UNITED STATES
NUCLEAR REGULATORY COMMISSION

WASHINGTON, D.C. 20555-0001

BRY 27 1007

MEMORANDUM TO: Harry S. Tovmassian
Office of Nuclear Regulatory Research

FROM: David L. Meyer, Chief pj__ g+l <
Rules and Directives Branch
Division of Administrative Services
Office of Administration

SUBJECT: REVIEW OF THE DENIAL OF PETITION FOR
RULEMAKING (PRM-50-62)

The Rules and Directives Branch has reviewed the denial of petition for rulemaking
package for PRM-50-62. We have attached a marked copy of the package that
presents our comments.

When this notice is forwarded for signature and publication, please have a member of
your staff include a 3.5-inch diskette that contains a copy of the notice in WordPerfect
5.0 or 5.1 as part of the transmittal package. The diskette will be forwarded to the
Office of the Federal Register and the Government Printing Office for their use in
typesetting the notice.

If you have any questions concerning this matter, please have a member of your staff
contact Betty K. Golden, 415-6863, or myself, 415-7162, Rules and Directives Branch,
Division of Administrative Services.

Attachment: As stated



FOR: The Commissioners

FROM: L. Joseph Callan
Executive Director for Operations
~
SUBJECT: DENIAL OF PETITION FOR RULEMAKING SUBMITTED BY THE NUCLEAR ENERGY INSTITUTE
(PRM-50-62)

I}
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PURPQSE :

To obtain Commission approval to publish in the Federal Register a notice of denial of the
petition for rulemaking submitted by the Nuclear Energy Institute (NEI) for proposed
amendments to Part 50 Ftte—toftheTode of Federat—Regutationg.

10 CeR

ATEGORY :

This paper covers a major policy question requiring Commission consideration.

MMARY :

By letter dated June 12, 1995, NEI petitioned the Nuclear Regulatory Commission (NRC) to
amend its regulations controlling changes to quality assurance (QA) programs. The petition
was docketed by the Commission on June 19, 1995 and assigned Docket No. PRM-50-62. The
petitioner requested that the NRC modify 1~EFRE50.54(a) to permit nuclear power plant
licensees to make a broader range of changes tc their QA programs described or referenced in
their Safety Analysis Reports (SAR) without prior NRC approval. Changes involving
unreviewed safety questions)would require NRC review and approval eeier~ts implementation
under the provisions of J8-eFR 50.59. 5L

(LA?SG?) the p §% &91%Y@h9,

BACKGROUND :

In its petition, NEI argued that H€FR 50.54(a)(3), which permits the licensee the
flexibility to change commitments in its QA program without NRC approval provided that no
prior commitment is reduced, is sometimes interpreted by the staff as requiring NRC approval
for any changes in the QA, regardless of the safety significance associated with the change. o
As a consequence, prolonged and sometimes unnecessary regu]atory interactionsgscentered on
the correct interpretation of the term "reduction in commitment,” often occur. NEI
indicated that these industry/staff interactions were costly and served as a disincentive to
ticensees to make QA program improvements.
believes qi

DNEILS oE1n1oﬁ§zhanges made to a - licensee's QA program description without NRC approval
should be governed by the effect of the change on safetyand not whether the change
represents a "reduction in commitment.” Thus, NEI proposed that the threshold for submittal
of QA program changes should be the same as the regulatory control in effect for changes to

other aspects of the nuclear plant as presented in § 50.59 (i.e. the change
NS QY TnvolveSEIUNTEYT eu&@;ﬁﬁm_ﬂw results in a change to ‘the technical 15
~ specifications incorporated in the license). NEI claimed that the proposed approach wpu]d

still address the concerns that the NRC had when 1t-pﬁema+ga%eé § 50. 54(a);,€het Some
changes might dimiAish the scope of the QA program.théreby permitting significant
deficiencies to arise in vy ility activities that could incrzase the risk to the

QA program changes would ¢ Eijue to be reported
50, 1(e)7l' he petition gees—ug-%o statgéthat the proposed
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result in increased safety of commercial nuclear power plants through more efficient use of
agency and industry resources.
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DISCUSSION: e e

On September 14, 1995}7the NRC published a Federal Register notice({60 FR 47716)/announcing

the receipt of the NEI petition for rulemaking and provided an opportunity for public

comment. Seventeen comment letters were received plus one comment letter that supplemented

one of the original 1etters.°§@:¢,0f the 18 letters submitted, 11 were sent by nuclear power

o/ plant licensees and NEI and all supported the proposed change in the regulations. The remamig ¢
der Jwere sent by ~individual concerned citizens (two are currently employed in the

nuclear field) all of whom expressed opposition to the relaxation of regulatory control of

changes.
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With a few notable exceptions, fn which NEIL respon SDecific questions posed by the NR> =%
{in_its Federal Register notice YNEI's comments on the %gticgiweFE“S”%eﬁéf???ﬁﬁ“ﬁ?“fﬁ@“‘-~‘\\F”
rationale preignt d for submitting the petition. NEI believes that the proposed regulatory “QQ3?5
ggbgggg”gilj3$6cﬁ§ industry and agency attention and resources on the safety significance of fq;ﬁf
QA programmatic changes rather than on reductions in prior commigmgqggﬁ many of which, NEI

believes, have Tictle or no impact on safety.wﬁdzzg) NEI claims,vis congistent with the

industry's recognition of the importance of effective and effitient QA programs to public

health and safety. NEI further notes that licensees routinely use the § 50.59 criteria for
evaluation of non-hardware related changes to procedures and programs described in the SAR.

