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VOTING SUMMARY - SECY-04-0045

RECORDED VOTES
NOT
APRVD DISAPRVD ABSTAIN PARTICIP COMMENTS DATE
CHRM. DIAZ X ' | X 4/6/04
COMR. McGAFFIGAN X X 4/14/04
COMR. MERRIFIELD X X 4/12/04
COMMENT RESOLUTION

In their vote sheets, all Commissioners approved the staff's recommendation and provided
some additional comments. Subsequently, the comments of the Commission were
incorporated into the guidance to staff as reflected in the SRM issued on April 21, 2004.



NOTATION VOTE

RESPONSE SHEET

TO: Annette Vietti-Cook, Secretary

FROM: CHAIRMAN DIAZ

SUBJECT: SECY-04-0045 - FINAL CRITERIA FOR THE
TREATMENT OF INDIVIDUAL REQUIREMENTS IN A
REGULATORY ANALYSIS

Approved _ﬂ&)aisapp'roved Abstain

Not Participating

COMMENTS:

Recognizing that the guidance being provided with respect to Individual Requirements in
Regulatory Analyses does not replace the staff’s obligation to fully comply with the backfit
provisions of 10 CFR §50.109, | believe the final guidance strikes a workable balance between
the staff's need for flexibility and the need to ensure discipline in the preparation of Regulatory
Analyses that accompany agency rulemakings. Subject to several edits (attached), | approve
publication of the Final Criteria for the Treatment of Individual Requirements in Regulatory

Analyses.

SIGNATURE\) (
Ié,('c ’b £ o4

DATE

Entered on "STARS” Yes: X No




8

criteria for the treatment of any individual requirement must be consistent with the standards of
the backfitting rule. Under the backfit rule, any new requirement that is a backfit must be
shown to be cost-justified and produce a “substantial increase” in overall safety. Lastly, their
final two points in this section are in agreement with the NRC criteria. First, the commenter
agrees with the NRC that in “cases where a new backfit requirement is being considered for
inclusionin a voluniary alterhat_ive. to current regulations . . . NRC should consider imposing
such a new requirement, if justified under the standards of Section 50.109, through the normal
disciplined backfitting process, . . . rather than merely including it in a voluntary-alternative rule.”
Second, NRSG “agree(s) with the NRC position that if an individual backfit requirement is not
related to the objective of the regulatory initiative . . . , the ‘requirement must be addressed and
justified as a backfit separately.™

Response: For the most part, the NRC agrees with these comments. With respect to
the NRC's meaning of “cost-beneficial” in the situation discussed by the commenter, the NRC
means that the regulatory Initiative results in a laréer net benefit than would accrue to an action
witheut that requirement. Q\n individual requirement is related to the stated regulatory objective
of the regulatory initiative and, overall, is cost justified and constitutes a substantial increase in
safety) Ths senfence. 1S In camﬂ/e /c ancd Shouldd be revisad.

Comment: NRSG stated that there should be further guidance on backfitting issues
related to the American Soclety of Mechanical Engineers (ASME) Code. Specifically, they
state:

NRC's guidance should allow the NRC discretion to perform a cost-benefit analysis of

individua! new requirements contained in later editions of Section X! before they are

incorporated wholesale inio Section 50.55a. If the NRC finds that individual new

requirements of later Code editions are not cost-beneficial for some or all plants, the
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NRC should consider imposing the individual requirement as a backfit affecting all plants to
which it applies, rather than merely including it in a voluntary-alternative rule affecting only
those plants where the voluntary alternative is adopted.

A special case involves the NRC's periodic review and endorsement of vekirtary-
consensus standards, such as new versions of the American Society of Mechanical Engineers
(ASME) codes. These NRC endorsements can typically involve hundreds, if not thousands, of
individual provisions. Thus, evaluating the benefits and costs of each individual provision in a
regulatory analysis can be a monumental task. Further, the value gained by performing such
an exercise appears limited. These veimmtamy consensus standards tend to be noncontroversial
and have already undergone extensive external review and been endorsed by industry.
Although regulatory actions endorsing these velgmtary consensus standards must be addressed
in a regulatory analysis, it is usually not necessary for the regulatory analysis to address the
individual provisions of the velttatary consensus standards.

