September 10, 1987).

ln'this rulemaking the Commission
has adhered to the following safety
principle for all of lts backfitting
decisions. The AtomicEnergy Act
commands the Commission to ensure
that nuclear power plant operation
rovidcs adequate protection to the
ealth and safety of the public. In

defining. redefining or enforcing this
statutory standard of adequate
protection, the Commission willnot
consider economic costs. However,
adequate protection is not absolute
protection or zero risk Hence safety
improvements beyond the minimum
needed for adequate protection are
possible. The Commission ls empowered
under section 181 of the Act to impost
additional safety requirements not
needed for adequate protectfon and to
consider economic costs in doing so.

''
The 1985 revfsion of the backfit rule,

which was the subject of the Court's
decision, required, with certain
exceptions, that backfits be imposed
only upon a finding that they provided a
substantial Increase ln the overall
protecUon of the public health and
safety or the common defense and
security and that the direct and indirect
costs of implementation were justified in
view of Ibis Increased protection. The
amended rule, set out In this document,
restates the excepUons to this
requfrement for a finding, so that thc
rule willclearly be in accord with the
safety principle stated above.

~ In ua comments oa Ihc ptoposcd amcndtnenis.
the Union of Concerned Sdcniisis ssutis that the
Fedetst Regbiat aoiice of Ihe ptupoud
amcndmeatAvas Icchaftaiiy defective. UCS atgues
Ihai ~Ince the Court had vacated Ihc cnibe tufa. Ihe
Fedetsi Regbiet noses should have ptoposed
enactment ofan enute. amended. tub. rather Ihsn
simply emendmenis Io Ihe vacated ndc. In weighiag
the Iechnkat metli oi UCS'rgument iishould be
noied thai es of the date of the Federal Rsglsist
notice. the mandate of the Conti had not yet isswd
and the nde was thus siiiilegally In effect
However. the mote Impatient contldctason 4 thai
Ihe notice deatiy tevcaicd Ihe Commission's Iaicai
io tab sue the bcekfuI rulc once iibad been
conformed io Ihe Conti's dedsbtaUCS understood
Ihb hieni and took the oppotiuniiy Io resubmit the
ooauacnis ithad submitted during the tulemaking
leading up Io Ihe I955 tevision of the ndc. In eny
event. the Commbs ion is pubiisMng Ihe caste tule
ia Ihi~ document.

Particularly in response to the Court's
decision, the ru)e now provides that If
the contemplated backft t involves
definlng or redefining what level of
protection to the public health and

'afetyor common defense and securfty
should be regarded as adequate, neither
the rule's "substantial increase"
~ tandard, nor Its "costs justified"
standard. see 5 50.109[a)(3). Is to be
applied. (See $ 50.109(s)(4)(iii).) Also in
response to the Court's decision. see 824
Fdd at 119, thc rule now also explicitly
says that the Commission shall always
require the backlit ting of a fscffftyifIt
determines that such regulatory action ls
necessary to ensure that the facility

rovides adequate protection to the
saith and safety of the public and is in

accord with thc cotnmon defense and
security.

On instruction from the Commission,
the NRC staff has amended its Manual
chapter on plant. specific backfittfng to
ensure consistency with the Court's
opinion. Copies of the revised chapter
are available for public inspection In the
Coirunission's Public Document Room,
1717 H Street NW Washington. DC
20555.a

Response to Comments

Comments were received from 12
utilities, one Federal agency (DOE), one
vendor, seven individuals, seven
cfUzens'roups. and two industry
groups. Lengthy and detailed comments
were submitted by the Union of
Concerned Scientists (UCS) and the
Nuclear UtilityBackfitting and Reform
Group (NUBARG).Both organizations
were active in the ruleinaklng which led
to the 1985 revision of the rule. The
comments submitted by these two
groups encompassed most of the
comments made by others. Below, the
Commission paraphrases the chief
conunents and responds to them. The
Commission has given careful
consideration to every comment. The
original comments may be viewed in the
NRCs Public Document Room fn
Washington, DC.

s Sevetai coauneniets etgue thai the tevbed
Manual chapter shouidundetgo what amounts Io
notice and conuueni tuicmakiag. Mowevct. the
Manual chspiet. ifIIIs a ndc at alL Is a tule of
~ gcncy otganiseuon. pmcedute. or ptsciice. and
Ihetvfote is noi sub)cot Io Ihe noses end comment
tequttemcnis of the Adminisitsiive ptocedute Aci.
See 5 IkSC. 5$$(b)(Ak see ciao I 5Q(a)(Z). The
Commiulon did pubiish for comment an catiiet
vctsion of Manual Chap(ct (s9 FR ICOOk AprilZtt
195chbui Ihai vetsbn was already ia affect when II
was pub))abed forcomment. and itwas published
fofcomment only because Iha Commission was siiQ
In the ptocess of making fundament ~I changes Io
Ihe bstkfftung ptoceu and wanted commeai on Ihe
ptocedutes then ia affect. See Id.
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"Adequate ProtecUon

The great majority of the commenters
raised issues about the rule's use of the
phrase "adequate protection". This
phrase is used in the rule's exception
provisions. See $ 50.109(a)(4). Generally.
the rule requires. among other things,
that it be shown for a given proposed
backfit that implementation of the
backiit would bring about a "substantial
increase" in overall protection to public
health and safety. and that the direct
and indirect costs of the backfit are "

justiflied by that substantial increase.
See 5 50.109(a)(3). However.
5 50.109(a)(4) also requires that these
two standards not be applied in three
situations:

First, where the backfit is required to
bring a facility into compliance with
NRC requirements or the licensee's own
written commitments:

Second. where the backfit ls
necessary to ensure that the facility
provides adequate protecUon to the
health and safety of the public and is in
accord with the common defense and
security: and

Third. as noted above, where the
backfit involves defining or redefining
what level of protecUon to the public
health and safety or common defense
and security should be regarded as
adequate.

The comments on the rule's use of the.
phrase "adequate protection" generally
took two forms, each discussed more
fullylater on in this notice. The first
form, most fully represented by

UCS'omments,was that the rule itself
should actually (nclude a delin(Uon of
-adequate protection" (the final rule set
out In this document does not). a phrase
nowhere explicitly defined in general
terms. either in the Atomic Energy Act,
from which the phrase comes. or in the
fromm(go(on's regulaUons.

The second. more modest. form of the
comments on "adequate protection".
most fullyrepresented by NUBARG's
coinments. was that one or another of
the three. exception provisions ln the
rule was redundant (none ls). While not
amounting to a call for a definition of
"adequate protection", NUBARG's
comments displayed some of

UCS'ncertaintyabout what the Commission
meant by the phrase.

Each group had difficultyapplying the
phrase to characterize past Commission
action ln backfitting. UCSclalmed that
the Commission had never backfitted ln
order to achieve something beyond
"adequate protection." NUBARG, .

however. claimed that the Comnt(salon
had never required a backfit on the
grounds that compliance with the
regulations was not enough to provide

adequate protecUon. These views.
differing ln emphasis, reflect the two
groups'pposite concerns about the
possibility that the Commission would
use the phrase "adequate protection"
arbitrarily. UCS is concerned that the
Commission might interpret the phrase
"adequate protection" to refer to a level
of safety such that every proposed
improvement would be subjected to
cost. benefit analysis. Conversely, the
Industry appears concerned that the
Commission might Interpret the phrase
"adequate protection" to refer to a level
of safety such that no proposed
Improvement would be subjected to
cost. benefit analysis.

The Commission certainly did not
intend that this rulemaking should focus
on the meaning of the phrase "adequate
protection". The main point of this
rulemaking was s(mply to negate the
mislmpregslon left by two statements ln
the preamble to the 1985 version of the
backfiit rule. UCS puts forward two
grounds for its emphasis on the phrase
"adequate protection". First, UCS
asserts that "(t)he crucial decision as to
whether cost benefit analysis willbe
used in assessing the need for
backfitting ls dependent on whether the
particular backfitting under
consideration ls needed to ensure
adequate safety ' '"Second. UCS
claims that the Court "ordered- the
Commission to "stop trying to obscure
its intentions through ambiguous and
vaguelanguage' '"

However, as willbe explained more ~

fullybelow, the Court's dec(sion turned
not on the rule's lack of a definition of
"adequate protection" but rather on two
statements which seemed to the Court to
imply that the Commission intended to
take costs Into conslderabon in
determining what -adequate protection"
required: the meaning of "adequate
protection" was simply not an Issue In
the litigation. Moreover. UCS
overestimates the role the phrase
adequate protection" plays in the

backfit rule. The threshold decision in
considering a proposedbackfit, and very
often the only d eels(on that need be
made,a is not whether adequate
protection is at stake but rather whether
the facility Is in compliance with the
Commission's requirements and the
licensee's written commitments.

Even ifUCS ls right about the
bnportance of the phrase "adequate
protection", there is nothing unusual or

~ For instance. a malodty of the piant~c .,
bachfits carrfcd oui during the first year aber the
toss re:~" orihc bachfit ndc became cffccave
were for the sate of compliance. Sce SECY~
Eve faction of hta nsging Pie ni Speci fic Eachfii
Requirements (November Zl. Isac), Enclosure I.

Imprudent, and certainly nothing Olegal,
about decisions which ultimately turn
on the application—by duly constituted
authority and after fullconsideration of
all relevant information-of phrases

>
which are not fullydefined. Cons(daric
for instance, the "reasonable assurande"
determination the Commlsgionmust r

make before issuing an operaUng
license.a Indeed. most of the
Commission's rules and regulations are
ultimately baaed on unquantified and, as
we note below, presenUy unquantifiable
ideas of what constitutes "adequate
protection".

Were there something peculiarly ~

critical about the role of "adequate
protection" in the backflt rule. the issue
of the phrase's meaning could have been
raised in the rulemaking for the 1985
rule. Two of the three exception
provisions set out above were in the
1985 revision of the rule. where they
used the equivalent phrase "undue risk"
Instead of "adequate protection". Also.
as the Court in UCS v. NRC noted. 824
F.2d at 119, the statement of
considerations which accompanied the
1985 version of the rule quite explicitly
at least twice limited the consideration
of costs in backfitUng decisions to

«situations where "adequate protection"
was already secured a

Nonetheless, an issue which Is a
concern of almost every commenter in
this rulemaking should not be Ignored.
Therefore, the Comnugsion willanswer
as best it can the questions the
commenters have ra(sed concern(ng the
rule's use of the phrase "adequate
protection". We begin with UCS'all for
an objective and generttlly applicable
delinition of "adequate protection". We
argue that such a definifion Is not
possible In the near future, but that the
public and licensees are nonetheless
protected against misuse of the phrase.

'n

the course of responding to
UCS'omments.we shall. of necessity, be

making at least preliminary,responses to
most of NUBARG's comments also.

UCS argues that the rule permits the
agency to escape its legal responsibility

a"' '(A)nopcreting)icenscmeybeiswedby
the Commnsion' upon finding that'

't)hereIs reasonable aswrance ' that the
- activities authorised by the operating license can be

conducted without endangering the hcaith and
sefetyofthepubrrc' . tocfRgsgr( ~)(gb '.

~ Ibe consMeration and weighing of costs
contempfaied by 0» wic applies to bachfits thaf ere
Intended lo result In Incremental safety I
Improvement ~ for ~ pfsnl thai already provMes an
~ cccpiabie degree ofproiection(.)" so FR ssNL coL
n abo. (t)he cost ~ assodated with proposed new
safety requirements msy be considered by the
Commission provided that the Atomic Energy hia
finding 'no undue rtsV can be made." M. ai sat trL
coL s.
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to articulate the factors on which it
bases its backfitting decisions. UCS
asserts that the rule should "enunciate
criteria and guidelines about what
constitutes redefining and defining

'adequate protection levels, what
constitutes an adequate as opposed to a
beyond adequate protection level, and
what factors place a particular
circumstance within the rule or within
the exceptions," Another comment
asserts that any definition of "adequate
protecUon" should Include the resolution
of all outstanding safety issues. Yet
another calls for "objective criteria",
"some real numbers" on releases,
accident consequences, and the like.

There does not exist, and cannot
exist, at least not yet, a generally
applicable definition of "adequate
protection" which would guard against
every possible misuse of the phrase.
Congress established "adequate
protecUon" as thc standard the
Commission Is to apply in licensing a
plant. see 42 U.S.C. 2232(a), and gave the
Commission authority to issue rules and
regulations necessary for protection of
public health and safety, see 42 U.S.C.
2201. but Congress did not define
"adequate protection", nor did it
command the Commission to define lt.

Such a definition would have to take
one of two forms, one of them incapable
af preventing the abuses the
commenters are concerned about. and
the other simply not possible yet. The
first of these would be a verbal
definition of the kind encountered in, for
instance. the various "reasonable man"
standards in the common law. After the

pattern

of these, the Commission could
say, correctly, that "adequate
protection" is not zero risk, that It is the
same as "no undue risk", that it has
long-term and short-term aspects, and
that it Is that level of safety which the
Atomic Energy Act requires for initial
and continued opera! Ion of a nuclear
power plant. However, such a definition
clearly willnot. of Itself, prevent the
abuses VCS and NUBARG are
concerned about. nor is such a"standard
sufficiently helpful to the NRC staff in
actual practice.

Thus, Ifthere ls to be a useful and
generally applicable definition of
"adequate protection", It must take
another, more precise farm, namely,
quantitative. Several of the commenters
seem to have such a definition in mind
when they call for "objective criteria".

~

~

ome "real numbers", and the like. In
sct. the Commission ls actively

pursuing reliable quantitative measures
of safety. and some quantitative and
generally applicable definition of
"adequate protection" may eventually

emerge as a byproduct of the
Commission's efforts, still in their carly
stages, to implement its general safety
goals, which take a partly quantitative
form. (See 51 FR 30028; August 21. 19M.
Policy Statement on Safety Goals.)
However. given the state of the art in
quantitative safety assessment, it is not
reasonable to expect that the
Commission could make licensing
decisions —!et alone decisions on
whether to consider coat In backfittlng-
wholly on a quantitative definIUon of
"adequate protecUon". Surprisingly,
some of the commenters who cell for
"objective criteria". "some real
numbers", and the like. have in the past
criticized quantitative risk assessments.

Nonetheless, even ln the absence of a
useful and generally applicable
definlfion of "adequate protection", the
Commission can still make sound
judynents about what "adequate
protection" requires, by relying upon
expert engineering and scientific
judgment. acUng in the light of all
relevant and material information. As
UCS Itself said in its comments on the
proposed 1985 revision of the rule,
"(u)It!mately. the determination of what
standards must be met In order to
provide a'reasonable assurance that the
public health and safety willbe
protected comes down to the reasoned
professional judynent of the responsible
oflicial."

The Commission's exercise of this
judynent willtake two familiar forms.
of which the most Important Is rule and
regulaUon. An essential point of the
Commission's having regulations Is to
flesh out the "adequate protection"
standard entrusted to the Commission
by Congress. See UCS v. NRC. 824 Fdd
at 117-1L Exercising engineering and
scientific judgment in the light of all
relevant and material information, the
NRC identifies potential hazards and
then requires that designs be able to
cope with such hazards with sufficient
safety margins and reliable backup
systems. RegulaUons and guidance
arrived at in this way do not, strictly
speaking, "define" adequate protection.
sinqe there willbe times when thc NRC
issues rules which require something
beyond adequate protecUon.
Nonetheless, compl!ance with such

'regulations and guidance may be
presumed to assure adequate protection
at a minimum. As the Commission has
said onmany occasions, compliance
with the Commission's regulaUons and
guidance "should provide a level of

, safety sufficient for adequate pro)ection
of the public health and safety and
common defense and security under the
Atomic Energy Act." (49 FR 47034. 47038.

col. 2. November 30. 1984, proposed 1985
rule: see also 50 FR 38097,38101, col. 3,
September 20, 1985, final 1985 rule; 51 FR
30028, col.1. August 21 ~ 1988, Policy
Statement on Safety Goals.)