This is consistent with the majority of past QA program changes which have been

administrative in nature. As a result of the proposed regulatory changes, NEI claims that

the industry expects considerable cost savings.
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(Tn_response to an issue that NRC sought comment upon.) NEI stated that it has considered
/fqﬁ’”' alternate thresholds for determining the need for prior NRC review of proposed QA program
changes, including the "decreased effectiveness” criterion and the previously accepted és
"GuideTine for Managing NRg Commitments" and concluded that use of the 0.59 process
is the optimum approach s+heeit®

£%s used to control other hardware and program facility
ch@ggg§4~<51:§>‘fhe NRC requested comment on the appropriateness of having activities such

/9”’7%5 safety review committees, independent technical review groups, and audits be controlled
so that only licensee changes exceeding the threshold of an unreviewed safety question would
require prior NRC approval. NEI commented that no change should be made in the relocation
of the QA review and audit functions. previously included in the Technical Specifications,

<o the QA progra % thereby relegating changes to these functions to the /@0.59
process. §

NEI provided a draft guidance document to demonstrate how quality assurance programmatic and
procedural changes could be evaluated using the § 50.59 criteria. The steps include (1) an
initial screening to determine if a USQ exists, (2) a comparison of the new QA requirement
relative to the existing requirement to determine whether the same activities are performed
and the same functions are achieved, (3) an evaluation of the safety implications of the
change to determine whether there is any reduction in QA program adequacy that affects
safety, and (4) an assessment of whether the proposed change affects any licensing
commitments as a result of a notice of violation within the last 2 years.

Of those letters in opposition to the NEI petition, the primary reasons for requesting
denial of the petition were that licensees should not be given unfettered authority to
change QA programs without NRC approval, and that licensees will take this opportunity to
reduce the QA and design requirements for spent fuel dry cask storage equipment. Other
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reasons_cited included the lack of specific guidance for the determination of ah unreylewed“7

3safety quest1on:§the need for increased QA controls in the Tight of component aging A

prob1ems the lack of an effective performance indicator program to monitor the effects of
the changes, the lack of industry preparation to implement such a program, and that nuclear
plant safety should not be sacrificed to the elimination of jobs, the destruction of
families, and the "bottom dollar.”
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re prior NRC approval,
in-Januarye, 198

The staff agrees with the NEIfosition that the current regulation is
however, it also believes that the adoption of the recommended approa
§ 50.59 criteria for detepmining when changes to the QA program re
is not appropriate. 6he*50.54(a)\requlatiomwas originally {promuigate

because QA programs weré being unilaterally changed by licensees under § 50.59 to the extent
that they were no longer acceptable. The staff believes that return1ng to the use of the

§ 50.59 criteria for QA program changes, as proposed in would undermine the

purpose for which § 50.54 (a} adopted. HRwn- 50 6%
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The Office of Nuclear Regu]atorﬁ Research (RES) has budgeted/sufficient resources to cover
the actions associated with thévflenial of the petitiongt ed_herel No additional RES
resources will be necessary once these actions have been completed. Similarly, no

additional resources from the Offices of Nuclear Reactor Regulation and the General Counsel
should be required.

NCLUSION:
issue

The staff believes that the NEI petition should be denied. The staff will, howevqg,//
continue to consider the types of modifications to § 50.54(a) it might assure
that unreviewed changes to the QA program do not result in unacceptable program elements
while providing the relief to the industry from onercus debate with the NRC staff concerning
changes of minimal safety significance. The staff will consider the use of the types of
questions posed in NEI's draft guidance document for potential inclusion in a future
modification to §50.54(a).

COORDINATION:

The Offices of Nuclear Reactor Regulation and Administration concur in this paper. The
Office of the General Counsel has reviewed this paper and has no legal objection.

RECOMMENDATION:

That the Commission:

1. Approve:
a. The Federal Register notice that denies the NEI petition (Attachment A).
2. Note:

a. That the petitioner will be informed of this action (Attachment B),



Attachments:

That the appropriate Congressional committees will be informed of this

action (Attachment C). and

That a public announcement announcing this action will be published

(Attachment D).

L. Joseph Callan
Executive Director
for Qperations

As Stated (4)



[7590-01-P]
NUCLEAR REGULATORY COMMISSION
10 CFR Part 50

[Docket No. PRM-50-62]

Aﬁendments to NRC Regulations Controlling

Changes to Quality Assurance Programs;

DL
ey

Denial of Petition for Ru1emak1W

Nuclear Energy Instituteé;l,f

AGENCY: Nuclear Regulatory Commission.
ACTION: Denial of petition for rulemaking.