The NRC believes this is appropriate for several reasons:

(1) It has been longstanding NRC policy to incorporate later versions of the ASME Code
into its regulations; and thus, licensees know when receiving their operating licenses that
updating the ASME Code is part of th_e regulatory process;

(2) Endorsement of the ASME Code is consistent with the National Technology Transfer
and Advancement Act, inasmuch as the NRC has determined that there are sound regulatory
reasons for establishing regulatory rec'quirements for design, maintenance, inservice inépection
and inservice tesfing by rulemaking; and

(3) These votaatary consensus standards undergo significant external review and
discussion before being endorsed by the NRC.

Some aspects of these regulatory actions endorsing veluntary consensus standards are

backfits which must be addressed and justified individually. For example, NRC endorsement
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Section C.  Other circumstances where the NRC does not apply the backfit rule to the
| endorsement of é later code

Other circumstances where the NRC does not apply the backfit rule to the endorsement
of a later code are as follows--

'(1) When the NRC takes exception to a later ASME BPV or OM code provision, but— andl
merely retains the current existing requirement, prohibits the use of the later code provision, or
limits the use of the later code provision; the Backfit Rule does not apply because the NRC is
not imposing new requirements. However, the NRC provides the technical and/or policy bases
for taking exceptions to the code in the Statement of Considerations for the rule.

(2) When an NRC exception relaxes an existing ASME BPV or OM code provision but
does not prohibit a licensee from using the existing code provision.

Section D. Endorsement of later AéME BPV or OM codes that are considered backfits

There are some circt;mstances when the NRC considers it apﬁropriate totreatas a
backfit the endorsement of a later ASME BPV or OM code-~-

(1) When the NRC endorses a later pmviéion of the ASME BPV or OM co&e that takes a
substantially different direction from the currently existing requirements, the action is treated as
a backfit. An example was the NRC's initial endorsement of Subsections IWE and IWL of
Section Xl, which imposed containment inspection requirements on operating reactors for the
first time. The final rule dated August 8, 1996 (61 FR 41303), incorporated by reference in
§ 50.55a the 1992 Edition with the 1992 Addenda of IWE and IWL of Section Xl to require that
containments be routinely inspected to detect defects that could compromise a containment’s
structural integrity. This action expanded the scope of § 50.55a to include components that

were not considered by the existing' regulations to be within the scope of ISI. Because those
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Commissioner McGaffigan’s Comments on SECY-04-0045

| approve the publication of the final criteria for treatment of individual requirements in a
regulatory analysis in the Federal Register and to incorporate and publish those criteria in
Revision 4 of NUREG/BR-0058.

The Commission challenged the staff to develop a disciplined, scrutable methodology, to
publish that methodology for public comment, and to revise or refine the methodology as part of
addressing stakeholder comments. SECY-04-0045 provides to the Commission the final

~ product of this process. 1 join with Chairman Diaz in believing that this final guidance strikes a
“workable balance” between the needs both for flexibility and discipline when conducting
regulatory analyses for rulemakings. | also support the Chairman’s clarifying edits and append
a few additional editorial corrections.

| note Commissioner Merrifield's desire to re-insert in the criteria a sentence regarding
individual cost analyses. This sentence previously received support by a majority of the
Commission. Commissioner Merrifield is correct that the sentence was included in the
proposed criteria published in the Federal Register, and | recognize that there was no public
comment received to support deletion of this sentence. However, | did not support the inclusion
of this sentence originally and | continue to believe that the suggestion of a need for separate
cost analyses for each sub-requirement of a rule will overburden our rulemaking process for