Because "adequate protection" Is
presumptively assured by compliance
with the regulations and other license
requirements, all the versions of the
backfit rule—the 1970 rule, the 1985 rule.
a'nd the one set out in this document, see
5 50.109(a)(4)(i)-have a -compliance"
exception: plants out of compliance may
be backfitted without findings of
"substantial increase" in protection or a
"jusUfication" of costs.

However-and here is where the lack
of a general definlUon for "adequate
protection" poses a challenge-
"adequate protection" is only
prcsumpUvely assured by compliance.
As the Commission said in promulgating
the 1985 revision. the presumption may
be overcome by, for instance. new
information which indicates that
improvements are needed to ensure
adequate protection. (50 FR 38101, col.
3.) Such new informatfon may reveal an
unforeseen stgnificant)razard or a
substantially greater potential for a
known one, or Insuflicient margins and
backup capability. Engineering judgment
may. In the light of such information,
conclude that restoration of the level of
protection presumed by the regulations
requires more than compliance. Thus
both the 1985 revision and the revision
below contain exemptions for backfits
necessary to assure -adequate
protection". or, as the 1985 rule
equivalently said, "no undue risk". See
550.109(a)(4)(II) of the rule set out In this
document.

Ifcompliance does not assure
adequate protection, the Commission
must be able to determine how much
more protection is required, and a
precise snd generally applicable
definition of "adequate protection"
would facilitate that determination. But
such a definition would have only a
limited role to play. The first and most
crucial quesUon b whether the proposed
backfit is required to bring a plant Into
compliance. Only if the proposed back!it
requires more than compliance with
NRC regulations and license conditions
need there be a determination as to
what "adequate protection" requires.
Given this relation between compliance
and "adequate protection", the industry
might be more concerned than UCS Is
about the lack of a general delinition of
"adequate protection", for UCS willat
least have the comfort of knowing that
compliance willbe secured before cost
ls considered. but the industry cannot be
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sure how much more than compliance
may be asked of it despite the cost. "

Where, as in the cases contemplated
by the second exception provision of the
rule, morc than compliance is required
and quantitative criteria do not def)ne
"adequate protection", the agency must
fall back on the second familiar form in
which engineer(ng judgment is exercised

.by the Commission, namely, case by.
case. Administrative agencies are not
required to proceed by rule alone, for
the method of case.blase judgment ls
quite capable of meeting the
requirement that the factors on which
administrative decisions are based be

,articulated. Rather than proceeding by
an almost ministerial application of
"object tve criteria", the Commission
must fashion a series of case by~se
judgments Into a well-reasoned and
factually well.supported body of
decisions which, acting as reasoned
precedent, can control and guide the
Commission's exercise of the discretion
granted it by Congress in precisely the
way in which common law precedents
cortrol and guide the common law
judge's exercise ofhls or her judgment.
Sce Nader v. Ray, 383 F.Supp. 946. 934-
55 (D3).C. 19i 3) (determining whet
constitutes adequate protection calle for
exercise of discretion In a judgmental
process very different from acting in
accord with a clear, non-discretionary "

legal duty).
The Commission foresaw the need to

proceed case-by-case on occasion and
therefore made It a princ)pal aiin of the
backfit rule to central(ge the
responsibility and document the bases
for case-by. case decisions for such
decisions. The Commission thereby
hoped to better assure that such
decisions as might of necessity be case-
bywase would form a reasoned ard
coherent body.4

~ UCS slieges thai in three Instances ihe
Commission has abused Ih disctvUcn by applying

'ostconsidetauons in specific ccses whete
licensees are In comp!lance bui adcquaic piolecuon
ls al slake. Howevtt. UCS is misinfotmtd shoal the
first of Uie Ihtce cases. and iis ai!ego uons about the
other two tedact simple io dlsagieeevni over «hoi
constitutes sdequaie ptotcdion. Lye bticflydiotvas

'hethree cases below.
'Ung stadt ioumsl aruclcs which quoie unnamed
NRC ooutcts, UCS deims ihal the back liinde
caused ihc NRC etc 9 io change iis mind aboui
stqviring two licensets io Candu@ cctialn
Inspeciions end anslyseo In order io iusufy
conanved opetaiions. The iwo pianis ln quesuon ~

hod tee ciot puep coolani she fm simile t io ones
«hlch elsewhere had shown ~ Idgh probabaiiy of
~headng offundec ct tie in condiuons. UCS asserto
Ihsi "Iw)e ' 'earn (tom this example the
Inhtttni loc'k of logic and circularity embedded In
the ru!m sRC lo prevenieiL by opetauon of the tule.
from sskhl qvcsuons needed io learn the dhgree of
sisk of ~ Lnown equipeenl problem because ihcy do
noik..o» the snswtts In Fuvanc«

NoLIIng in the Court's ruling in UCS v.
NRC forbids the Commission's approach

Howevtt. Ihe fade of the sliuaUcmt weunci
what UCS allcges thea io have boom Indeed the
hacklli rulc was not hvoived. Lease wee seni on
AprU 22. 1246 ttquirlng ihe licensees io submit
within 2O days Informs Non which would "cnabie
ihe Comnd stion io dotcnuhe wheihet ot noi (their)
license( ~ ) shou!6 be modified." Such hfonnaiion
Included lnfonnsaon on design. Opetauonil hlstoty,
~chedales for inspection. phns for opetaiot etinhg.
~ nd "any analysi ~ performed tubs cqueai io ihooe
dont fot ihc FS*R (Fina! Safeiy Analysis Repoti)
which would addtess ihe consequences of a locked
tutus ot bmken shaN event dating planl opttaUon."
1 hose letters were seat undec ihe fast part of 10

CFR SL54(lj. This patt outhouses such hfotmauon
tequcots without consideration of cosL As an t a silat
dtafi of the Apdl 22 letter available In the NRC's
Public Document Room shows. Ihe NRC had
plant& io ask fot new analyses under ihier pati
of I IILsc(l)whhh auihothco requests not requited
lo estate adequate ptoiecuon If "ihe bedcn lo be
bnposcd ' 's )ustified In view ofihe poitnual
safciy signl!icantu of Ih» Issue io be addressed In
ihe tcquesied information." 10 CER SQ4(Q. abls
"safety significanc'e siandatd. by iio enphasis on
"poienUal". reqvites Iem than!a te aired by the
"(aciuml) svbstanual hcres se" «andotd ln Ihe
bsckfil rule and also avoids iht cbculadty UCS

'

llegts.) Ho«aves. the stan sensibly opicd fot litsi
askhg «heihet such analyses had abcady been
done, In foci they ho*orwere undstway «ticn Ihc
loners were scnL 'Ihe backlii su!c played no part
bete.

UCS'econd Instance of aBtgcd abuse involves
ihe MarL I coniainmtnL shoat «hose petfotmenct .
h beyonWss(g..bash accidents (onto which
bivoivc doeogc lo ihc feociot catt) Ihett is
~vbsionual uncetiainiy. UCS assert ~ that cost
consldctauons have blocked staff acuon which
wouM have brought aboui a slgni5ca ni reduction In
seine of ihc figures whIQI toueaic ihc plobsbllliy
ihaiihc hfatk I «ouldfsilin cetiahk!Odsof
btyonddtslipv basis ecddcnis. UCS odds in passing
0 e I those figures te prese ni undue thk. The hTIC
sisff hss alteidy made ~ fonna! reply Io simBat
chooses of undue the Ses. C.g Boston Edison Co.
(higtim Nudest CcnetaUng Station). Inhtim
Distant's DechionundetIOCER 22ca Dthey-14
2s NRc sr. 0$-Ioe (Iocrh sidflce lihere io say thai
the NRC staff has by no mesne cenpleied as
considerauons of the Mcrk I conishmcn4bui that.
given present hfoteauoa. Ihc staff hao conduded
that overall scvete~cddent shks ai phnis «tih
hie ok I coniahments ate not undue. Id. at 104-let
UCS I~ conicni io put fotwatd only unsupported
essetuons io the conitoty. Thus ihe staNmey
legiiieaitlyconsider cost when dtddhg wheihet lo
backai she Mstk I conialnmcnh.

UCS'hltd aNega Non of abuse tobaccoes pan of
ns Ftbruaty1L Iosr I~MNPCUUon lo the
Commioshn for Immed'aie ection io teueve
allegedly undue risks po ted by nudcat power
plants designed by tht Babcock a WiicnxCompany.
The NRCs Diteciot of Nucleot Rtsdot Regulation

responded tully io she PC UN'enying ILon
october 1IL 1ssr (UGF commenh on iktptoposed
bscLRI tule were subuducd on Ociobct 1$ ). See
Director' Dodolon Under 10 CER 22OL Dfhey-IL
2s hRC-(October 1s. ItalThe Daeciot amd ad ed

thai "rhett are no tubstanihl bet!Ui and safety
Issues ihai would wanani she susptnshn ot
revocation of any license ot pennii fot such
fs dlliiet." Slip Opinion a I Oh Simply becsust UCS
disagrees wnh such condusic ns does nol mean shot
the Commission la misuoiag the adequaie
prote:Uon" standard.

to adequate pro'tection". UCS boldly
asserts that the proposed rule ~

*'completelyfail(ed) to comport with the
orders and directions of the Court'of:
Appcab in UCS v. O'RC", that the Court
"could not have been more clear abbut
the defects of the backfit rule" thatjthe
proposed revised rule "suffers fromdhe

'xactsame defects" as the one vacited, "

that. Indeed. "the new proposal ls even
more devoid of objective guidance or-
criteria ' 'han was its predecessor."

UCS'riticisms are based on part'of e
single paragraph In the Court's decisioii.
In pertinent pa'rt. that paragraph says,"' 'n our view, the backfit t(ng ruIe

"

Is an exemplar of ambiguity ond
vagueness; indeed, we suspect that the
Commiss)on designed the rule to
achieve this very result. The rule does
not explicate the scope or meaning of
the three listed 'exceptions'. The rule
docs not explain the action the
Commission will(In italics) take when a
backfit falls within one of these
exce'ptions. In short. the rule does not
speak in terms that cons!ra(n the
Commission from operating outside the
bounds of the statutory scheme." (LT4 .

Fdd at 119.
'CS

says that this portion of a ~

paragraph was an "order" by the Court
to gct the Commission to "stop trying to
obscure Its intentions through
ambiguous and vague language'

'."'hether

the Cou:t's! anguage amounts
to an "order" or only strong advice, we
have followed it. For one thing. the rule.
explicitly says that backfits fal)(ng
within the exceptions willbe Imposed
(inexplicably, UCS asserts that the
proposed rule did not have this
provision). See 5 50.109(a)(4). For
another, both in what we have already
said. and in what we shall be saying in
response to NVBARG's comnients on
the exceptions provisions. we shall have
explicated the scope and n:eaning of the
three listed exceptions.

However. we have not taken the
quoted language of the Court to mean
that, after years of making rules and
adjudicating cases which ultimately
depend on the Commission's judgment
about what "adequate protection"
requires, the Comndsslon should be
obliged to give a

mechanics))y'pplicable

definition of "adequate ~
~

protection" in order to avoid using the
time-honored method of case-by.cake, ~

precedent-guided, judgment to
Imp)en ent only a pert of the backfi) .
rule. Certain)y. the CouH never even
noted a lack of a general deiinition of
"adequate protection" in the rule. Iet

'lone"ordered" the Commission to
provide such a definition.
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UCS'osition lacks all sense of and "costs justified" standards»RU not
proportion. Wc must emphashe Ihe core apply to backfits necessary to provide
of the Court's decision, rather then get adequate protection to pubfic health end
bogged down by transforming a safety. NUBARG calla this provision
suspic1on and a few ctIUcisms of the redundant to the exception for backfits,
rule into an order to undertake an required for the sake of cornpfiance.
unprecedented task of definIUon. 5 SL109(a) [4)[i).As was noted above,
'. Reviewing the exceptions in the rule, NUBARG reports that Its research has
and various statements in the Federal 'ncovered no case in which the
Register noUce accompanying the rule. Commfsslon "has recognised that some
the Court said, "We conceivably could additional measures not contained in
read the terms of this rule to comply exisUng requirements are necessary to
with the statutory scheme we have „~ ensure that a facilitycontinues to meet
described above (that Is, a scheme in the current level ofadequacy." Two
w!dch economic costs can play no part other commenters believe that the
in establhhlng what adequate protection exception provisfon added because of
requires)." ld. Moreover, the Court says the litigation, 5 5L109[a)[4)(UI). should
this despite the lack of any summary, be deleted. as being redundant to the
general,"objective" delinltlon of provision NUBARGwould like to see.
-adequate protection" ln the nde. delete*

But the Cour t then went on to say. No matter which of the two ptovisfons
"Statements that the Commission has the commenter would Uke to see
made In ptomulgaUng the rule and in deleted, the commenter would Uke some
defending it before this court; however. restrictions placed on the use of the
disfncfinc us from fnterpretlag the tul«n remaining one. The restriction by fsr the
thh fashion." Id. Again, It fs not the lack most frcquenUy proposed is that no
of a dcfinition of adequate ptotecUon action msy be taken under the
that disfncfined the Court from saving temalning exception provisfonla the
the rule, but rather certain statements absence of-significan new Information
the Commission had made which or the occurrence ofan event which
seemed to suggest that the Commission clearly shows" that the action is
mfght consider economic cost when
deciding what adequate protection
required. In sum. these commenters either

reopen an issue settled in 1985 or they
The Three ExcepUons . 'recommend deleUng that part of the nde

Echoing thc Court's remark Uiat 'the which directly responds to the Court's

rule "does not expficate the scope or ruling. We take neither course. for. even

meaning of the three Usted putting the 1985 rule and the Court's
'exceotions', id., NUBARG "believes ndlng aside, Ifeither of the two

'hatt)rere is a substantial amount of 'rovisions were to be deleted, an
overlap in these excepUons and that essenUal power of the Commission
they have not been adequately defined would be remain unimplemented.
or explained in the proposed rule." . First, the exception for backfits
NUBARGand others representing the necessary to secure adequate protection,
Industry are concerned that the two g 5o.109(a)(4)(U), must be retained,
excepfion provlslons which use the because lt must be made clear that

'hrase"adequate ptotecUon"r Commfssion action Is not to bej5 50.109[a)[4) (U}snd (Ul). rusy '- obstructed by cost consideratfons fn a
"swallow" the rule. One industry ~ situaUon where complhnce has Indeed
commenter objects to the notion. Impfied proved to be Instdfrcfeat to secure the
by $ 5L109(a) [4)(ii), that adequate, Eve} of protection presumed In the rule,
protection might requite mote than order. or commlttnent In questiom
compliance. Another Is concerned Ihat Despite the results of NUBARG's
5 SL109[a)[4)(iii). the exception w)dc}s research, such sltuaUons have arisen.
has been added in response to the . See, e.g SECY-88-341L "Evaluafionof
Court's r«Ung. might lead to. ',Ianaging plant cipecfilc BacMit
redefinltions of "adequate protection" Requirements". November 21, 19SL
that wouM threaten loss of Ucenses. i Accordingly, this exception proidsfon fs

To avoid these results, NUBARG aad not redundant to the exception fot
others reconuaend deleting one of the bacUits necessary to restore

'wo

exception provisions which use thc compliance'. Neltherht It reduadsnt to
phrase "adequate protection". '. = the exception for backfits involving the
NUBARG's choice Is j 50.109(a)(4)(ii). defining or redefining of -adequate
retained from Ihe1985 versfon of the i protection", for the latter exceptfon
rule, where Itused the equ'!valent assumes some change in the NRC's
phrase.,"no undue risk". This section judgment of what level of

protecUon'rovides

that thc "substantial !acreage" should be regarded as "adequate".