SUMMARY:  The Nuclear Regulatory Commission (NRC) is denying a petition for rulemaking

(PRM-50-62) submitted by the Nuclear Energy Institute (NEI) on behalf of the nuc]ear power
e vegulationg

2%
industry. The petitioner requesté that the NRC amend 4£++¥*“6ﬁ76ﬁfaj;£o permit nuclear

power plant 11censees to make a broader range of cnanges to their quality assurance programs

described or referenced in their Safety Analysis Reports (SAR) without prior NRC approval.
'T‘(\e ORC 15 Ae(\\(sx\g e peAihon Because W

TSRO SetakeR~Becanse T CommTss$er has determined that the adoption of the criteria

"'

recommended by NEI for controlling changes in licensee's quality assurance (QA) programs and

procedures are not appropriate.

ADDRESSES: Copies of the petition for rulemaking, the public comments received, and the
NRC's letter to the petitioner are available for public inspection or copying in the NRC

Public Document Room, 2120 L Street, NW (Lower Level), Washington, DC/\ LO0SS5§8-© ool D)



FOR FURTHER INFORMATION CONTACT: Harry S. Tovmassian, Office of Nuclear Regulatory
Research, U.S. Nuclear Regu1atory Commission, Washington, DC 20555-0001, telephone (301)
415~623}\

(emq\\ I )
The Petition

By letter dated June 8, 1995, NEI petitioned the NRC to amend its regulations
controlling changes to qua]ity assurance programs. The petition was docketed by the
Commission on June 19, 199%§gnd assigned Docket No. PRM-50-62. The petitioner requested
that the NRC modify 10 CFR 50.54(a) to permit nuclear power plant licensees to make a

broader range of changes to their quality assurance programs described or referenced 1'n

their Safety Analysis Reports (SAR) without prior NRC approval. Changes involving

(usQ)
unreviewed safety questionsViwould require NRC review and approva]l%rior t% implementation
under the provisions of 10 CFR 50.59. YeSore

Basis for Request

The petitioner argued that 10 CFR 50.54(a)(3), which permits the licensee the
flexibility to change commitments in the gquality assurance program without NRC approval
provided that no prior commitment is reduced, is sometimes interpreted by the NRC as
requiring NRC approval for any changes in the quality assurance program, regardless of the
safety significance associated with the change. As a consequence, prolonged and sometimes
unnecessary regulatory interactionss centered on the correct interpretation of the term
“reduction in commitment," often occur. NEI provided the following examples of topics that

it claimed to be controversial:



1. Changes in the level of approval of administrative, implementation or policy
procedures, regardless of the safety significance,

2. Changes in the company organization as it is described in the Ticensee's
original quality plan,

3. Changes to audit, review or surveillance frequencies that have minimal, if
any, safety significance,

4. Adoption of a more recent national standard that may, or may not, have been
endorsed by the NRC staff that results in a different implementation
methodology. yet fulfills the same function and achieves the same cbjective as
the original standard described in the quality program description through the
use of enhanced technology or other developments, and

5, Adoption of different, more effective and efficient qua]ity processes than
those described in a licensee's original quality plan based on the safety

significance and past operating performance.

Preliminary estimates provided by the petitioner indicated that the cost to the

industry to conduct the resultant industry/NRC interactions was in excess of one million
The petitoner belleves Lnad

dollars per yeazéljiE:EQEEEEEEZ?ﬁicensees are occasionally reluctant to pursue quality

program improvements due to the resources required, even though the ultimate result would be

improvements in efficiency, quality, and/or safetxzjiﬁilhe petitioners opinidﬁ}l\‘_§2-

The petitioner opined that acceptability of changes made to a licensee's quality
assurance program description without NRC approval should be governed by the effect of the
change on safety and not whether the change represents a reduction in commitment. In this
way, the attention and resources of the nuclear industry and NRC would be more appropriately
and effectively focused on issues that could have an adverse impact on public health and

safety, rather than on administrative details and issues having minimal or no safety impact.

>



“’;L\[Eéjiiig end&_ghe petitioner proposed that the threshold for submittal of quality assurance

program changes should be whether or not the change involves an unreviewed safety question
or results in a change to the technical specifications incorporated in the license. This
approach is identical to the regulatory control in effect for changes to other aspects of
the nuclear plant, presented in 10 CFR 50.59, including changes in the facility as described
in the SAR, changes in procedures as described in the SAR, and the conduct of tests or
experiments not described in the SA%?a11 of which may be performed without prior NRC
approval providing the above described threshold is not exceeded as determined by the
licensee. The petitioner proposed the same criteria for the determination of an unreviewed
safety question as is current]y"nudear plant changes under 10 CFR 50.59. NEI
states that NRC acceptance of the proposed approach would bring quality assurance program
changes under the same umbrella as the regulatory change control for many other nuclear

plant aspects that have been in effect since 1974.

The petitioner noted that the main purpose of the current regulatory change control
requirement (10 CFR 50.54(a)) introduced in 198§ﬁwas to preclude licensee actions to make
certain changes to quality assurance programs without informing the NRC. This was necessary
as some QA programs had been changed so that they no Tonger conformed to NRC regulations.
The NRC concern was that some changes might diminish the scope of the QA progranbthereby
permitting significant deficiencies to arise in various facility activities that could
increase the risk to the public health and safety. ‘Nevertheless, fhe petitioner claimed

because
that the proposed approach would still address the NRC's concernsa]ity assurance
program changes would continue to be reported periodically (under 10 CFR 50.71(e)) to the
NRC as program updaE;§;E:§7§hanges that raise the potential for an unreviewed safety
question or cause a qﬂiﬂﬂf to the technical specifications would e formally submitted to
e

the NRC for approva]{p?Tbr to| implementation. The petitioner reiterated that this is the

 same process used for change control for many other aspects of the facility design and



operation and it should be used for quality assurance programs as well.

The petitioner stated that the proposed amendment would improve the consistency of
the regulatory process by bringing the quality assurance'program under the same change
control provision as other features of the nuclear facility and would result in increased
safety of commercial nuclear power plants through more efficient use of agency and industry

resources.

Commission Action on the Petition

e AT S S G % S e e AR Y .

On September 14, 1995% the NRC published a Federal Register notice((60 FR 47716;\)

announcing the receipt of the NEI petition for rulemaking and provided an opportunity for
public comment. The Federal Register notice included eight specific questions directed at
eliciting comments by interested members of the public on critical regulatory aspects of the
NEI petition. Seventeen comment letters were received plus one comment letter that

supplemented one of the original letters.

0f the 18 letters submitted, 11 were sent by nuclear power plant licensees and NEI
remaining Lomments

and all supported the proposed change in the regulations. Thj\re sent by

individual concerned citizens (two are currently employed in the nuclear field) all of whom

expressed opposition to the relaxation of regulatory control of changes.
Summary of Comments on NRC Posed Questions

NET was the only commenter that responded to the eight issues posed by the NRC in its
announcement of receipt of the petition. The following are the issues raised by the NRC and

the NEI comments on these 1ssues.most of the points raised by NEI in these comments
= %&QQ&@L
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are the same as those raised in their other remarks, a paraphrased summary and an NRC

response have been prepared and appear at the end of the public comment analysis.

Issue 1:

10 CFR 50.54(a) was issued on January 10, 1983, to correct instances where
licensees had changed their programs that resulted in some unacceptable
programs without informing the NRC. What assurances exist to prevent a
similar situation from recurring if the petition and the revised threshold for
reporting QA program changes is adopteu? Is it necessary that such situations

be prevented from occurring by adoption of a regulatory approval system?

NEI Comment: The currentj\50.54(a)has often resulted in

significant and unnecessary discussion on the meaning of "does not reduce the

< _ 2 . <
commitments.” Proposed use of (A& 50.5Y Cegulatiomshould result in Tittle or

no debate since it has been routinely used by licensees to evaluate equipment

oy
and non-hardware changes and (will)provide a greater emphasis and focus on

safety. Significant changes that present a potential to degrade safety or

oLl d belisia
affect the Technical Specifications require NRC approva1[§f§gﬁ_§g,}~€3_
(e ((,\.J.J-.Q -;
implementation. Resource costs associated with changes 7 be better
~0

controlled. NEI claims that the nuclear industry recognizes the importance of

effective and efficient QA programs in respect to safety. The only difference

between the proposed petition and the existing regulation is that greater
OO

emphasis be placed on safety requirements rather than on a reduction in

commitment .

Traditionally, the NRC staff has used a variety of documents such as the NRC
(SR® (RGs)
Standard Review Plan{ NRC Regulatory Guidg§f and associated industry consensus

standards to delineate what QA program elements arc necessary to meet Appendix

-



B. Should these standards continue to be used to define acceptable QA
programs? Should a licensee QA program change that constitutes a departure
from a commitment to comply with a specific regulatory position be considered
of sufficient importance that the NRC should be notified in advance of
implementation? How would such changes be evaluated under the petitioner's

proposed criterion?

NEI Comment: NRC's QA regulations provide reasonable assurance that the

. would . .
pertinent safety functions in the plant wit-Dbe satisfactorily accomplished.
The SRP, RGs, and associated industry standards provide an approach to meeting
the regulations. Changes to QA programs should be focused on safety and the
regulations. not a departure from commitments in these documents which, in
some areas, may have minimal safety significance. When assessing any change,

A LB UL &

the licensee's most important task is to assure safety. NRCe informed
of all change%9 including those requiring prior approval. However, alternate
approaches can accomplish the same purpose from a safety perspective and
licensees should be afforded regulatory flexibility to deviate from existing
guidance while continuing to meet the regulations. Attempting to reach
understanding regarding "departure from commitment” has been a struggle.
Recently, industry and the NRC have reached a general understanding for

managing commitments in "Guideline for Managing NRC Commitments.” This

process should also be useful for QA program changes.

The NRC has allowed licensees to relocate administrative controls for review
and audit functions from the technical specifications. Examples include
details on safety review committees, audits, and technical review functions.