'etainlt.g

$ 50.109[a)[4)(II) wlfinot
give the Commission the power to
proclaim at wiU that compfiance ls not
eaough. As we said In the statement of

'onsiderationsaccompanying the 1985
rule, and have ln part reiterated In the
response to UCS'omments, the
regtdaUons, though they do not define
"adequate protection", are presumed to
easure it, and. in the absence of a
redefinIUon of "adequate protection",
that presumption can be overcome only
by signUicant new information or some
showing that the regulations do not
address some significant safety issue.
"(I)t may be presumed that the current
body of NRC safety regulatiqns provide's
adequate protection. Where new
information indicates that Improviments
are needed to ensure there ls 'no undue
risk'on' 'a'basis whlchthe
Commission believes to be the minltyum
necessary, such requirements must be
imposed." (50 FR at 38101-102.)

Second, the exception provision for
backfits which are necessary under a
defining or redefining of "adequate
protection", Ir SL109(a)(4)(ifi), must be
retained because It must be made clear

.that. as the Court held. cost may not be
a factor in setting the level of protect! on
judged as "adequate".s As NUBARG
acknowledges, clfing Power Reactor
Development Co. v. International Union
of Electrical, Radio and Machine
Workers. AH CI0,387 U.S. 3'08
(1981), the Commlsslonhas both the
power to define "adequate ptotectfon",
and the power to redefine it a Without
this last exception provision, lt might
appear from the tule either that the
Commission had no such power or that
it was rcstrfctcdby cost considerations,
contrary to the Court's tuling. Nor
should this exception provision be
limited to situations Involving
"significant new informaUon," as
proposed in several comments.

This last exception may be thought by
some to threaten to swallow the backfit
tule. We believe. however, that
instances ofbackfits based on a
"redefiniUon" of "adequate protection"
wfilbe rare. Moreover, the case by.case
approach which is required In the

AU i I ISOIWNi l y
nonetheless ba a constdcierlon Illchoosing Ihe
means of achieving adequate protecnon .

~ %he vrords defining or re*going" In this thint
err capuon shouM not br construed ncccssarttr to
mean providing a uscfut end gcnersttr appiicsbtc
delinlrion". el least not antii such a dcnnlrlon
becomes posstbte. Under present conditions. Ihe
Commisiion sr!It have "defined or redefined vrbat
level ofprotection ls tobe regarded es adequate" If
It makes a judgment that. el:hough compliance
~ scores the level of protect ton that hed been
thought of as adequate. shet leve1 of protection
shouid no tor4cr be constdercd adequate.

I
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absence of a general definifion of
"adequate protection" proi4des
licensees-ond the public-a large
measure of protection from arbitrary
action by the Commission. Ctttng case ~

law. NUBARG says that, ln applying this
last excoptiort provlslon. the
Commission "must act raUonally and
consistently In light ofayallable
ev'Idence", and "must apply a reasoned
analysis indicating the prior policies and
standards are being changed, not.
casually Ignored' ',"We wholly.
agree, and believe that the approach
envisioned by the backfit rule will,
facilitate the Commission'i actintt

"'ccordingly.r

Other Matters
Two other comments bearing on the

"
phrase "adequate protection" require an
explicit response. First, several
commenters from the industry would
prefer that the rule state that the
"documented evaluation" which the
NRC must prepare in connection +9th
any action under one of the excepUon
provhions. see $ 50.109(a)(4), should
Include consideration of as many of the
factors which 5 50.109(c) requires of a
"bscklit analysis" as are appropriate.

The suggested modification of the rule
would have only limited utility.Few of
the factors listed in 5 50.109(c) of the
rule are appropriate for consideration in
a documented evaluation justifying
action under the compliance exception
in the rule. It ls true that several of the
factors in 5 50.109(c), Indeed, eII of them
but those In paragraphs (c) f5) and (7)
and some of those in paragraph (c)(8)
are appropriate for consideration under
the "adequate protection" excepUon, to
the extent that they require a showing of
exacUy what the licensees must do and
a showing that the backfit in question

. actually contributes to safety. However,
the Commhsion believes that the rule's
requirement that the documented
eualuat(on "include a statement of the
objectwes of and reasons for the
modification and the basis for invoking
the exception" adequately assures that
the factors in 5 50.109(c) willbe
considered to the extent relevant,

'ithouttheir being Asted and labeled as
Ifthey were a part of a 5 50.109(c)
analysts. Thus, little, ifanything. Is to be
gained by an explic!t requirement that
5 50.109(c) factors be considered in a,
documented ev'aluation. ~

Second, one citizens'roup asserts
that the backfit rule should not apply to
rulemoking. This issue was thoroughly
dhcussed in 1985. However, this group's
comment puts the issue ln a slightly .

altered light. and provides another
opportunity to clarify the meaning of
"adequate protection". The group argues

that since rules "deline" "adequate
protection", the Commission cannot
apply the rule's "substantial lacrosse"
and "coat justifie" standards in .

rulemaklng without appjylng cost
considerations in setUng the standard of
adequate protection. contrary to the
Court's holding.

The answer to this comment h, of.
course, that the rules do not. strictly

'peaking."define" "adequate
protecUon", and they only
presumpUvbly assure It. Not only may
there, as stated above, be Individual
cases that require actions that go

'eyondwhat Is necessary under the .

regulations to assure adequate
protection, there willalso be thnes when
the NRC hsues a ru!e which requires
something beyond adequate protection.
This follows directly from the
Commission's pmver under section 161
of the Atomic Energy Act, affirmed by
the.CourL to issue rules or orders to
"minimize danger to life or property."
See 42 U.S.C.2201; see also USC v. NRC,
824 Fdd at 118. Ifa proposed rule
requires something more than adequate
protection,'pplying a cost standard to
the proposed rule willnot be Introducing
cost considerations into the setting of
the adequate protecUon standard and ls
therefore permitted. Of couise ifthe rule

's

directed at either establishing whet
level ofprotection is "idequate- or
assuring that such a level of protecUon
Is met, then cost willplay no role.

The backfit rule as set out below ls
substantially the same as the rule
proposed in the Federal Reghter. (See 52
FR 34223; September 10, 1981.),
Provisions which appeared at the end of
5 50.109(a)(4) of the proposed rulc, or In
the footnote to that paragraph. appear
below In new paragraphs (a) (5) through
P) ~

Environmental ImpocL" Categorical
Exclusion

~ The NRC has determined that Qds
final rule ls the type of ection described
in categorical exclusion 10 CFR
51.22(c) f3). Therefore. neither

an'n>4ronmentalImpact statement'nor an
environmental assessment has been
prepared for this Anal rule.

Paperwork ReducUon Act Statement

~ This final rule does not contain a new
or amended information collection
requirement subje'ct to ihe Paperwork
Reduction Act of 1980 (44 U.S.C. 3501 et
'seq.). Existing requirements were
approved by the OfAce of Management
and Budget, Approval Number 3140-
0011.

Regulatory Analysis
~ The recision to 10 CFR 50.109 will
bring It Into conformance with the
holding In Union of Concerned
Scientists, et al., v. U.S. Nuclear>
Regulatory Commission, D.C. Cif. Nos.
85-1757 and I-1219 (August 4. 1087).
The revision clarifies the backiit rule to
refiect NRC practice that, in determining
whether to adopt a backfit requirement,
economic costs willbe considered only
when addressing those backfits
Involving safety requirements beyond
those needed to ensure the adequate
protection of public health and safety.
Such costs are not considered when
estab1lshlng the'adequate protection of
public health and safety. This revised *

rule does'not have a slgnilicant impact'n

State and local governments and
geographical regions. public health and
safety, or the environment: nor does It
represent substantial costs to license~s.
the NRC, or other Federal agenci'es. This
consUtutes the regulatory analysis for
this rule.

Regulatory FloxibllltyAct CertLrcation

~ In accordance with the Regulatory
FlexibilityAct of 1980. 5 U.S.C. 605(b)
the Commission hereby certilies that
this Anal rule, ifpromulgated. willnot
have a significant economic impact on a
substantial number ofsmell entities. The
effected facilittes are licensed under the
provisions of10 CFR 50.21 fb) and 10
CFR 50M. The companies that own
these facilities do not follwithin the
scope of "small entities" as set forth in
the Regulatory HexibilityAct or the
Small Business Size Standards set forth
in regulations hsued by the Smell
Business Adrnlnistration In 13 &RPart
121.

Backfit Analysh

The NRC has determined that a
backfit analysis ls not required for this .
rule because it'does not Impose
iequirements on 10 CFR Part 50
licensees.

Ust of Subjoets In 10 CFR Part 50

Antitrust. Class Uied information. Piro
prevention. Incorporation by reference,
Intergovenuncntal relallons, Nuclear,
power plants and reactors. Penalty.
Radiation protection. Reactor siting
criteria. Reporting and Recordkeeplng

~ requirements.
For the reasons set out ln the

preamble and under the authority bf the
Atomic Energy Act of1954. as amended,
the Energy Reorgsnhatlon Act of 1%4,

,

as atnended. and 5 U.S.C. 552 and 553,
the NRC is adopting the following
amendments to 10 CFR Part 50.
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PART 50-DOMESTIC LICENSIN OF
PRODUCTION AND UTILIZATION
FACILmES

1. The authority dtation forPart 50 is
revised to read 36 folhws:

huiherittc Secs. 102. 1M, 10l. 1%. 101, 162,
183, 168, 1 to. 06 Stc t. 93tL 937, 938, 910, M3,
95].955. 958. as amended. ccc. 234. 63 Stat.
1244, as amended (42 U S G 2132. 2133. 2134.
2135. 2201, 2232, 2233, 2238, 2239, 2282): scca
201, as emended; ~~ 200, 88 Stat 1242, as
amended, 1244, 1240 (42 US.C. Sttcl. 5842.
5848).

Section 50.7 ebo issued under Pub. L9$-
0)to scc 10 92 SicL 2951 (42 US.G 5851).
Section 5010 alsotscacd ender sec@101.185.
LtStat. 938. 955. sc amended (42 US.C. 2131.
ESSED scc. 102. Pub. L91-190. 63 StcL 6S3 (42
US.G 4332). Sections QL23. 50.3S. 5055. cnd
50.50 cbo Issued under scc. 185. 08 Stat. 9$ 5
I42 U.S.C. 2%5 J. Sections 50.33c. 50.55s snd
Appcndtx Q also bsucd under scc. 10 Pub.
L 91-190. 63 Stet. 853 (42 US.G 4332).
Sections QL34 cnd 5054 cbo Issued under
scc. 204. 88 Sic L 1245 (42 U.RG 5844L
Sections QL58. Saot. cad QL92 also issued
under Feb. L97-415,90 SLat. 2%3 (42 US.C.
2239l. Section 50.70 also bsucd under ccc.
122. 08 Stat. 939 (42 US.C. 2152). Section
QL80 'tL61 also tscvcd under ccc. 10t. 08 Sist.
954. cs amended (42 US.C. 2234]. Section
50.103 also Issued under ccc. 1tXL 08 Stat. 909.
cs emended (42 US.C. 2138)..

Appendix F cbo issued under ccc.18T. 08
Stat.9$ $ (42 US,C. 2237).

For thc puiposcs of ccc.~. 08 Stat. 958. as
amended I42 U.s.c. 2223); 4 I 50.10 (sl. (bJ.
end IcJ. 5044. 50A8. SOA8. 5044. end 50.80(s I
crc bsucd under ccc. 10lb. 08 Stat. 94tL cs
emended I42 USC. 2'(b)J: 44 QL10 ib) snd
ic). cad 5044 are 4cuc 6 under ace. 18l 4 08
Stat. 949. as amended (42 US.C. 2201(i)J: cnd
44 50.9, 50.55(c). 5059(b). 50~ 50 tLQL22.
50.23. sod QLre crc 4cucd under scc. lalo,ca
Sist. 950. as emended (42 U.S.C. ~(o) J.

2. Section SIL109 h revised to read aa
folhwsr

$ 50.109 Bsckflttln9.
(e)(1) Bsckfitting is defined as the

modification of or addition to systems,
structures. components, or design of 8
facility:or the design approval or
manufecturhg license for a facility;or
thc procedures or orgenhatlon required
to design. construct or operate 8 facility;
any of which may result froin a new or
emended provision ln the Commission
rules or the Imposition of8 regulatory
staffposition interpreting the
Commfsslon rules that is either new or
different from 8 previously applicable
staff position after.

(i) The date of Issuance of the
construction permit for thc fedlity for
licilitleshaving construction permits
Ilsucd after Oclober 21, 1985: or
"(ii)Stx months before the date ol

docketing 'of the operating license
application for the facilityfor fadlities
having construction pcrndts Issued

. before October 21, 1985: or

(ill)The ch te of Issuance of the
operathg license for the facilityfor
fedlittes having operating Ihenses: or

(Iv)The date of issuance of the design
approval under Appendix hLN. or 0 of
thh par.

(2) Except as provided in paragraph
(a) [4) of this section, thc Commission
shall require 8 systematic and
documented analysh pursuant to
paragraph (c) of this section for beckfits
which it seeks to impose.

(3) Except as provided in paragraph
(8)(4J of this section, the Commhsion
shall require the

hackfit

tin of8 facility
only when it determines, based on thc
analysis described In paragraph (c) of

'hissection, that there ls 8 substantial
increase in the overall protection of the
pub!!c health and safety or the common
defense snd security to be derived from
the backfit and that the direct and
Indirect costs of implementation for that
lacilityare justified In view of this

'ncreasedprotection.
(4) The provisions of paragraphs (8)(2)

cnd (a)(3) of thh section crc
Inapplicable and. therefore. backfit
enalysh is not required and the
standards in paragraph (a)(3) of Qds
section do not apply where the
Commission or staff, as appropriate.
finds and dederes, with appropriated
docuinented evaluation lor its firdhg.
either.

(fJ That 8 modification fs necessary to
bring a facilityInto compliance with a
license or the rules or orders of the
Commission. or Into conformance with
written conunitments by the licensee; or

(ii]That regulatory action ls necessary .
to ensure that the facilityprovides
adequate protection to the health end
salety of the public and h In accord with
the common defense an'd security; or

(fit)That the regu)atory action
Involves defining or redefining what
level of protection to the public health
end safety or common defense and
security should be regarded as
adequate.

(5) The Comndsslon shall always
require the bcckfittlngof a facilityifit

, determines that such regulatory action ls
necessary to ensure that the fadlity

rovldes adequate protection to the
ealth and safety or the public and h h,

accord with the common defense end
sccurity,

(8) The documented cvetuatlon
required by paragraph (e)(4] of this
section shall hclude a statement of the
objectives of and reasons for thc
modification and the basis for Invokhg
the exception. IfImmediately effective
regulatory action ls required. then the
documented evaluation mey follow
rather then precede the reguietoty

'ction.

')
lfthere arc two or morc way, to

achieve compliance with 8 license. or the
rules or orders of the Commission, or
with written Iiceniee commitments. or
there are two or morc ways to reach e
level ofprotection which ls adequate,
then ordincrily the applicant or licensee
ls free to choose the tvay which best
suits lts purposes. However, should lt bo
nccc'ssery or appropriate for the
Commission to prescribe a speci(le way
to comply with Its requirements or to
achieve adequate protection, then cost
mey be a factor ln selecting the vsay,
provided that the objective of
compliance or adequate protection h
met.

(b) Paragraph (a)(3) of this section
~hall not apply to backiits imposed prior
to October 21. 1985.