These have been relocated to the QA program based on the existing change



control provisions in § 50.54(a). Would it be appropriate for activities such
as safety review committees. independent technical review groups, and audits

to be controlled so that only licensee changes exceeding the threshold of afs-.

ﬁ}:ﬁﬁféiié&éé:ééfégx_guestion dUSQfobe reported to the NRC for pre-review before

implementation? What kind of changes to a licensee's QA program would
constitute a USQ? Assuming that the USQ should/could be applied, does not the
use of § 50.59 effectively negate the administrative and regulatory advantage
of removing this information from technical specifications (because both
technical specification changes and USQs are subject to an opportunity for
hearing)? If the revised QA ciange control mechanism is adopted should
aspects of the review and audit functions remain in the QA program or be
relocated elsewhere fo ensure appropriate NRC review of changes prior to

implementation?

NET Comment: NEi's response is basically that the review and audit functions,
which were previously located in the Technical Specifications and are now
permitted to be transferred to the QA program description, should remain as
now allowed and be subject to change control under § 50.59 as is proposed for

the QA proyram itself. Different portions of the QA program should noté:iﬁj\,z_

/,»4:NEET§Tyigy;}be controlled by different change review processes. NEI also

noted that licensees routinely use § 50.59 criteria for evaluation of

non-hardware related changes to procedures and programs described in the SAR.

Are there alternative thresholds for determining whether a licensee must
submit their QA program changes for advance review in Tieu of the USQ
threshold? Provide a technica] and/or policy explanation as to why this or

any other threshold would be more appropriate.

7‘
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NEI Comment: Alternate thresholds for determining whether QA program changes
beSore

should be submitted for NRC rev1ew1mp1ementat1on include: adoption
&
of the "decreased effectiveness” standard in 50 54(p) and (q), and replacement
Z
of 50.54(a) with the process in “Guideline for Managing NRC Commitments.”

N

However, INET believes that adoption of the § 50.59 change process is best

becaus e

EsfﬁEEfit is used routinely for all other matters described in the SAR{and»<

?g;a1uation of QA program changes should not be treated differently.

=

The NRC Regu]atory Review Group (RRG) exam1ned change contro] mechan1sms 1n(;)

JVSO 54 for contro] of 11censee plans and programs (quality assurance, security,

and emergency preparedness). The RRG recommended that licensees should have
greater flexibility to make changes in their programs without having to
receive prior NRC approval. Currently, QA program changes that "reduce the
commitments in the program” are submitted for NRC staff review before
implementation. Similarly, security plan changes that "decrease the
effectiveness” are submitted for staff review before implementation. Should
the staff consider a revision to § 50.54(a) to set the threshold for reporting
QA program changes for NRC pre-review that constitute a decrease in
effectiveness? Would a "decrease in effectiveness” standard in § 50.54(a)
provide a sufficiently flexible and technically reasonable criteria for

licensees to report QA program changes to the staff before implementation?

NEI Comment: EI states thaﬁ QLe of a "decrease the effectiveness" criterion

to judge acceptability of a proposed QA program change is not appropriate
Decorsnl

the QA program affects the safety function of plant SSCs which is not

A

the case for EP and security regulations that use this criterion. It is

T



Issue 6:

believed that use of this criterion for QA programs would ultimately lead to
LuUtrentiy -

the USQ arena which is addressed under § 50.5%7J The industry's

conclusion is that the § 50.59 process is the optimum change process for QA

program changes.

Should the NRC staff consider retaining the current language of § 50.54(a) and
to define explicit guidance or identify examples on what types of QA program
changes would be considered to "reduce the commitments in the progradﬂzj By
developing this guidance could sufficient flexibility be afforded to licensees
to make changes in their QA program without having to undergo a pre-review by
the staff?

e yesuanc < ] é% <l
NEI Comment: vergnce the {EromuTaation of \the}50.54(a jekhange rule> there
s - 5

has been a continuous struggle over the interpretation of the phrase "provided
the change does not reduce comm1tment41;/ The industry believes no further
guidance and use of examples will resolve the problem. The process should be
changed to applying theh§0.59 rule.

§, .
The petition proposes to apply a § 50.59 process to evaluate QA program
changes to determine the necessity for pre-review by the staff. Industry
guidance for § 50.59 exists within NSAC-125 "Guidelines for § 50.59 Safety
Evaluations.” NSAC-125 appears to contain little relevant guidance that would
be helpful for determining whether QA programmatic changes would constitute a
USQ that requires NRC pre-review of the change,' In particular, Section 4.2 of
NSAC-125 deals principally with evaluating changes associated with nuclear
plant equipment and not programmatic controls. Is existing guidance for

processing 10 CFR 50.59 evaluations sufficient for evaluating QA program

(O



Issue 8:

changes? What factors or aspects of the existing industry guidance would need
to be supplemented? What typescgffgé:%gggram changes would be necessary to

<
report to the NRC if the currentc)o§§“50.59 criteria were applied to QA
program changes? What are examples of QA program changes that should be
considered as meeting the USQ threshold?

e .

NEI Comment: NEf”YEa;EE%éd %hati{he § 50.59 change process is routinely used

by Ticensees to evaluate non-hardware related changes to procedures and
programs with the exception of QA program changes. The petition remedies this
inconsistency. Additional guidance and examples are presented in NEI's other
comments. NEI also submitted a copy of draft guidance for evaluating QA

program changes using the § 50.50 criteria.

Would protection of the public health and safety be enhanced if the petition
were granted, and if so, in what way? What Ticensee and NRC costs would be
reduced, or increased, if the petition were granted?

O
NEI Comment: Implementation of the petition{@iij:bmprove the focus of
' Q.
licensee and NRC resources on safety matters rather than issues associated
with a reduction in commitment, many of which have noqfor minimal safety
significance. The history is that the majority of QA program changes are
administrative in nature. The cost incurred in past change activities, both

\)QOM\L(\} P {}J REOMLISD.

Ticensee and regu1atory,§§i::>be considerably reduced in the future. cguggg\a

the costs involved in pursuing USQ issues are expected to be high, there is a
Aea sl

considerable disincentive to proposeﬁ%%ipchanges.

Public Comments Other than Those Addressing NRC Identified Issues



0f the 11 letters supporting the NEI petition. 10 were from licensees and were
essentially in full agreement. One of these 10 stated that no relief from the current
"reduce the commitments” criterion in 10 CFR 50.54(a) would be realized by the adoption of a
"decrease the effectiveness" criterion as is used for safeguards contingency plan and
emergency plan changes (10 CFR 50.54(p) and (q). respectively). One commenter, an NRC
licensee, expressed a contrary opinion that the use of the latter criterion could be adapted

to QA program changes.

The other supporting letter was received frcm NEI. 'In its transmittal letter NEI

made several comments in support of its petition.

1. The industry has significant reservations regarding two of the alternatives to the

petition which were suggested by the NRC.

(a) The industry believes that the adoption of "departure from commitment"

befern
standard for requesting NRC approva]jjﬂjgiiikﬂ1mp1ementation of QA changes a
ce garding =S "

regressive step j;ljgggﬁﬁg:iﬁfthe ﬁrotection of public health and safety.
Licensee and NRC’management would be required to address all matters described
in a licensee's quality assurance program description, whether or not there is
a nexus to safety. This has the potential of diverting licensee and NRC
attention and resources from safety-significant matters, increasing the

probability of not identifying a safety-significant issue.

(b) The industry believes that establishment of & separate change process

—

and mechanism for review and audit functions as suggested by Issue 3 of the

proposed rule(Federal Regist;;*ﬁ5£E§§9w0u1d further decrease the coherency and

(>



consistency of the regulatory process contrary to a recommendation in the
NRC's 1993 Regulatory Review Group Report. The process of implementing the
regulations would become more complex, increasing the potential for confusion,
misunderstanding and misinterpretation. There would be two different change

processes for matters described in the same Tlicensee-controlled document.

NEI recommends the deletion of 10 CFR 50.4(b)(7)(i) from the NRC regulations because
there is no need for requiring a separate administrative reporting requirementé’%ggﬂ
changes to the quality assurance program description, from that already provided for
updating Safety Analysis Report matters in 13 CFR 50.4(b)(6) gwhich makes reference
to 10 CFR 50.71(e)). SSib-paragraph (i1) of] 10 CFR 50.4(b)(7)(/‘\éhou1d not be amended
because the requireﬁént is unique to nonlicensees (e.g., architect/engineers, NSSS

suppliers, fuel suppliers, constructors).

Of those letters in opposition to the NEI petition, the primary reasons for

requesting denial of the petition were that licensees should not be given unfettered

authority to change QA programs without NRC approval, and that licensees will take this

opportunity to reduce the QA and design requirements for spent fuel dry cask storage

equipment. Other reasons cited included the lack of specific guidance for the determination

of an unreviewed safety question, the need for increased QA controls in the light of

component aging problems, the Tack of an effective performance indicator program to monitor

the effects of the changes, the lack of industry preparation to implement such a program,

and that nuclear plant safety should not be sacrificed to the elimination of jobs, the

destruction of families, and the "bottom dollar.”

Summary of NEI's comments on the NRC announcement
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NEI's rationale for submitting the petition is that the proposed regulatory change
woou\s
1w111§focus industry and agency attention and resources on the safety significance of QA

g:iéfié&éé& have 1ittle or no impact on safety. Th1sl;ﬂgiiéjgiigiﬁﬁifzbnsistent with the

Aégﬁ industry's recognition of the importance of effective and efficient QA programs‘to public
health and safety. NEI has considered alternate thresholds for determining the need for
prior NRC review of proposed QA program changes including the "decreased effectiveness”
criterion and the previously accepted "Guideline for Managing NRC Commitments” and concluded

cran il

that use of the 10 CFR 50.59 process is the optimum approach é?%%é ;t is used to control
other hardware and program facility changés. NEI believes that no ch;hge should be made in
the relocation of the QA review and audit functions, previously included in the Technical
Specifications, to the QA program, thereby also relegating changes to these functions to the
10 CFR 50.59 process. NEI further notes that licensees routinely use the 50.59 criteria for
evaluation of non-hardware related changes to procedures and programs described in the SAR.
This is consistent with the majority of past QA program changes which have been

administrative in nature. As a result of the proposed regulatory changes, NEI claims that

the industry expects considerable cost savings.