(c) In reaching the determination
required by paragraph (a)(3) of tide
section. the Commission willconsider'
how the backfit should be scheduled in
light of other ongoing reydatory
ccth4t Ice at the fadlity and, in addition.
willconsider information available
concerning any of the fpllowhg factors
as may be appropriate and any other
information relevant and material to the,
proposed backfiL

(1) Statement of the spccilic
objectives that the proposed backfit is
designed to ech!eve:

(2) General dcscription of the activity
that would be required by the licensee
or applicant in order to complete the
backfiL

(3) Potential change in the risk to the
public I'rom the accidental offwitc
re!ease of radioactive material:

(4) Potential impact on radiological
exposure of lacilltyemployees:

(5) Inste)lation and continuing costs
associate:d with the backfit, induding
the cost of facilitydowntime or the cost
of construction delay; ~

(6) The potential safety ln:pact of
changes ln plant or operational
complexity, including the relationship to
proposed and existing regulatory
requirements;

P) The estimated resource burden on
the NRC assodated with the proposed
bsckfit and the availability of such
resources;

(6) Thc potential impact ofdifferences
In facility type, design or ege on the
relevancy end practicality of the
proposed beckfit;

(9) Whether the proposed beckfit h
interim or final end. ifhterim. the
ustification lor Imposing the proposed
ecldit on an Interim basis.
(d) No licensing action willbe

withheld during the pendency of br ckfit
analyses required by the Commission's
rules.
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DEPARTMENT OF E TREASURY

Comptroller of the Urrency
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Public Information;
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Notice and Commen
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and procedure.

Reason for Iinmcdiat

This final rule info
about a change in th
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position descriptions
immediately.
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TION CONTACTI ~

n. Attorney, Legal
lsion. (202) 447-
ptroller of the
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uty Chief Counsel
nt reflects these

ined that notice
ecessary under S
ce this final rule
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Effective Date
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(e) The Executive Director for
Operations shell be responsible for
implementation of this secUon, and all
analyses required by this section shall
be approved by the Executive Director
for Operations or his designee.

Dated ~ I Rockvtlle.34aryland. Uits 31st day
of May, 108L

For the Nudcar Regulatory Commission.
Samuel J. Ctutk,

Secretory ofthe Commis siotL
(FR Doc. 86-1 2824 Filed~ 8:45 am]
aiLUNC coos iss4414I

Regulatory FlexibilityAct

A Regulatory HexibilityAnalysh h
required only for rules hsued for notice
and comment. Because thh fina] ride
pertains to office organize Uon and h
therefore exempt fromnoUceand
comment procedures. no Regu]atoty
HexibilityAnalysis wll]be prepared.

'ExecuUve Order 12291

Section 1(a)(3) ofExecutive Order
12291 exempts from the requirements
that a Regulatory Impact Ana(ysis be
prepared those reguleUons related to
agency organization. management or
personnel Since this final rule is so
classified. no Regulatory Impact
Analysis h requited

List of Subjects in 12 CFR Part 8

National banks, Organization and
functions (government agencies). Public
InformetioIL Offictal forms, District
offices, Field offices. Psocedures.
Delegation.

For the reasons given in the preamble,
Part 4 of Chapter I,Title12 of the Code
of Federal Regulations is amended as
follow+

PART 4—DESCRIPTION OF OFFICE,
PROCEDURES, PUBUC INFORMATION

1. The authority citation forPart 8
continues to read as follows:

Aiithottiy:12 US.C. 1 sN scg 5 US.C.
unless otherwise noted

'.

In Part 4, 5 4.1a is amended by
revising paragraph (a) (20) and ( to
read as follows:

$ 4.1a Central and Iield or9antz on;
dcle9auona

(a) ~ ~ ~

(20) Deputy Chief Couns 1

(Operations). The Deputy ef Counsel
(Operations) is responsi le for Law
Department administr ion, the Diatnct
Counse]s. and the Le slaUve and
Regu]atory Analysis ivislon of the Law
Department.

(21) Deputy Chi fCounsel(policy).
The Deputy Chi Counsel Policy) is
responsible for e Enforcement end
Compliance, gal Advisory Servtces.
Litigation. Securities and Corporate
PracUces D'sions of the Law
Departm
~ ~ ~ ~ ~

Date: ay 27. 190L

RobciS Ctaska.

Comp lierofinc Currency.
(FR oc. 88-lZIOS Fi1cd~ ra$ am]

a4 coos sale ~

FEDERAL HOME LOAN BANKBO

12CFR Part563,

Iko. 88-427]

Miscellaneous Conforndnil
Technical Amendments is

Date: 84ay SL 108K

AOENcv'Federal Home 'Bank
Board
AcTICN: Final cuir, ml llaneous
conforming and techn al amendzaents.

sUMMARY:TheFed I Home LoanBank
Board ("Board"),a the operating head
of the Federal Sav and Loan .

Insurance Corpo Uon ("FSLIC"J, h
emending its re lations In order to
correct typogr hical and other
technical err s. and to correct a
reference to Board's recordkeeplng
requireme withrespect to accounts
held in ln itutlons the deposits of whhh
are insur d by Ihe FSLIC ("1nsured
Instltu ns").
EFFE VE OATE'une 8, 1988.

FOR RTNER INFORMATIONCONTACT"

Jer e L Edelstein, (202) 377-7057,
D uty Director. or Carol J. Rosa, (202)
3 7-7037, Paralegal Specialist.

egulations and Legislation Divhion,
Office of General Counsel. Federal
Home Loan Bank Board. 1700 G Street
NW Washington. DC 20552.

SUPPLEMENTARY INFoRMATIoIcOn
August 15, 1988. the Board adopted final
amendments expanding and clarifying
its regulation concerning basic loan
records that lnsUtutions chartered by
the Board or insured institutions and
their service corporations are required
to maintain. 51 FR 30848 (August 29.
1988). One of the amendments revised
12 CFR 563.17-1(c) by providing that
records related to accounts held in
insured institutions refiect the Board's
recent deletion of the requirement that
for insurance of accounts purposes the
insured institution's records disclose the
names of the settlor(grantor) and
trustee of a trust and contain a signature
card for the tiust executed by the
trustee. The Board's deletion of this
recordkeeping requirement was adopted
on April4. 1986. 51 FR 12122 (April9.
1986). The April1986 revision of 12 CFR
564.2 to delete paragraph(b)(3) was
intended to decrease the recordkeeping
requirements associated with obtainiitg
trust accounl insurance coverage and lo
expedite settlement of insurance c]aims
on such accounts. This amendment

was'ot

intended to apply to loan
recordkeeping requirements of an
Insured institution or its service
corporations but only to insurance
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I. PURPOSE

The Committee to Review Generic Requirements (CRGR) has the responsibility to
review and recommend to the Executive Director for Operations (EDO) approval or
disapproval of requirements or staff positions to be imposed by the NRC staff
on one or more classes of power reactors. This review applies to staff propos-
aTs of requirements or positions which reduce existing requirements or posi-
tions and proposals which increase or change requirements. The implementation
of this responsibility shall be conducted in such a manner so as to assure that
the provisions of 10 CFR 2.204, 10 CFR 50.109 and 10 CFR 50.54(f) as pertaining
to generic requirements and staff positions are implemented by the staff. The
objectives of the CRGR process are to eliminate or remove any unnecessary bur-
dens placed on licensees, reduce the exposure of workers to radiation in imple-
menting some of these requirements, and conserve NRC resources while at the
same time assuring the adequate protection of the public health and safety and
furthering the review of new, cost-effective requirements and staff positions.
The CRGR and the associated staff procedures will assure NRC staff implementa-
tion of 10 CFR 50.54(f) and 50. 109 for generic backfit matters. The overall
process will assure that requirements and staff positions in place or to be
issued (a) do in fact contribute effectively and significantly to the health
and safety of the public, and (b) do lead to utilization of both NRC and
licensee resources in as optimal a fashion as possible in the overall achieve-
ment of protection of pub) ic health and safety. By having the Committee submit
recommendations directly to the EDO, a single agencywide point of control will
be provided.

The CRGR will focus primarily on proposed new requirements and staff positions,
but it will also review selected existing requirements and staff positions
which may place unnecessary burdens on licensee or agency resources. In reach-
ing its recommendation, the CRGR shall consult with the proposing office to
ensure that the reasons for the proposed requirement or staff position are well
understood and that the provisions of 10 CFR 50.109, 50.54(f), and 10 CFR

2.204, if applicable, are appropriately addressed by the staff proposal. The
CRGR shall submit to the EDO a statement of the reasons for its recommenda-
tions. This statement shall provide a clear indication of the basis for the
recommendation and, when appropriate, relate this basis to the provisions of 10
CFR 50.109, 50.54(f), and 10 CFR 2.204.

Tools used by the CRGR for scrutiny are expected to include cost-benefit analy-
sis and probabilistic risk assessment where data for its proper use are ade-
quate. Therefore, to the extent possible, written staff justifications should
make use of these evaluation techniques. The use of cost-benefit analyses and
other tools should help to make it possible to determine which proposed re-
quirements and staff positions have real safety significance, as distinguished
from those proposed requirements and staff positions which should be given a
lower priority or those which might be dropped entirely. When such techniques
cannot be applied for lack of available, appropriate, or relevant data, other
methods will be used.

The EDO may authorize deviations from this Charter when the EDO, after con-
sulting with the Chairman, finds that such action is in the public interest
and the deviation otherwise complies with applicable regulations including
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10 CFR 2.204, 50.54(f) and 50. 109. Such authorization shall be written and
shall become a par t of the record of CRGR actions. The rulemaking proposal,
presented to and considered by the CRGR, and ultimately, if presented to the
Commission, should include any necessary exemption request with supporting
reasons for the proposed exemption.

ZI. MEMBERSHIP

This Committee shall be chaired by the Office Director, AEOD, and it shall
consist of, in addition to the CRGR Chairman, one individual each from NRR,

NMSS, the Regions, and RES appointed by the Executive Director for Operations
and one individual from OGC appointed by the EDO with the concurrence of the
General Counsel. The regional individual shall be selected from one of the
regional offices, and this assignment shall be considered developmental, with a

new selection made by the appointing official after that official judges that
sufficient experience has been gained by the incumbent regional representative.
The CRGR Chairman shall assure that process controls for overall agency manage-

ment of the generic backfit process are developed and maintained. These pro-
cess controls shall include specific procedures, training, progress monitoring
systems, and provisions for obtaining and evaluating both staff and industry
views on'the conduct of the backfit process. The CRGR Chairman is also respon-
sible for assuring that each licensee is informed of the existence and struc-
ture of the NRC program described in th s Charter. The CRGR Chairman shall
assure that substantive changes in the Charter are communicated to all licen-
sees.

AEOD will provide staff support. The Committee may use several non-NRC persons
as consultants in special technical areas.

New members will be appointed as the need arises. 'If a member cannot attend a

meeting of the CRGR, the applicable Office Director may propose an alternative
for the appointing official s approval. It is the responsibility of the alter-
nate member to be fully versed on the agenda items before the Committee.

III. CRGR SCOPE

A. The CRGR shall consider all proposed new or amended generic requirements
and staff positions to be imposed by the NRC staff on one or more class-
es of power reactors. These include:

(i) All staff papers which propose the adoption of rules or policy
statements affecting power reactors or modifying, any other rule so

as to affect requirements or staff positions applicable to reactor
licensees, including information required of reactor licensees or
applicants for reactor licenses or construction permits.

(ii) All staff papers proposing new or revised rules of the type de-

scribed in paragraph (i), including Advanced Notices.
J
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(iii) All proposed new or revised regulatory guides; all proposed new or
revised Standard Review Plan (SRP) sections; all proposed new or
revised branch technical positions; all proposed generic letters;
all multiplant orders, show cause orders, and 50.54(f) letters
all bulletins and circulars; and USI NUREGs; and all new or re-
vised Standard Technical Specifications.

l

All staff proposed generic information requests will be examined
by the CRGR in accordance with 10 CFR 50.54(f). Except for
information sought to verify licensee compliance with the current
licensing basis for a facility, the staff must prepare the reason
or reasons for each information request prior to issuance to
ensure that the burden to be imposed on respondents is justified
in view of the potential safety significance of the issue to be
addressed in the requested information. CRGR examination of
generic letters will include those letters proposed to be sent to
construction permit holders. For those plants for which an
operating license is not yet issued, an exception to staff analy-
sis may'be granted by the Office Director only if the staff seeks
information of a type routinely sought as part of the standard
procedures applicable to the review of applications; If a request
seeks to gather information pursuant to development of a new staff
position, then the exception does not ap„iy and the reasons for
the request must be prepared and approved prior to issuance of the
request. When staff evaluations of the necessity for a request
are required, the evaluation shall include at least the following
elements:

(a) A problem statement that describes the need for the infor-
mation in terms of potential safety benefit.

(b) The licensee actions required and the cost to develop a re-
sponse to the information request.

(c) An anticipated schedule for NRC use of the information.

The CRGR shall consider all licenses, license amendments, approvals of
Preliminary Design Approvals (PDAs) and Final Design Approvals (FDAs),
minutes of conferences with owners groups, licensees or vendors, staff
approvals of topical reports, information notices, and all other docu-
ments, letters or communications of a generic'nature which are presented

1 It is expected that the offices will develop internal procedures to ensure
that information requests are developed in accordance with 50.54(f)
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to reflect or interpret NRC staff positjons, unless such documents refer
only to requirements or staff positions previously applicable to the
affected licensees and approved by the appropriate officials. The
following are examples of approved staff positions not requiring CRGR

review:

C.

positions or interpretations which are contained in regulations,
policy statements, regulatory guides, the Standard Review Plan,
branch technical positions, generic letters, orders, topical ap-
provals, PDAs', FDAs, licenses and license amendments which have
been promulgated prior to November 12, 1981. Any document or com-
munication of this type shall cite and accurately state the posi-
tion as reflected in a previously promulgated regulation, order,
Regulatory Guide, SRP, etc.

(ii) positions after November 12, 1981 which have been approved through
this established generic review process.

For those rare instances where it is judged that an immediately effec-
tive action is needed to ensure that facilities pose no undue risk to
the health and safety of the public (10 CFR 50.109(a)(4)(ii)), no prior
review by the CRGR is necessary. However, the staff shall conduct a
documented evaluation which includes a statement of the objet'.ives of
and reasons for the actions and the basis for invoking the exception.
The analysis referenced in 50;109(a)(2) may be conducted either before
o" after the action is taken and shall be subject to CRGR eview. This
analysis shall document the safety significance and appropriateness of
the action taken and consideration of how costs contribute vo selecting
the solution among various acceptable alternatives. The CRGR Chairman
should be notified by the Office Director originating the action. These
immediately effective requirements will be reported to the Committee for
information and will be included in the report to the Commission.

D. For each proposed requirement or staff position not requiring immedi-
ately effective action, the proposing office is to identify the require-
ment as either Category 1 or 2.

Category 1 requirements and staff positions are those which the propos"
ing office rates as urgent to overcome a safety problem requiring imme-

diate resolution or to comply with a legal requirement for immediate or
near-term compliance. Category 1 items are expected to be infrequent
and few in number, and they are to be reviewed or otherwise dealt with
within 2-working days of receipt by the CRGR. If the appropriateness of
designation as Category 1 is questioned by the CRGR Chairman, and if the
question is not resolved within the 2 working-day limit, the proposed

2 It is expected that the offices shall develop internal procedures to en-
sure that the documents and communications referenced above will contain
only previously approved requirements or staff positions.
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requirement or staff gosition is to be forwarded by the CRGR Chairman to
the EDO for decision.

E.

Category 2 requirements and staff positions are those which do not meet-
the criteria for designation as Category 1. These are to be scrutinized
carefully by the CRGR on the basis of written justification, which must
be submitted by the proposing office along with,the proposed requirement
or staff position.

Staff proposed generic modifications considered necessary to bring fa-
cilities into compliance with licenses or the rules or orders of the
Commission, or into conformance with written commitments by licensees,
will not require analyses of the type described in Section IV (B)(vii).
The proposed action shall be presented to the CRGR Chairman with a docu-
mented evaluation including a statement of the objectives of and reasons
for the proposed requirement or staff position and the basis for involv-
ing the exception under 10 CFR 50.109(a)(4)(i).

The CRGR Chairman shall compile and maintain a list of projected generic
requirements and staff positions based on input from the NRC offices.
The CRGR may receive early briefings from the offices on the proposed
new generic requirements or staff positions before the staff has
developed the requirements or positions and held discussions with the
ACRS.