NET also provided a draft guidance document to demonstrate how quality assurance
programmatic and procedural changes could be evaluated using the § 50.59 criteria. The
steps include (1) an initial screening to determine if a USQ exists, (2) a comparison of the
new QA requirement relative to the existing requirement to determine whether the same
activities are performed and the same functions are achieved, (3) an evaluation of the
éafety implications of the change to determine whether there is any reduction in QA program
adequacy that affects safety, and (4) an assessment of whether the proposed change affects

any licensing commitments as a result of a notice of violation within the last 2 years.



Commission Decision

The Commission has given careful consideration to the merits of this petition as well
as the public comments received in response to the Federal Register notice announcing the
receipt of the petition. The Commission agrees with the NEI position that the current
regulation is too restrictive; however, it also finds that the adoption of the recommended

approach, of using the § 50.59 criteria for determining when changes to the QA program
Seedon -2

require prior NRC approval, is not appropriate.cyl:ghéo 54(a) (gegu ationwas originally

issued,
romuigaEggjin Januarég 198§?because QA programs were being unilaterally changed by

1icensees under § 50.59 to the extent that they were no longer acceptable. The Commission
believes that returning to the use of the § 50.59 criteria for QA program changes, as

proposed in this petition, would undermine the purpose for which § 50.54 (&) was adopted.

NEI's draft guidance document demonstrating how QA programmatic and procedural
changes could be evaluated using the § 50.59 criteria appears to consider the appropriate
type of questions; however, the NRC believes fhat more evaluation is required. The NEI
proposal involves the subjective analysis of the safety merits of the proposed chénge versus
the continued implementation of pertinent QA elements. Furthermore, as part of the
probabalistic risk assessment implementation plan, the NRC is considering the impact of QA
on Piant performance. The results of that program may be useful in formulating a revision
b

tq,§0.54(a). Thus, the Commission is denying the NEI petitioQg he Commission will,

however, continue to consider the types of modifications to § 50.54(a) it mightgpromuiga “1 \5353111l

]
iy

to assure that unreviewed changes to the QA program do not result in unacceptable program
elements while providing the relief to the industry from onerous debate with the Commission
concerning changes of minimal safety significance. The Commission will consider the use of
the types of questions posed in NEI's draft guidance document for potential inclusion in a

future modification to §50.54(a).
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Dated at Rockville, Maryland, this day of , 1997.

For the Nuclear Regulatory Commission.

John C. Hoyle,
Secretary of the Commission.
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CONGRESSIONAL LETTERS



The Honorable Dan Schaefer, Chairman
Subcommittee on Energy and Power
Committee on Commerce

United States House of Representatives
Washington, DC 20515

Dear Mr. Chairman:

The Nuclear Regulatory Commission (NRC) has sent to the Office of the Federal
Register the enclosed Federal Register notice in which it denies a petition for
rulemaking submitted by the Nuclear Energy Institute (NEI). NEI requested that the
NRC modify 10 CFR 50.54(a) to permit nuclear power plant licensees to make a broader
range of changes to their QA programs described or referenced in their Safety
Analysis Reports (SAR) without prior NRC approval. Changes involving unreviewed
safety questions would require NRC review and approval prior to implementation under
the provisions of 10 CFR 50.59. Seclion

The NRC agrees with the NEI position ghat the current regulation is too restrictive;
however, it also believes that the adoption of the recommended approach, of using the

§ 50.59 criteria for determining whén changes to the QA program require prior NRC

approval, is not appropriate. 50.54(a) QEEEQEﬁEﬁE?W%E originally promulgated in
///4;//’3§ﬁGEFEQ 198%9because QA programs were being unilaterally changed by licensees under

§ 50.59 to the extent that they were no longer acceptable. The staff believes that

returning to the use of the § 50.59 criteria for QA program changes, as proposed in

this petition, would undermine the purpose for which § 50.54 (a)Xadopted. For this OO

reason, the NRC is denying the NEI petition. The NRC will, however, continue to ==~

consider the types of modifications to § 50.54(a) it might promulgate to assure that

unreviewed changes to the QA program do not result in unacceptable program elements

while providing the relief to the industry from onerous debate with the NRC staff
concerning changes of minimal safety significance.

Sincerely,

Dennis K. Rathbun, Director
Office of Congressional Affairs

Enclosure:
Federal Register Notice
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The Honorable Chairman Lauch Faircloth

Subcommittee on Clean Air, Wetlands, Private
Property and Nuclear Safety

Committee on Environment and Public Works

United States Senate

Washington, DC 20510

Dear Mr. Chairman:

The Nuclear Regulatory Commission (NRC) has sent to the Office of the
Federal Register the enclosed Federal Register notice in which it denies a
petition for rulemaking submitted by the Nuclear Energy Institute (NEI).

NEI requested that the NRC modify 10 CFR 50.54(a) to permit nuclear power
plant licensees to make a broader range of changes to their QA programs
described or referenced in their Safety Analysis Reports (SAR) without prior
NRC approval. Changes involving unreviewed safety questions would require
NRC review and approval prior to implementation under the provisions of 10
CFR 50.59.

The NRC agrees with the NEI position that the current re

restrictive; however, it also believes that the adoptipri of the recommended

approach, of using the § 50.59 criteria for determinig when chanqgingzhgwm,gaeC$von

QA program require prior NRC approval, is not appr, priate.s‘[ﬁ§f56.54(a)”
//’,gfézzgggzgiiga was originally promulgated in Januaryg§ 1983abecause QA programs

were being unilaterally changed by licensees under § 50.59 to the extent

that they were no longer acceptable. The staff believes that returning to

the use of the § 50.59 criteria for QA program changes, as proposed in this

petition, would undermine the purpose for which & 50.54 (a)(adopted. For NN

this reason, the NRC is denying the NEI petition. The NRC will, however,

continue to consider the types of modifications to § 50.54(a) it might

promulgate to assure that unreviewed changes to the QA program do not result

in unacceptable program elements while providing the relief to the industry
from onerous debate with the NRC staff concerning changes of minimal safety

significance.
Sincerely,
Dennis K. Rathbun, Director
Office of Congressional Affairs
Enclosure:

Federal Register Notice

cc: Senator Bob Graham
Distribution:
Subj-central

RDB R/F
{.JCallan/DRathbun

Document Name: [0:TOVMASSINQU\CONGRESS.CQU]



Mr William Rasin

Nuclear Energy Institute
1776 1 Street, NW
Washington, DC 20006-3708

Dear-si? Y e, Rasia

I am responding to the petition for rulemaking that you submitted to the Nuclear Regulatory
Commission (NRC) by a Tetter dated June 8, 1995. Your petition was docketed by the
Commission on June 19, 1995 and assigned Docket No. PRM- 50 62. You requested that the NRC

s emmrasien
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changes to their qua11ty assurance (QA) programs described or referenced in Qﬁgffﬁgﬁr Safety
Analysis Reports (SAR) without prior NRC approval. According to your proposal, changes
involving unreviewed safety questions would require NRC review and approval prior to
implementation under the provisions of 10 CFR 50.59.

f’“EHASeptember 14, 1995¢'the NRC announced the receipt of your petition in a Federal Register

nd provided an opportunity for public comment. Seventeen comment
letters were received plus one comment Tetter that supplemented one of the original letters.
0f the 18 letters submitted, 11 were sent by nuclear power plant licensees or the Nuclear
Energy Institute and all supported the proposed change in the regulations. Your public
comment letter also provided a draft guidance document to demonstrate how QA programmatic
and procedural changes could be evaluated using the § 50.59 criteria. Your proposed
procedure appears to consider the appropriate type of gquestions to be addressed when
considering the need for prior NRC approval for QA program changes: however, the NRC
believes that more evaluation is required. Your proposed guidance involves subjective
analysis of the safety merits of proposed changes versus the continued implementation of
pertinent QA elements. The remainder of the public comments were sent by individual
concerned citizens, all of whom expressed opposition to the relaxation of regulatory control

of changes. SPCSHO\'\

The Commission has considered the merits of your petition afid the public comments supporting
and opposing your proposal. The Commission agrees with your position that the current
regulation is too restrictive; however, it also finds tfat the adoption of the approach you
recommend, of using the § 50.59 criteria for determinjfig when changes to the QA program o
require prior NRC approval, is not appropriatew[heY50.54 (a) {egulation was originally -
Ag" ““promulgated in Janua?ﬁ@51983rbecause QA programs were being unilaterally changed by
Ticensees under § 50.59 to the extent that they were no longer acceptable. The Commission
believes that returning to the use of the § 50.59 criteria for QA program changes, as you o
proposed, would undermine the purpose for which § 50.54 (a)radopted. For this reason, the
Commission has decided to deny your petition. However, the Commission will continue to
consider the types of modifications to § 50.54 (a) that it might promulgate to assure that
unreviewed changes to the QA program do not result in unacceptable program elements while
providing the relief to the industry, which your petition seeks, from onerous debate with
the Commission concerning changes of minimal safety significance. The Commission will also
consider the use of the types of questions posed in the draft guidance document which
supplemented your letter of public comment, for potential inclusion in a future modification




to § 50.54 (a)

Enclosure:
Federal Register Notice
Denying Petition

Sincerely,

L. Joseph Callan
Executive Director
for Operations



deny your petition. However, the Commission will continue to consider the types of
modifications to § 50.54 (a) that it might promulgate to assure that unreviewed changes to
the QA program do not result in unacceptable program elements while providing the relief to
the industry, which your petition seeks, from onerous debate with the Commission concerning
changes of minimal safety significance. The Commission will also consider the use of the
types of questions posed in the draft guidance document which supplemented your letter of
public comment, for potential inclusion in a future modification to § 50.54 (a)

Sincerely,

L. Joseph Callan
Executive Director
for Operations

Enclosure:
Federal Register Notice
Denying Petition
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