F. The CRGR may b =onsulted on any issue deemed appropriate by the CRGR

Chairman.

IV. CRGR OPERATING PROCEDURES

A. Meetin Notices

B.

Meetings will generally be held at regular intervals and will be sched"
uled well in advance. Meeting notices will generally be issued by the
CRGR Chairman 2 weeks in advance of each meeting, except for Category 1
items, with available background material on each item to be considered
by the Committee.

Contents of Packa es Submitted to CRGR

The following requirements apply for proposals to reduce existing re-
quirements or positions as well as proposals to increase requirements or
positions. Each package submi'tted to the CRGR for review shall include
fifteen (15) copies of the following information:

(i) The proposed generic requirement or staff position:as it is pro-
posed to be sent out to licensees.

3 The requirements of the backfit rule and the Commission guidance for re-
laxation of requirements and staff positions shall continue to apply.
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(iii)

(iv)

(v)

(vi)

(vii)

Draft staff papers or other underlying staff documents supporting
the requirements or staff positions. (A copy of all materials
referenced in the document shall be made available upon request to
the CRGR staff. Any committee member may request CRGR staff to
obtain a copy of any referenced material for his or her use.)

Each proposed requirement or staff position shall contain the
sponsoring office's position as to whether the proposal would in-
crease requirements or staff positions, implement existing re-
quirements or staff positions, or would relax or reduce existing
requirements or staff positions.

The proposed method of implementation along with the concurrence
(and any comments) of OGC on the method proposed.

Regulatory analyses generally conforming to the directives and
guidance of NUREG/BR-0058 and NUREG/CR-3568.

Identification of the category of reactor plants to which the ge-
neric requirement or staff position is to apply (that is, whetherit is to apply to new plants only, new OLs only, OLs after a cer-
tain date, OLs before a certain date, all OLs, all plants under
construction, all plants, all water reactors, all PWRs only, some
vendor types, some vintage types such as BWR 6 and 4, jet pump and
nonjet pump plants, etc.).

For each such category of reactor plants, an evaluation which dem-
onstrates how the action should be prioritized,and scheduled in
light of other ongoing regulatory activities. ='The evaluation
shall document for consideration information available concerning
any of the following factors as may be appropriate and any other
information relevant and material to the proposed action:

(a) Statement of the specific objectives that the proposed action
is designed to achieve;

(b) General description of the activity that would be required by
the licensee or applicant in order,to complete the action;

(c) Potential change in the risk to the public from the accidental
offsite release of radioactive material;

(d) Potential impact on radiological exposure of facility employ-
ees and other onsite workers.

(e) Installation and continuing costs associated with the action,
including the cost of facility downtime or the cost of con-
struction delay;
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~ (f) The potential safety impact of changes in plant or operational"
complexity, including the relationship to proposed and exist-
ing regulatory requirements and staff positions;

(g) The estimated resource burden on the NRC associated with the
proposed action and the availability of such resources;

(h) The potential impact of differences in facility type, design
or age on the relevancy and practicality of the proposed
action;

(i) Whether the proposed action is interim or final, and if inter-
im, the justification for imposing the proposed action on an
interim basis.

(viii) For each evaluation conducted pursuant to 10 CFR 50. 109, the pro-
posing office director's determination, together with the r ation-
ale for the determination based on the considerations of
paragraphs (i) through (vii) above, that

(a) there is a substantial increase in the overall protection of
public health and safety or the common defense and security to
be derived from the proposal; and

(b) the direct and indirect costs of implementation, for the fa-
cilities affected, are justifieo in view of this increased
protection.

(ix) For each evaluation conducted for proposed relaxations or de-
creases in current requirements or staff positions, the proposing
office director's determination, together with the rationale for
the determination based on the considerations of paragraphs (i)
through (vii) above, that

(a) the public health and safety and the common defense and
security would be adequately protected if the proposed
reduction in requirements or positions were implemented, and

(b) the cost savings attributed to the action would be substantial
enough to justify,taking the action.

C. CRGR Staff Review

CRGR staff shall review each package for completeness. If the'package
is not sufficient for CRGR consideration, it shall be returned by the
CRGR Chairman to the originating office with reasons for such action.
Prior notice to the Committee is not needed; however, CRGR members shall
be informed of such actions.

An accepted package shall be scheduled for CRGR consideration;
however, scheduling priorities shall be at the discretion of the
CRGR Chairman.
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All requests for particular scheduling shall be made to the CRGR

Chairman.

D.

The CRGR staff may obtain additional information from industry and
consultants on such proposals, particularly with respect to the
cost of implementation, realistic schedule for implementation and
the ability of licensees to safely and efficiently carry out the
full range of safety-related activities at each facility while
implementing the proposed requifement or staff position. The CRGR

staff normally shall provide a brief summary analysis of each
package to CRGR members prior to the meetings.

CRGR Meetin Minutes

At each meeting, for each package scheduled for discussion, the sponsor-
ing office shall present to the CRGR the proposed generic requirement or
staff position and respond to comments and questions. A reasonable
amount of time, within the discretion of the CRGR Chairman, shall be
permitted for discussion of each item by Committee members. At the con-
clusion of the discussion, each Committee member shall summarize his
position. The minutes of each meeting, including CRGR recommendations
and the bases therefor shall be prepared. Minutes normally shall be
circulated to all members within 5-working days after the the meeting,
and each member shall have 5-working days to comment in writing on the
minutes. It s the responsibility of each member to assure that the
minutes accurately reflect his views. All comments rece ved within that
period shall be part of the minutes of the meeting.

The Committee shall recommend to the EDO, approval, disapproval, modifi-
cation, or conditioning of generic proposals considered by the
Committee, as well as the method of implementation of such requirements
or staff positions and appropriate scheduling for such implementation,
which shall give consideration to the ability of licensees to safely and
efficiently carry out the entire range of safety-related activities at
each facility. The minutes shall give an accurate description of the
basis for the recommendations and shall accurately reflect the consensus
decision of the Committee. Copies of the minutes shall be distributed
to the Commission, Office Directors, Regional Administrators, CRGR Mem-

bers, and the Public Document Room. The EDO's action taken in response
to the Committee's recommendations shall be provided in writing to the
Commission.

E. Recordkee in S stem

The AEOD Assistant for CRGR Issues will assure that there is an archival
system for keeping'ecords of all packages submitted to the CRGR Chair-
man, actions by the staff, summary minutes of CRGR consideration of each
package including corrections, recommendations by the Committee, and
decisions by the EDO.
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V. REPORTING RE UIREMENTS

The AEOD Assistant for CRGR Issues shall prepare a report to be submitted by
the EDO to the Commission each month. The report will provide a brief summary.

of CRGR activities, including a list of all items that have been sent to the
CRGR and their current status. The report shall be distributed to CRGR

Hembers, Office Directors, Regional Administrators and the Public Document
Room.
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Attachment 1 to
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NEW GENERIC RE UIREMENT AND STAFF POSITION REVIEW PROCESS

C

The attached chart is a schematic representation of how new generic require-
~nts and staff positions are developed, revised and implemented.

In the early stages of developing a proposed new requirement or staff position,it is contemplated that the staff may have discussions with the industry, ACRS

and the public to obtain preliminary information of the costs and safety
benefits of the proposed action. On the basis of this information, the pro-
posing office will prepare the package for CRGR review.

The CRGR may recommend approval, revision, or disapproval or that further
public comment be sought. After CRGR and EDO approval, there may be further
review by the ACRS or the Commission. Decisions by the Commission are
controlling.

Once final approval is received, the individual project managers will normally
work with each licensee to develop a plant"specific implementation schedule
taking into consideration all of the other requirements and staff positions that
are being implemented at ;ach plant.

)

NUREG-1409 10
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SCHEMATIC REPRESENTATION OF
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PROCEDURES TO CONTROL
GENERIC REQUIREMENTS AND STAFF POSITIONS

A. ~Back round

In a memorandum from the Chairman to the Executive Director for Operations dat-
ed October 8, 1981, the Commission expressed concern over conflicting or incon-
sistent directives and requests to reactor licensees from various components of
the NRC staff. By that memorandum, the Commission outlined certain recommended
actions to establish control over the number and nature of requirements placed
by NRC on reactor licensees. These included: establishing a Committee to
Review Generic Requirements (CRGR); establishing a new position of Deputy
Executive Director for Regional Operations and Generic Requirements (DEDROGR);
conducting a survey of formal and informal mechanisms to communicate with
reactor licensees; and developing and implementing procedures for controlling
communications involving significant requirements covering one or more classes
of reactors. In February 1987 the Commission approved a NRC reorganization
that, among other changes, placed the CRGR operations under the Office of
Analysis and Evaluation of Operational Data (AEOD). CRGR responsibilities
and authorities were not directed to change under the new organizational
structure; only the organizational location was chanc. d. The following pro-
cedures have been established for controlling generic requirements or staff
positions and are designed to implement the provisions of 10 CFR 50. 109,
50.54(f) and 2.204.

B. Committee to Review Generic Re uirements CRGR

Except for immediately effective actions, the CRGR shall review all proposed
new generic requirements and staff positions to be imposed on one or more
classes of power reactors in accordance with the Charter of the Committee,
before such proposed requirements or staff positions are forwarded to the EDO

and Commission and imposed on, or communicated for use or guidance to, any re-
actor licensee.

C. Office Res onsibilit

Each office shall develop internal procedures to assure that the following pol-
icy requirements regarding reactor licensees are carried out:

(1) All proposed generic requirements and staff positions (Table 1 attached)
shall be submitted for CRGR review. Such submittals shall conform to the
provisions of the CRGR Charter relating to the contents of such
submittals.

(2) All generic documents, letters and communications that establish, reflect
or interpret NRC staff positions or requirements (Table II attached) shall
be submitted for review by CRGR unless these documents refer only to re-
quirements or staff positions approved prior to November 12, 1981. In the
latter case, the previously approved requirement or staff position should
be specifically cited and accurately stated. Offices should be careful to

NUREG-1409 12 Appendix C
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review new or specific interpretations to assure that they are only case-
specific applications of existing requirements rather than initial
applications having potential generic use. Case-specific applications are
governed by NRC Manual Chapter 0514.

(3) For all other communications with licensees (Table III, attached), no
statements shall be used that might suggest new or revised generic
requirements, staff positions, guidance or recommendations unless such
statements have been approved by the EDO or the Commission.

(4) In developing a proposed new generic requirement or staff position for
CRGR review, an office may determine that it is in possession of important
safety information that should be made available to licensees. It is the
responsibility of that office to take immediate action to assure that such
information is communicated to the licensees by the appropriate office.
Such actions may be taken before completion of any proposed or ongoing
CRGR reviews.

D. Immediatel Effective Action

For those rare instances where it is judged that an immediately effective ac-
tion is needed to ensure that facilities pose no undue risk to the health and
safety of the public (10 CFR 50. 109(a)(4)(ii)), no prior review by 'e CRGR is
necessary. However, the staff shall conduct a documented evaluation which in-
cludes a statement of the objectives of and reasons for the actions and the
basis 'or invoking the exception. Tl e analysis referenced in 50. 109(a)(2) may

be conducted either before or after the action is taken and shall be subject to
CRGR review. This analysis shall document the safety significance and appro"
priateness of the action taken and consideration of how costs contribute to
selecting the solution among various acceptable alternatives. The CRGR

Chairman should be notified by the Office Director originating the action.
These immediately effective requirements will be reported to the Committee for
information and will be included in the report to the Commission.

Appendix C 13 NUREG-1409
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TABLE I

PRINCIPAL MECHANISMS USED BY NRC STAFF TO
ESTABLISH OR COMMUNICATE GENERIC RE(UIREMENTS AND STAFF POSITIONS

Advanced Notices
Proposed Notices
Final Rules
Policy Statements

Other Formal Re uirements 2

Multiplant orders including show cause orders and
confirmatory orders

Staff Positions

Bulletins
Circulars
Multiplant letters (including 10 CFR 50.54f and TMI Action

Plan letters)
Regulatory Guides
SRP (including 'ranch Technical Positions)
Standard Tech Specs
USI NUREGs

1 While Rulemaking is an action of the Commission rather than the staff,
most rules are proposed or prepared by the staff.

2 The document itself imposes a legal requirement; e.g., regulatory orders
or license conditions.

3 Documents that reflect staff positions which, unless complied with or a
satisfactory alternative offered, the staff would impose or seek to have
imposed by formal requirement.
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TABLE II

HECHANISHS OFTEN USED TO INTERPRET GENERIC REQUIREHENTS OR STAFF POSITIONS

Action and Petitions for Rulemaking

Action on 10 CFR 2.206 Requests

Approval of Topicals

Facility Licenses and Amendments

SERs

FDAs, PDAs

I&E Hanual

18E (Hg) Positions

NUREG Reports (other than USIs)

Operator Licenses and Amendments

Single Plant Orders

Staff Positions on Code Committees

Unresolved Issues Resulting from Inspections
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TABLE III

ADDITIONAL MECHANISMS SOMETIMES USED TO COMMUNICATE
GENERIC REQUIREMENTS OR STAFF POSITIONS

DES 8 FES

Entry, Exit and Management Meetings

Information Notices *

Licensee Event Reports; C'onstruction Deficiency Reports (Sent to Other
Licensees)

NRC Operator Licensing People Contact with Licensees

Phone Calls or Site Visits by NRC Staff or Commission to Obtain Information
(i.e., Corrective Actions, Schedules, Conduct Surveys, etc.)

Pleadings

Preliminary Notifications

Press Releases

Proposed Findings

Public Meetings, Morkshops, Technical Discussions
t

Resident Inspector Day-to-Day Contact

SALP Reports

SECY Papers (Some Utilities Apparently Sent Operators to College Based on Re-

cent SECY Paper on Operator gualifications)

Special Reports

Speeches to Local Groups or Industry Associations

Technical Specifications

Telephone Calls and Meetings with Licensees, Vendors, Industry Representatives,
Owners Groups

Testimony
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U.S. NUCLEAR REGULATORY COMMISSION
NRC MANUAL

Volume: 0000 General Administrati on
Part: 0500 Health and Safety AEOD

CHAPTER 0514 NRC PROGRAM FOR MANAGEMENT OF PLANT-SPECIFIC
BACKFITTING OF NUCLEAR POWER PLANTS

0514-01 COVERAGE

011 This chapter establishes the requirements and guidance for NRC

staff implementation of 10 CFR 50.109 and the provisions of 10 CFR 50 Appen-
dix 0, 10 CFR 50.54(f), and 10 CFR 2.204, relating to plant-specific back-
fitting. Staff requirements and guidance for implementing the provisions of
10 CFR 50.109 pertaining to rules and other generic backfitting are beyond
the scope of this chapter. Pertinent requirements and guidance for generic
backfitting are contained in the CRGR Charter. Test and research reactor
licensees are not covered by the provisions of the chapter.

012 This chapter defines the objectives, authorities, and responsibil-
ities and establishes basic requirements for actions to be taken in instances
where the NRC staff imposes new plant-specific regulatory staff positions on
a nuclear power plant licensee.. This practice is commonly referred to as
"backfitting" and for the purposes of this chapter is defined as the modifica-
tion of or addition to systems, structures, components, or design of a facil-
ity; or the procedures or organization required to design, construct or oper'-
ate a facility: any of which may result from a new or amended provision in the
Commission rules or the imposition of a regulatory staff position interpreting
the Commission rules that is either new or different from a previously appli-
cable staff position. It should be . clearly under stood that backfits are
expected to occur and are a part of the regulatory process to assure and
improve the safety of nuclear power plants. However, it is important for
sound and effective r egulation that backfitting be conducted in a controlled
process. Plant-specific backfitting is different from generic backfitting in
that the former involves the imposition on a licensee of positions unique to
a particular plant, whereas generic backfitting involves the imposition of
the same or similar positions on two or more plants. This chapter governs
those plant-specific backfits communicated to the licensees or identified by
the licensees after July 6, 1988.

013 The management of plant-specific backfitting, for which guidance
is provided in this document, does not relieve licensees from achieving and

See Section 05 of this chapter for a definition of "licensee."

Approved: August 26, 1988
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BACKFITTING OF NUCLEAR POWER PLANTS

maintaining adequate protection of the public health and safety2 or complyingwith the Commission's regulations, orders, license, or written licensee commit-
ment. The management process is intended to provide disciplined NRC review
of new or changed positions prior to imposing them.

The plant-specific backfit management process will enhance regulatory stabil-
ity by assuring that changes in regulatory staff positions are in fact required
to ensure that the facility provides adequate protection to public health and
safety or to provide a substantial increase in the overall protection of the
public health and safety or common defense and security. Such plant-specific
backfitting is entirely proper given the agency's responsibility to ensure an
adequate level of protection and the agency's authority'to iinprove safety be-
yond this

level.'514"02

OBJECTIVES

021 It is the overall objective of this program to assure that plant-
specific backfitting of nuclear power plants is justified and documented and
to specify that the Executive Director for Operations is responsible for the
proper implementation of the backfit process.

022 The specific objectives of this program are (a) to ensure that facili'-
ties provide adequate protection of the public health and safety; and (b) to
allow for substantial improvements in the levels of protection of public health
and safety beyond adequacy while avoiding any unwarranted burdens on the
NRC, public or licensees in implementing backfits.

023 The program should assure to the extent possible that backfits to be
issued will in fact contribute effectively and significantly to the health and
safety of the public or the common defense and security. This objective is
attained by assuring that plant-specific backfits will be communicated to the
licensee only if necessary to provide 'an 'adequate level of safety, or after
required regulatory analyses are completed and approved as described in Sec-
tion 0514-042 of this chapter. The backfit and supporting regulatory. analyses
are approved by the appropriate Office Director or Deputy Director, or Reg-
ional Administrator or Deputy Regional Administrator, and forwarded to the
Executive Director for Operations before the backfit and appropriate support-
ing analysis are communicated to the licensee.

0514-03 RESPONSIBILITIES AND AUTHORITIES

031 The Executive Director for 0 er ations EDO is responsible to the
Commission for plant-specific backfit actions. The EDO may review and modify
any plant-specific backfit decision at his or her initiative or at the request

2Ade uate rotection of the ublic health and safet means the same as no un-
due risk and reasonable assurance of not endan erin ublic health and safet
In NRC ractice these standards are interchan cable.

Approved: August 26, 1988 0
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of a licensee in accordance with Section 044. The EDO may authorize deviations
from this chapter when the EDO finds that such action is in the public inter-
est and the deviation otherwise compiles with the applicable regulations.

032 The Director Office for Anal sis and Evaluation of 0 erational Data
~AEOD, shall assure that process controls for overall agency management and
oversight of the plant-specific backfit process are developed and maintained
and shall coordinate the implementation of procedures within the other Offices
and Regions. These process controls shall include specific procedures, train-
ing, progress monitoring systems, and provisions for obtaining and evaluating
both staff and industry views on the conduct of the backfit process. The Di-
rector, AEOD, is also responsible for assuring that each licensee is informed
of the existence and structure of the NRC program described in this chapter.
The Director, AEOD, shall assure that substantive changes in the chapter and
related procedures are communicated to the licensees.

033 The Director Office of Nuclear Reactor Re ulation NRR), shall as-
sure that an overall procedure for managing plant-specific backfitting that
involves positions taken by NRR is developed, implemented, and maintained, in
accordance with the chapter. The overall procedure shall be coordinated with
AEOD and approved by the EDO. The Director, NRR, shall consult and coordi-
nate with Regional Administrators and the Office of Nuclear Material Safety
and Safeguards, as appropriate, to develop resolutions of proposed plant-
specific backfits in program areas for which NRR has responsibility.

For backfits within NRR's program area of responsibility which are proposed by
NRR staff, the Director or Deputy Director, NRR, without further delegation,
shall approve the regulatory analysis prior to communicating the backfit and
analysis to the licensee. For all backfits within the NRR program area of
responsibility which are appealed by a licensee, the Director, NRR, shall make
the decision on imposition of the backfit. The decision is subject to EDO
review under Section 0514-031. The Director, NRR, shall assure NRR staff
performance in accordance with this chapter.

034 The Director Office of Nuclear Material Safet and Safe uards
~NMSS, shall assure that an overall procedure for managing plant-specific
backfitting that involves positions taken by NMSS is developed, implemented,
and maintained, in accordance with this chapter. The overall procedure shall
be coordinated with AEOD and approved by the EDO. The Director, NMSS,
shall consult and coordinate with Regional Administrators and the Director
of the Office of Nuclear Reactor Regulation', as appropriate, to develop re-
solutions of proposed plant-specific backfits in program areas for which
NMSS activities may affect reactor plant licensees.

For backfits within the NMSS program area of responsibility which are pro-
posed by NMSS staff, the Director or Deputy Director, NMSS, without further
delegation, shall approve the regulatory analysis prior to communicating the
backfit and analysis to the licensee. For all backfits within the NMSS pro-
gram area of responsibility which are appealed by a licensee, the Director,
NMSS, shall make the decision on imposition of the backfit. The decision
is subject to EDO review under Section 0514-031. The Director, NMSS, shall
assure NMSS staff performance in accordance with this chapter.

Approved: August 26, 1988
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035 Re ional Administrator s shall assur e that an overall procedure for
managing plant-specific backfitting that involves positions taken by a Region
in any program area for which the Region has been delegated authority, is de-
veloped, implemented, and maintained, in accordance with the chapter. The
overall procedure shall be coordinated with AEOD and approved by the EDO.

Regional Administrators shall consult and coordinate with the Directors of the
Offices of Nuclear Reactor Regulation and Nuclear Matet ial Safety and Safe-
guards, as appropriate, to identify issues and develop resolutions of proposed
plant-specific backfits where such backfitting would result from positions
taken by the Region.

For backfits proposed by the Region, the Regional Administrator or Deputy Re-
gional Administrator, without further delegation, shall approve the regulatory
analysis prior to communicating the backfit and analysis to the licensee. For
backfits proposed by the Region and appealed by the licensee, the Administra-
tor is responsible for the conduct of the appeal process within the Region;
however, if agreement cannot be reached at the Regional lev'el, the decision
on imposition of the backfit shall be made by the Director of the program
office having responsibility for the program area relevant to the backfit.
The decision is subject to EDO review under Section 0514-031. Each Regional
Administrator shall assure Regional staff performance in accordance with this

. chapter.

036 The Directors Offices of Nuclear Reactor Re ulation and Nuclear
Material Safet and Safe uards and Re ional Administrators, shall approve
regulatory analyses initiated by .their staff members, who propose backfits
within other program office areas of responsibility which have been delegated
to them for implementation and decision authority, prior to communicating the
backfit and analysis to the licensee.

4

037 The Director Office of Administration and Resources Mana ement,
shall, in coordination with the Office Directors, and Regional Administrators,
develop and,maintain the overall NRC data base management system, identified
and described in Section 046 of this chapter.

038 NRC staff positions may be identified as potential backfits either by
NRC staff or by persons who are not members of the NRC staff. Such identi-
fications will be considered by the Office Director/Reglorial Administrator
having responsibility to develop staff positions on the matter at issue. This
Office Director/Regional Administrator will be responsible to make the deter-
mination as to whether the staff position is a backfit and whether the pro-
posed backfit should be imposed on the licensee.

0514-04 BASIC REQUIREMENTS

041 Information Re uests Pursuant to 10 CFR 50.54 f . Paragraph 10 CFR
50.54(f) authorizes the NRC to require its licensees to provide additional
safety information to enable the Commission to determine whether or not a
license should be modified, suspended, or revoked. This paragraph (as amend-
ed in 50 FR 38097) requires the NRC to justify such information requests by a

Approved: August 26, 1988
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supporting analysis which finds that the burden to be imposed is justified in
view of the potential safety significance of the issue to be addressed in the
requested Information. The exceptions to this requirement are as follows:

a. No finding is required whenever there is reason to believe that the
public health and safety may not be adequately protected and safety
information is needed to decide if this is the case and to take any
necessary corrective action.

b. Concerning the review of applications for licenses or amendments, or
the conduct of inspection activities, for plants under construction,
no finding will be necessary if the staff seeks information of a type
routinely sought as a part of the standard procedures concer ning
the review of applications. If the request is not part of routine
licensing review (for example, if it seeks to gather information
pursuant to development of a new staff position), a staff analysis of
the reasons for the request and a finding must be prepared and
approved prior to issuance.

C. Concerning licensing review or inspection activities for operating
plants, information requests seeking to verify licensee compliance
with the current licensing basis for the facility are exempt from the
necessity to prepare the reason or reasons for the request and to
make a finding. Requests for information to determine compliance
with existing facility requirements including fact-finding reviews,
inspections and investigations of accidents or incidents, usually
are not made pursuant to Section 50.54(f), nor are such requests
normally considered within the scope of the backfit rule or this
chapter.

The Directors of. NRR and NMSS and Regional Administrators shall develop
inter nal office procedures to ensure that there is a rational basis for all
information requests not clearly excepted from the finding, whether or not it
is clear that backfit action would result from staff evaluation of the infor-
mation supplied by the licensee. The request must be evaluated to determine
whether the burden imposed by the information request is justified in view of
the potential safety significance of the issue to be addressed. The informa-
tion request and the staff evaluation must be approved by the cognizant Office
Director or Regional Administrator prior to transmittal of the request for
information to a licensee.

NRC staff evaluations of the necessity for an information request shall
include at least the following elements:

a. A problem statement that describes the need for the information in
terms of potential safety benefit.

b. The licensee actions required and the cost to develop a response to
the information request.

c. An anticipated schedule for NRC use of the information.

Approved: August 26, 1988

Appendix D NUREG-1409



N R C-0514-042
NRC PROGRAM FOR MANAGEMENT OF PLANT"SPECIFIC

BACKFITTING OF NUCLEAR POWER PLANTS

042 Identif in Plant-S ecific Backfits. The NRC staff shall be respon-
sible for identifying proposed plant-specific backfits as defined by Sec-
tion 05 of the chapter. The staff at all levels will evaluate any proposed
plant-specific position with respect to whether or not the position qualifies
as a proposed backfit pursuant to Section 05 of this chapter. No staff posi-
tion should be communicated to a licensee unless the NRC official communicat-
ing that position has ascertained whether or not the position is to be iden-
tified as a backfit. NRC Appendix 0514 provides information to help in iden-
tifying backfits arising from selected staff activities. When a staff pro-
posed position is identified as a backfit the staff should determine expedi-
tiously whether the backfit is needed to ensure adequate protection of the
public health and safety or to comply with Commission rules or orders, the
license, or written licensee commitments. If, and only if the backfit does
not meet this test, the appropriate staff office should proceed promptly with
the preparation of a regulatory analysis (Section 043) 'or approval in
accordance with this chapter.

Economic cost can never be a consideration either in defining what is an
adequate level of protection or in ensuring that an adequate level of protection
is achieved and maintained.

The staff may, at any point in the development of the regulatory analysis,
decide that further analysis is likely to 'show either that the proposed
safety benefit is not likely to be substantial additional overall protection, or
that the direct and indirect "costs of implementation are not likely to be justi-
fied. In this case, the issue may be closed, with appropriate notice sent to
all parties and recorded in the recordkeeping system described in Section 046.

When (a) a staff proposed position is necessary to bring a facility into com-
pliance with a license or the rules or orders of the Commission (Sections
052-a, 053-a), or into conformance with written commitments by the licensee
(Sections 052-a, 053-b), or (b) the Director of NRR or NMSS determines that
imposition of a backfit is necessary to ensure that the facility provides
adequate protection to public health and safety, no regulatory analysis is
required. Instead, the appropriate Director/Regional Administrator is to pro-
vide a documented evaluation to support the action taken.

The evaluation shall include a statement of the objectives of the reasons
for the modification and the basis for invoking the exception. In the case
of a backfit needed to assure that the facility provides adequate protection,
the documented evaluation shall also include an analysis to document the
safety significance and appropriateness of the. action taken. Should it be nec-
essary or appropriate for the Commission to prescribe a way to achieve ade- .

quate protection, the evaluation can include a consideration of how costs
contr ibute to selecting the solution among various acceptable alternatives.
However, cost will not be a factor in determining what constitutes an adequate
level of protection. Such an evaluation is to be issued with the backfit except
that, when an immediately effective regulatory action is necessary, and the
safety need is so urgent that full documentation cannot be completed, the docu-
mentation may follow the backfit.

A proposed staff position which is not identified by the NRC staff as a

backfit position may be claimed to be a backfit position by a licensee. The

Approved: August 26, 1988
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staff will promptly consider a licensee claim of backfit to determine if the
claimed backfit qualifies as such in accordance with Section 05 of this chapter.
Licensees identifying such items should send a written claim of backfit (with
appropriate supporting rationale) to the Office Director or Regional Administra-
tor of the NRC staff person who issued the position with a copy to the EDO.
If the NRC staff determination is that the issue is a backfit, the appropriate
staff office should proceed immediately with the preparation of any required
regulatory analysis for approval in accordance with this chapter.

If the determination is that the proposed staff position is not a backfit,
the appropriate staff office shall document the basis for the decision and
transmit it together with any documented evaluation required by this section to
the licensee. In any case, the appropriate Office Director/Regional Adminis-
trator shall report to the EDO and inform the licensee, within 3 weeks after
receipt of the written backfit claim, of the results of the determination and the
plan for resolving the issue.

When a licensee is informed that a claimed backfit is, in the judgment of
the NRC, not a backfit, the licensee may appeal this determination as
described in Section 044 of this chapter.

043 Re ulator Anal sis. Positions identified as plant-specific back-
fits requiring t e regu atory analysis in this section shall be transmitted
to licensees only after a determination that there is a substantial increase
in the overall protection of the public health and safety or the common de-
fense and security to be derived from the backfit, and that the direct and
indirect costs of implementation for that facility are justified in view of
the increased protection. The proposed backfit and supporting regulatory
analysis must be approved by the appropriate Program Office Director or
Deputy Director, or Regional Administrator or Deputy Regional Administrator
and forwarded to the EDO before the backfit and its supporting regulatory
analysis are transmitted to the licensee.

The regulatory analysis shall generally conform to the directives and gui-
dance of NUREG/BR-0058 and NUREG/CR-3568, which are the NRC's governing
documents concerning the need for preparation of regulatory analyses. In
preparing regulatory analyses under this section, the staff should note that
the complexity and comprehensiveness of an analysis should be limited to that
necessary to provide an adequate basis for decisionmaking among the alterna-
tives available. The emphasis should be. on simplicity, flexibility, and com-
mon sense, both in terms of the type of information supplied and in the level
of detail provided. The following information and any other information rele-
vant and material to the backfit shall be included in the regulatory analysis,
as available and appropriate to the analysis:

a ~ A statement of the specific objective that the
designed to achieve. This should also include a
of the backfit proposed, and how it provides a
in overall protection.

proposed backfit is
succinct description
substantial increase

b. A general description of the activity that would be required by the
licensee in order to complete the backfit.

Approved: August 26, 1988
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c. The potential safety impact of changes in plant design or operational
complexity, including the relationship to proposed and existing,
regulatory requirements.

d. Whether the proposed backfit is 'interim or final and, if interim,
the justification for imposing the proposed backfit on an interim

'basis.,

e. A statement that describes the benefits to be achieved and the cost
to be incurred. Information should be used to the extent that it is
reasonably available, and a qualitative assessment of benefits may
be made in lieu of the quantitative analysis where it would provide
more meaningful insights, or is the only analysis practicable. This
statement should include consideration of at least the following
factors:

(1) The potential change in risk to the public from the accidental
offsite release of radioactive material.

(2) The potential impact on radiological exposure of facility em-
ployees. Also consider the effects on other onsite workers, due
both to installation of procedural or hardware changes and to
the effects of the changes, for the remaining lifetime of the
plant.

(3) The installation and continuing costs associated with the
backfit, including the cost of facility downtime or the cost
of constr uction delay.

(4) The estimated resource burden on the NRC associated with the
proposed backfit and the availability of such resources.

f. A consideration of important qualitative factors. bearing on the need
for the backfit at the particular facility, such „as, but not limited
to, operational trends, significant plant events, management effec-
tiveness, or results of performance reports such as the Systematic
Assessment of Licensee Performance.

0

g. A statement affirming appropriate interoffice coordination related to
the proposed backfit and the plan for implementation.

h. The basis for requiring or permitting implementation on a particular
schedule, including sufficient information to demonstrate that the
schedules are realistic and provide adequate time for in-depth engi-
neering, evaluation, design, procurement, installation, testing,
development of operating procedures, and training of operators and
other plant personnel, as appropriate. For those plants with ap-
proved integrated schedules, the integrated scheduling process can
be used for implementing this step and the following two procedural
steps.

Approved: August 26, 1988
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i. A schedule for staff actions involved in implementation and verifica-
tion of implementation of the backfit, as appropriate.

j. Importance of the proposed backfit considered in light of other
safety-related activities underway at the affected facility.

k. 'A statement of the consideration of the proposed plant-specific
backfit as a potential generic backfit.

of two types, applied to two distinctly different situations:

a. Appeal to an Office/Region to modify or withdraw a proposed backfit
which has been identified, and for which a regulatory analysis has
been prepared and transmitted to the licensee; or

b. Appeal to an Office/Region to reverse a denial of a prior licensee
claim either that a staff position, not identified by the NRC as a

backfit, is one, or that a backfit which staff believes falls within
one of the exceptions from the requirement for a regulatory analysis,
does not.

In the first type of situation described, licensees should address an appeal
of a proposed backfit to the Office Director or Regional Administrator whose
staff proposed the backfit with a copy to the EDO. The appeal should provide
arguments against the iationale for imposing a backfit as presented in the
staff's regulatory analysis. The Office Director or Regional Administrator
shall report to the EDO within 3 weeks after receipt of the appeal concerning
the plan for resolving the issue. The licensee should also be promptly and
periodically informed in writing regarding the staff plans. The decision of the
Office Director on an appeal of plant-specific backfit may be appealed to the
EDO unless resolution is achieved at a lower management level. The EDO shall
promptly resolve the appeal and shall state his reasons therefor. Summaries of
all appeal meetings shall be prepared promptly, provided to the licensee, and
placed in appropriate Public Document Rooms. During the appeal process, pri-
mary consideration shall be given to how and why the proposed backfit pro-
vides a substantial increase in overall protection and whether the associated
costs of implementation are justified in view of the increased protection.
This consideration should be made in the context of the regulatory analysis as
well as any other information that is relevant and material to the proposed
backfit.

In the second type of appeal situation the appeal should be addressed to, and
will be decided by, the Director of the program office having responsibility
for the program area relevant to the staff position, unless resolution is
achieved at a lower management level. A copy of the appeal should also be
sent to the Executive Director for Operations. The appeal should take into
account the staff's evaluation, the licensee's response, and any other infor-
mation that is relevant and material to the backfit determination. The EDO

may review and may modify a decision either at his or her own initiative or
at the request of the licensee. If the licensee appeals to the EDO, the EDO
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shall promptly resolve the appeal and shall state the reasons therefor. Back-
fit claims and resultant staff determinations that are reevaluated in response
to an appeal, and that are again determined by the NRC not to be backfits, or
are excepted from the requirement for a regulatory analysis, are not to be
treated further in the context "of this chapter. Such matters are to be dealt
with within the normal licensing or inspection appeal process and are not
subject to the requirements of this chapter.

045 Im lementation of Backfits. Following approval of any required reg-
ulatory analysis by the appropriate Office Director or Regional Administrator,
review if any by the EDO, and issuance of the backfit to the licensee, the
licensee will either implement the backfit or appeal it. After an appeal and
subsequent final decision by the appropriate Office Director or EDO, the li-
censee may elect to implement a backfit resulting from the decision. If the
licensee does not elect to implement the backfit, it may be imposed by Order
of the appropriate Office Director.s

Implementation of plant-specific backfits will normally be accomplished on a
schedule negotiated between the licensee and the NRC. Scheduling criteria
should include the importance of the backfit relative to other safety related
activities underway, or the plant construction or maintenance planned for the
facility, in order to maintain high quality construction and operations. For
plants that have integrated schedules, the integrated scheduling process can
be 'used for this purpose.

A staff-proposed backfit may be imposed by Orders prior to completing any of
the procedures set forth in this chapter provided the NRC official authorizing
the Order determines that immediate imposition is necessary to provide ade-
quate protection to the public health and safety or the common defense and
security. In 'such cases, the EDO shall be notified promptly of the action and
a documented evaluation as described in Section 042 performed, if possible, in
time to be issued with the order.

If "immediate imposition" is not necessary, staff proposed backfits shall not
be imposed, and plant construction, licensing action, or operation shall not
be interrupted or delayed by NRC actions, during the staff's evaluation and
backfit tr ansmittal process, or a subsequent appeal process, until final ac-
tion is completed under this chapter.

046 Recordkee in and Re ortin . The proposing Headquarters Office or
Regional Office shall administratively manage each proposed plant-specific
backfit using one agency recordkeeping system that provides for prompt re-
trieval of current status, planned and accomplished. schedules, and ultimate
disposition. The system shall provide reference to all documents issued or
received by NRC staff relative to a plant-specific backfit, including re-
quests, positions, statements, and summary reports. Access to make changes
to the system will be limited to those designated within each Office and
Region. Specific data required will include, but are not limited to:

sOnce an Order is issued, whether or not it is immediately effective, this
chapter no longer ~aHes and appeals are governed by the procedures in 10
CFR Part 2, Subpart B.

Approved: August 26, 1988
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a. Licensee and facility affected.

b. Whether a backfit is identified by staff or by a licensee.

c. Identification and description of the document that either transmits
a staff-identified backfit or a licensee request for consideration
of a licensee-identified backfit.

d. Substance of the backfit issue.

e. In the case of a licensee-identified backfit, the dates (predicted
and completed) that determinations are made as to whether or not a
staff position qualifies as a backfit, the substance of the deter-
mination, and the organization and official responsible for making
the determination.

f. A brief description of what action is pending, and the officials
responsible to complete the action.

g. Action closing date, to include a description of licensee or staff
action and date of agr cement or order to implement; responsible
officials and organization for each action.

047 ~Exes tines. Nothing in this chapter shall be interpreted as author-
izing or'equiring the staff to make plant-specific backfits or assessments
for generic backfits that are, or have been, subject to review by the CRGR
and approval by the EDO, or for generic backfits approved prior to November
1981, unless the EDO determines that significant plant-specific issues were
not considered during the prior r eviews or the EDO authorizes a deviation
under Section 031.

048 References.

a; NUREG/BR-0058, Rev. 1, May 1984, "Regulatory Analysis Guidelines
of the U.S. Nuclear Regulatory Commission"

b. NUREG/CR-3568, December 1983, "A Handbook for Value-Impact
Assessment"

c. NUREG/CR-3971, October 1984, "A Handbook for Cost Estimating"

d. Revision of Backfit Rule, Code of Federal Regulations, 53 FR 20603
(June 6, 1988)

0514-05 DEFI N ITIONS

051 Licensee. Except where defined otherwise, the word licensee as used
in this chapter shall mean that person that holds a license to operate a nu-
clear power plant, or a construction permit to build a nuclear power plant, or
a Preliminary Design Approval, Final Design Approval, or Design Certification
for a Standardized Plant Design.

Approved: August 26, 1988
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052 Plant-S ecific Backfit. Backfittlng is defined as the modification
of or addition to systems, structures, components, or design of a facility; or
the design approval or manufacturing license for a facility; or the procedures
or organization required to design, construct or operate a facility; any of
which may result from a new or amended provision in the Commission rules or
the imposition of a regulatory staff position interpreting the Commission
rules that is either new or different from a previously applicable staff posi-
tion after certain specified dates. Backfitting is "plant-specific" when it
involves the imposition of a position that is unique to a particular plant.

It should be noted that to be a plant-specific backfit a staff position must
meet conditions involving both (a) the substance of the elements of a proposed
staff position and (b) the time of the identification of the staff position:

a ~ A staff position may be a proposed backfit if it would cause a
licensee to change the design, construction or operation of a
facility from that consistent with already applicable regulatory
staff positions. Applicable regulatory staff positibns are described
in Section 053.

b. A staff position as described in (a) above is a proposed backfit
if it is first identified to the licensee after certain important
design, constr uction or operation milestones, involving NRC ap-
provals of varying kind, has been achieved. Those times after
which a new or revised staff position will be considered a backfit
are as follows:

(1) After the date of issuance of the construction permit for the
facility (for facilities having construction permits issued
after May 1, 1985);

(2) After 6 months before the date of docketing of the OL applica-
tion for the facility (for facilities having construction
permits issued before May 1, 1985);

(3) After the date of issuance of the operating license for the
facility (for facilities having an operating license on
May 1, 1985);

(4) After the date of issuance of the design approval under
10 CFR 50, Appendix M, N or 0.

NOTE: The EDO directives embodied in chapter NRC-0514 are effective as of
July 6, 1988.

053 A licable Re ulator Staff Positions. Applicable regulatory staff
positions are those already specifically imposed upon or committed to by a
licensee at the time of the identification of a plant-specific backfit, and
are of several different types and sources:

a. Legal requirements such as in explicit regulations, or ders, plant
licenses (amendments, conditions, technical specifications) ~ Note

Approved: August 26, 1988
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that some regulations have update features built in, as for example,
10 CFR 50.55a, Codes and Standards. Such update requirements are
applicable as described in the regulation.

b. Written commitments such as contained in the FSAR, LERs, and
docketed correspondence, including responses, to Bulletins, re-
sponses to Generic Letters, Confirmatory Action Letters, re-
sponses to Inspection Reports, or responses to Notices of
Violation.

co NRC staff positions~ that are documented, approved, explicit inter-
pretations of the more general regulations, and are contained in
documents such as the SRP, Branch Technical Positions, Regulatory
Guides, Generic Letters, and Bulletins; and to which a licensee or
an applicant has previously committed to or relied upon. Positions
contained in these documents ar e not considered applicable staff
positions to the extent that staff has, in a previous licensing or
inspection action, tacitly or explicitly excepted the licensee from
part or all of the position.s

~Requirements may be imposed by rule or order. Staff interpretations such as
examples of acceptable ways to meet requirements are not requirements in and
of themselves.

Imposition of a staff position from which a licensee has previously been ex-
cepted is a backfit.

Approved: August 26, 1988
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Guidance for Makin Backfit Determinations

A. General

In this section selected regulatory activities and documents are discus-
sed in order to enable members of the NRC staff and the regulated indus-
try. to better understand the conditions under which a staff position may
be viewed 'as a plant-specific backfit. It is important to understand
that the necessity for making backfit determinations should not inhibit
the normal informal 'dialogue between the technical reviewer or inspector
and the licensee. The intent of this process is to manage backfit
imposition, not to quell it. The discussion in this appendix is intended
to aid in identifying backfits in accordance with the principles and the
practices that should be implemented by all staff members. This appendix
is not intended to be an exhaustive, comprehensive workbook in which can
be found a parallel example for each situation that may arise. As is
evident from the definitions in Section 05 of this chapter, a plant-
specific backfit has the elements of a change from an already applicable
staff position where an applicable staff position is defined as that
established befog e certain defined milestones in the affected plant's
licensing histor y. There will be some judgment necessary to determine
whether a staff position would cause a licensee to change the design,
construction or operation of a facility. In making this determination,
the fundamental question is whether the staff's action is directing,
telling, or coercing, or is merely suggesting or asking the licensee to
consider a staff proposed action.

Actions proposed by the licensee are not backfits under this chapter
even though such actions may result from normal discussions between
staff and licensee concerning an issue, and even though the change or
additions may meet the definitions of Section 0514-052 and 0514-053.

B. ~Licenein

Standard Review Plan (SRP) - The SRP delineates the scope and
depth of staff review of licensee submittals associated with various
licensing activities. It is a definitive NRC staff interpretation of
measures which, if taken, will satisfy the requirements of the more
generally stated, legally binding body of regulations, primarily
found in Title 10 CFR. Since October 1981, changes to the SRP are
to have been reviewed and approved through a generic review pro-
cess involving the Committee to Review Generic Requirements (CRGR),
and the extent to which the changes apply to classes of plants is
defined. Consequently, application of a current SRP in a specific
operating license (OL) review generally is not a plant-specific
backfit, provided the SRP was effective 6 months prior to the start
of the OL review. Asking an applicant for . an operating license
questions to clarify staff understanding of proposed actions, in
order to determine whether the actions will meet the intent of the
SRP, is not considered a backfit.

On the other hand, using acceptance criter ia more stringent than
those contained in the SRP or taking positions more stringent than
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addition to those specified in the SRP, whether in writing or
orally, is a plant-specific backfit. During meetings with the
licensee, staff discussion or comments regarding issues and licen-
see actions volunteered which are in excess of the criteria in the
SRP gener ally do not constitute plant-specific backfits; however,
if the 'taff implies or suggests that a specific action in excess

. of already applicable staff positions is the only way for the staff
to be satisfied, the action is considered a plant-specific backfit
whether or not the licensee agrees to take such action. However,
the staff should recognize that a verbally implied or suggested
action should not be accepted by a licensee as an NRC position of
any kind, backfit or not; only written and authoritatively approved
position statements should be taken as NRC positions.

Application of an SRP to an operating plant after the license is
granted generally is considered a backfit unless the SRP was
approved specifically for oper ating plant implementation and is
applicable to such operating plant. It is impor tant to note,
however, that in order to issue an amendment to a license, there
must be a current finding of compliance with regulations applicable
to the amendment. As a specific example, review of a plant owner's
application for a license amendment to authorize installation and
operation of a new reactor core, commonly called a "reload appli-
cation," may necessitate review of new fuel designs or new thermal-
hydraulic correlations and associated operating limits. Such changes
that are clearly advances in design or operation may involve new or
unreviewed safety issues, and may warrant review to SRP criteria
which were approved subsequent to initial license issuance to the
licensee. This is not considered a backfit. However, such review to
newer SRP revisions is not necessarily required to determine current
compliance with regulations. Licensee" proposed revisions in design
or operation that raise staff questions only about potential reduced
margins of safety as defined in the basis for any technical speci-
fication should be reviewed by reanalysis of the same accident
sequences and associated assumptions as analyzed in the FSAR for
the initial license issuance.

During reload reviews, staff - proposed positions with regard to
.technical matters" not related to the changes proposed by a li-
censee shall be considered backfits.

2- Regulatory Guides - As part of the generic review process pursuant
to the CRGR Charter, it is decided which plants or groups of plants
should be affected by new or modified Regulatory Guide p'rovisions.
Such implementation is therefore not governed by the plant-specific
backfit procedures. However, any staff proposed plant-specific
implementation of a Regulatory Guide provision, whether orally or
in writing, for a plant not encompassed by the generic imp'lementa-
tion determination is considered a plant-specific backfit. A staff
action with respect to a specific licensee that expands on, adds to,
or modifies a generically approved regulatory guide, such that the
position taken is more demanding than intended in the generic
positions, is a plant-specific backfit.

Approved August 26, 1988
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3.

C. Ins

Plant-Specific Orders - An order issued to cause a licensee to take
actions which are not otherwise applicable regulatory staff posi-
tions is a plant-specific backfit. As described in Section 0514-045
of this chapter, an order effecting immediate impo'sition of a back-
fit may be issued prior to completing any of the procedures set
forth in 'this chapter provided that the appropriate Office Director
determines that immediate imposition is necessary.

An order issued to confirm a licensee commitment to take specific
action even if that action is in excess of previously applicable
staff positions, is not a plant-specific backfit provided the com-
mitment was not obtained by the staff with the expressed or implied
direction that such a commitment was necessary to gain acceptance
in the staff review process. Discussion or comments by the NRC staff
identifying deficiencies observed, whether in meetings or written
repor ts, do not constitute backfits. Definitive statements to the
licensee directing a specific action to satisfy staff positions are
backfits unless the action is an explicit and already applicable
regulatory staff position.

ection and Enforcement

Inspections - NRC inspection procedures govern the scope and depth
of staff inspections associated with licensee activities such as
design, construction, and oper ation. As such, they define those
items the staff is to consider in its determination of whether the
iicensee is conducting its activities in a safe manner. The conduct
of inspections establishes no new sta'ff positions for the licensee
and is not a plant-specific backfit.

Staff statements to the licensee that the contents of an NRC inspec-
tion procedure are positions that must be met by the licensee con-
stitute a plant-specific backfit unless the item is an applicable
regulatory staff position. Discussion or comment by the NRC staff
regarding deficiencies observed in the licensee conduct of activi-
ties, whether in meetings or in written inspection reports, do not
constitute backfits, unless the staff suggests that specific cor-
rective actions different from previous applicable regulatory staff
positions are the only way to satisfy the staff. In the normal
course of inspecting to determine whether the licensee's activities
are being conducted safely, inspectors may examine and make find-
ings in specific technical areas wherein prior NRC positions and
licensee commitments do not exist. Examination of such areas and
making findings is not considered a backfit. Likewise, discussion
of findings with the licensee is not considered a backfit. If dur-
ing such discussions, the licensee agrees that it is appropriate
to take action in response to the inspector's findings, such action
is not a backfit provided the inspector does not indicate that the
specific actions are the only way to satisfy the staff. On the
other hand, if the inspector indicates that a specific action must
be taken, such action is a backfit unless it constitutes an appli-
cable regulatory staff position. Further, if the licensee decides
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to claim that the inspector's findings are a backfit, then the
staff. must decide whether they are.a backfit under this chapter.

For example, if the licensee commits to ANSI-N18.7 in the SAR and
the inspector finds the licensee's implementing procedures do not
contain all the elements required by ANSI-N18 ~ 7, . telling the li-
censee he must take action to include all the elements in the
implementing procedures is not a backfit. If the inspector finds
the licensee has included all the required elements of ANSI-N18 ~ 7,
but has not included certain of the optional elements in the imple-
menting procedures, inspector discussion with the licensee regard-
ing the merits of including the optional elements is not a backfit.
On the other hand, if the inspector tells the 'licensee that the
implementing procedures must include any or all of the optional
elements in order to satisfy the staff, inclusion of such elements
is a backfit, whether or not agreed to by the licensee.

2. Notice of Violations (NOV) - a NOV requesting des'cription of a li-
censee's proposed corrective action is not a backfit. The licen-
see's commitments in the description of corrective action are not
backfits. A request by the staff for the licensee to consider some
specific action in response to an NOV is not a backfit. However,
if the staff is not satisfied with the licensee's proposed correc-
tive actions and requests that the licensee take additional ac-
tions, those additional actions (whether requested orally or in
writing) are a backfit unless they are an applicable regulatory
staff position.

Discussions during enforcement conferences and responses to the
licensees requests for advise regarding corrective actions are
not backfits; however, definitive statements to the licensee
directing a specific action to satisfy staff positions are back-
fits, unless the action is an explicit applicable regulatory staff
position.

3. Bulletins - Bulletins and resultant actions requested of licensees
undergo the general review process pursuant to the CRGR Charter.
Therefore, in general, it is not necessary to apply the plant-
specific backfit process to the actions requested in a Bulletin.
However, if the staff expands the action requested by a Bulletin
during its application to a specific licensee, such expansion is
considered a plant-specific backfit.

. 0

4. Reanalysis of Issues - Throughout plant lifetime, many individuals
on the NRC staff have an opportunity to review the requirements and
commitments incumbent upon a licensee. Undoubtedly, there will be
occasions when a reviewer concludes the licensee's program in a

specific area does not satisfy a regulation, license condition or
commitment. In the case where the staff previously accepted the
licensee's program as adequate, any staff specified change in the
program would be classified as a backfit.
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For example, in the case of an NTOL, once the SER is issued signi-
fying staff acceptance of the programs described in the SAR, the
licensee should be able to conclude that his commitments in the,SAR
satisfy the NRC requirements for a particular area. If the staff was
to subsequently require that the licensee commit to additional action
other than 'that specified in the SAR for the particular area, such
action would constitute a backfit.

A somewhat different situation exists when the licensee has made a
submittal committing to a specific course of action to meet an applica-
ble position, and the staff has not yet responded, and therefore
has not indicated that the commitment is or is not sufficient to meet
the applicable position. Subsequent staff action, which must be
taken within a reasonable time not delaying the applicant's implemen-
tation plans, to cause the licensee to meet the applicable regulatory
staff position is not a backfit. If the licensee has moved ahead in
the intervening time to implement that which the licensee proposed to
do in its submittal and the staff has failed to provide a timely
response, then the staff position may be considered a backfit. Thus,
if a licensee has implemented a technical resolution intended to meet
an applicable regulatory staff position, and staff for an extended
period simply allows the licensee resolution to stand with tacit accep-
tance indicated by non-action on the part of NRC, then a subsequent
action to change the licensee's design, construction, or operation
is a backfit.

Approved: August 26, 1988
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Encl osur e 1

Back round Information'for CRGR'Review
o - an - eso ut ons

The following information is provided in the format specified in Section IV
B(i) through IV B(ix) of Revision 4 of the CRGR Charter, dated April 1987. For
each item, the request for information is given followed by a discussion of the
response or a reference to where the information is provided.

The proposed generic requirement or staff position as it is proposed to
be sent out to licensees.

The proposed generic resolution is set forth in the proposed 10CFR50.54(f)
generic letter 89-XX (see Enclosure 2).

Oraft staff papers or other underlying staff documents supporting the
requirements or staff positions. (A copy of all materials referenced
in the document shall be made available upon request to the CRGR staff.
Any committee member may request CRGR staff to obtain a copy of any
referenced material for his or her use.)

The relevant technical information for GI-70 is contained in NUREG-
1316 (Enclosure 3) and related contractor reports and other references
listed therein. The relevant technical information for GI-94 is
contained in NUREG-1326 (Enclosure 10) and related contractor reports
and other references listed therein. Copies of any references will
be provided upon request.

Each proposed requirement or staff position shall contain the sponsoring
office's position as to whether the proposal would increase requirements
or staff positions, implement existing requirements or staff positions,
or would relax or reduce existing requirements or staff positions.

Technical findings related to the resolution of Gl-70 are contained
in NUREG-1316 (Enclosure 3). Technical findings related to the
resolution of GI-94 are contained in NUREG-1326 (Enclosure 10). These
findings have been incorporated in the proposed generic letter
(Enclosure 2). They represent the final staff position on GI-70 and
GI-94 and for certain operating PWR plants are additional requirements.

'orcertain recently licensed operating plants and certain plants
currently under active construction the GI-70 technical findings do not
represent additional requirements. The GI-94 technical findings do not
. epresent additional requirements for Babcock and Wilcox plants.
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(iv)

(v)

(vi)

(vii)

The proposed method of implementation along with the concurrence
(and any coments) of OGC on the method proposed.

OGC has no legal objection to the proposed action in Generic Letter'9-XX
(Enclosure 2). All OGC coments have been incorporated in the proposed
generic letter.

Regulatory analyses generally conforming to the directives and
guidance of NUREG/CR-0058 and NUREG/CR-3568.

Regulatory analyses related to the resolution of GI-70 are contained
in Section 5 of NUREG-1316 (Enclosure 3). The Regulatory. Analysis for
the resolution of GI-94 is provided in NUREG-1326 (Enclosure 10).

Identification of the category of reactor plants to which the generic
requirement or staff position is to apply (that is, whether it is
to apply to new plants only, new OLs only, OLs after a certain date,
OLs before a certain date, all OLs, all plants under construction,
all plants, all water reactors, all PWRs only, some vendor types,
some vintage types such as BWR 6 and 4, jet pump and nonjet pump
plants, etc.)

The proposed Generic Letter 89-XX (Enclosure 2) will be sent to PWRs
and is applicable to all operating plants and future plants
including those currently. under construction. However, certain
recently licensed operating plants and certain plants currently under
active construction already satisfy the GI-70 recommendations of the
generic letter, and certain plants are not impacted by the GI-70
recommendations (CE plants without PORVs). With respect to the GI-94
recommendation, Babcock and Wilcox plants are not impacted.

For each such category of reactor P1ants, an evaluation which demonstrates
how the action should be prioritized and scheduled in light of other
ongoing regulatory activities. The evaluation shall document for
consideration information available concerning any of the following
factors as may be appropriate and any other information relevant and
material to the proposed action:

Potential improvements to PORYs and block valves should be prioritized
and scheduled in conjunction with ongoing regulatory activities such as;
review of inservice testing programs of valves in conformance with
Section XI of 'the ASNE Code. Review of potential modifications to
technical specifications for low-temperature overpr essure protection
should be prioritized in conjunction with these same activities.

(a) Statement of the specific objectives that the p. oposed action
is designed to achieve;
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The objectives that the proposed actions are designed to achieve are
to increase the reliability of PORVs and block valves to provide
assur ance they will function as r equired, and to provide additional
assurance that LTOP systems will be available when required.

(b) General description of the activity that would be required by the
licensee or applicant in order to complete the action;

With respect to GI-70, for operating plants when PORVs and the associated
block valves are used for any of the safety functions discussed in
Section 2. 1 of NUREG-1316 the activity that would be required by the
licensee consists of the following actions:*

(1) Include PORVs and block valves in the operational quality
assurance program that is in compliance with 10 CFR 50,
Appendix B.

(2) Provide a maintenance/refurbishment program for PORVs and
block valves.

(3) Testing in accordance with Section XI of the ASME Code for
PORVs and block valves. Additional testing for PORV block
valves will be included in the expanded MOV test program
discussed in NRC Generic Letter 89-XX, "Safety-Related
Motor Operated Valve Testing and Surveillance" dated (Later).

(4) Modify the limiting conditions of operation of PORVs and block
valves in the technical specifications for Modes 1, 2, and 3

as contained in Attachments A-l, A-2, and A-3 of Enclosure
A to the proposed Generic Letter 89-XX (Enclosure 2).

For future PWR plants and those currently under construction when PORVs

and the associated block valves are used for any of the safety functions
discussed in Section 2. 1 of NUREG-1316, these components should be
classified as safety related and a minimum of two PORVs and two block
valves installed. Plants currently under active construction meet these
recommendations.

e

With respect to GI-94, Combustion Engineering and Westinghouse PWRs

should modify the current plant Technical Specifications for the
Overpressur e Protection System to assure both channels are operable in
Modes 5 and 6, especially when water-solid as contained in Enclosure B

and its attachments to proposed Generic Letter 89-XX (Enclosure 2).
Revisions to the plant cooldown and heatup (or filling and venting)
procedures are also recommended. In addition, verification that
admi nistrative controls and procedures regarding the LTOP design basis
analyses have been implemented is also recommended.

(c) Potential change in the risk to the public from the accidental
offsite release of radioactive material;

"Certain recently licensed operating plants already satisfy these requirements.
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GI-70 Contractor analysis showed only a small change in risk based
on Indian Point 3 and Oconee PRA's. However, NUREG/CR-'5230
showed that feed and bleed provides a significant reduction
in core'melt probability for four representative plants. The
proposed actions would enhance feed and bleed capability.
Even if only a fraction of the core melt . eduction indicated
in NUREG/CR-5230 is achieved, this would .esult in a
substantial reduction in risk to the public.

GI-94 The estimated total dose reduction is 14,500 person-rem over
the remaining license life of the PWRs impacted by the
proposed resolutions.

(d) Potential impact on radiological exposure of facility employees and
other onsite workers.

For GI-70, it is estimated that there would be little or no increase in
exposure because:

(1) Host surveillance testing would be performed remotely
in situ.

(2) Exposure resulting from order ly,-planned maintenance
activities is considered unlikely to result in exposure
levels any higher*than those resulting from unplanned major
repairs after valves malfunction in service.

No ad'ditional exposure to facility employees or other onsite workers is
expected for the proposed resolution of GI-94.

(e) Installation and continuing costs associated with the action,,
including the cost of facility downtime or the cost of const. uction
delay;

The present worth of the utility cost impact for GI-70 for operating
PWR plants with two PORVs and two block valves is $ 127,200 for items
(b)l through (b)4 discussed above. However, this cost will be more
than offset by the savings from less outage time because of PORV and
block valve problems. This work would be accomplished during scheduled
refueling/maintenance outages as a'part of existing plant programs.

The net present value of the estimated replacement power cost resulting
from the proposed resolution of GI-94 is estimated to be $ 2,000 per
plant, assuming a 5X discount rate and a 24 year average remaining
lifetime for the plants impacted by GI-94. The average annual utility
cost is estimated to be $ 145.00.

(f) The potential safety impact of changes in plant or operational
complexity, including the relationship to proposed and existing
regulatory requirements and staff positions;
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For a certain number of operating plants the proposed revision to the
technical specifications may be more restrictive. The proposed
recommendations for GI-70 are expected to increase the reliability of
PORVs in Modes 1', 2 and 3'and'therefore overall plant safety.

The proposed recommendations for GI-94 are expected to increase
the. availability of the LTOP systems in Modes 5 and 6 (especially
when water-solid) and therefore overall plant safety.

(g) The estimated resource burden on the NRC associated with the
proposed action and the availability of such resources;

The estimated resource burden on the NRC is minimal, costs are estimated
in Section 5.5 of the Regulatory Analysis in NUREG-1316 (Enclosure 3)
for GI-70, and in Section 5. 1.2 of the Regulatory Analysis in NUREG-1326
(Enclosure 10) for GI-94.

(h) The potential impact of differences in facility type, design or
age on the relevancy and practicality of the proposed action;

The potential impact of the proposed actions for GI-70 on PWRs with
PORVs will vary from none to moderate. That i', on plants that received
an OL since 1984 there would be no impact as these plants in general have
safety grade PORVs and block valves. On older PWRs with PORVs the
impact will be variable depending on the degree of compliance with
items (b)1 through (b)4 discussed above. CE plants without PORVs are
not impacted by the proposed resolution for GI-70

The potential impact of .the proposed actions for GI-94 are not expected
to be different based on facility type, design or age. However,
Babcock and Wilcox PWRs are not impacted by the'roposed resolution
for GI-94.

(i) Whether the proposed action is interim or final, and if interim,
the justification for imposing the proposed action on an interim
basis.

The proposed actions are final with respect to the resolution of GI-70
and GI-94.
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APPENDIX F

SAMPLE BACKFITDISCUSSION
(TAKENFROM NRC BULLETIN90-01)
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Backfft Discussion

The objective of the actions requested in this bulletin is to
ensure that transmitter failures due to loss of fill-oilare
promptly detected. Loss of fill-oilmay result in a trans-
mitter not performing its intended safety function.

The actions requested in this bulletin represent new staff
positions and thus, this request is considered a backfit in
accordance with NRC procedures. Because established

regulatory requirements exist but wer'e not satisfied, this
bacldit is to bring facilities into compliance with existing
requirements. Therefore, a fullbackfit analysis was not
performed. An evaluation of the type discussed in 10
CFR.109(a)(6) was performed, including a statement of
the objectives of and reasons for the actions requested
and the basis for invoking the compliance exception. It
willbe made available in the Public Document Room with
the minutes of the 179th meeting of the Committee to
Review Generic Requirements.
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