complex rules.
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Response: The NRC does not agree with the commenter that disaggregation of all
requirements[is’by.default,either'précticable or’desirable. ~The {inderlying purpose of a %
regulatory analysis is-to provide decision makers with a tool for choés’ing’ bétween options or
alternatives. When a regulatory initiative' has a number of-discreet; yet necessary -~
requirements, the decision maker’s choice Is not whether to include or eéxclude necessary
individual requirements but, rather, whether or not to enact the initiative as a whole. e
Determining the costs of each necessary requirement provides no additional value to thé -«
regulatory.analysis because ;hosmare'no{ discretionary with respect to thé proposed
action under review. Thu;waﬁaﬁ;ses of necessary individual réquirements present infoririation Y
Wﬁich is irelevant to the cé&ision making. I IR R R FREL
' Further, as stated in the proposed criteria, published for public totimentiinthe Feteral
. ,Régister on April 18, 2003 (68.F-R'é19162)3 :#Spécifically."-this-?gdidaﬁbefs_"taté'sIh“a:,t'a' decisioh‘ on
- the level of disaggregation needs:to be tempered by cohs;ideratién‘s':bf.réa"js‘aﬁat'sléhéé'é'fér‘nd‘ '
--practicality,-and tﬁat amore detailea'disaggregation would ofily bé’appropfiate f it ﬁrddﬁée'é' _
..sub_g,tantiélly diffe;e.nt.altematives-withfpotentially'meénlngfu! resﬁltsé’-’=ﬂh]s“ir‘n’ﬂié‘si’ thiat this
_ analyst must be :'able to demonstrate that any aggregation:in the analysis Wdﬁla?ﬁ’éi}fésul't.'ih
. ;iifferent conclusions of t-he analysis. .Thérefore, the NRC still ;16es not believe that
disaggregation.in all cases:should be:the preferred apbroachand stands byhthé position stated
in-.the proposed criteria..:As stated in the g,uidance."-"the NRC,:ddes not-believé thatthére should
‘bea general requirement for a sepgrate analysis of each individual requirement of a rule. --Thjs
‘coqld lead to unnecéssary‘c.,omp_lexities.' Also,NRC believes mqt-its ;guldéqce'flé: consistent
with. OMB Circular‘A-4, cited above.. . . [ ey u ;
Comment:” NRSG‘»_»s.tateéﬂthéa_t'If,' according to thé criterid; an Individual ta4uirément must
be both “related™ to the stated.objective of the regulatory initiativezand b'é"-""c:'_‘dé"t-ﬁéhéﬁcla'l,“ then

the NRC should clarify what it means by “cost-beneficial.” 'Thé commenter also states that the
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criteria for the treatment of any individual requirement must be consistent with the standards of
the backfitting rule. Under the backfit rule, any new requirement .t'l.1at isa béc;}iﬁt must-be”
shown to be cost-'ju_stiﬁed and produce a “substantial increase” in overall safety. Lastly, their
final two points in this section-are in agreement with the NRC criteria. First, the comménter
agrees with the NRC that:in “cases where a new backfit requirément is being considered for
inclusion in a voluntary alternative, to currént regulations . : ; NRC should cohsiderimposing
such a-new require_m.ent, ff justified under the standards of-S_ectibn 50.109, through thé normal
disciplined backfitting process, .- . rather than mere'l')'/kinclud.in'_t} itin a voluntary-alternative rule.”
. Second, NRSG “agree(s) with the NRC position that if an individ:gal backfitrequirement is not
related to the objective of the regulato;y initiative . ... the 'requiré}neht must be adgiress’ed and
justified as a,backfit:separately.”. ¢ o B
- - ResponsessFor the'most ’part;tﬁe"NRC agrees with-these comments.~With respe'c':'t"tb
| th§ NRC's:meaning of “cost-beneficial’ in the sit_uatioﬁ discussed by'_‘the"cqm‘méhter, the NRC
means that the regulatory-ipitiative .résults in.a larger net-benefit than would dccrue fo'afi giction
withoutthat-requirement..:An individual-requirementis-related to thestated regulatory objéctive
of the regulatory initiative and, overall, is.costjustified and.constitutes a substantial !ncréasé in
safety. ... L - PRI ,.:-'.; K .- T W R T T
. Comment: NRSG stated that there should be furt'herlguidance on backfitting issues -
related to the American Society"of Mechanical qufnee§ (ASME) Code:“‘Spec:iﬂgéilly.-they
state: -, . el TR BT W RN
--NRC's-guidance should'allow the NRC discretion to’performa cost-benefit analysis of
individual new requirements contained In later editions of Section XI before they are’
. - -.-Incorporated wholesale iﬁto.Section 50.55a. Ifthe NRCifindsthat individual"new
-requirements pf,l,ater.Gpde:e§QiﬁodSLaré,-ndt'cost-bene’ﬁdial fpr_so‘r’ne" é’r‘alla‘plant_s; the

. et T T Tt S S VT LRI S A S S
gt e e sb vt e U e AR
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NRC should screen out those new individual requirements in accordance with the
--standards of the backfitting rule. - +:» =23 - = ey d TN
Response: The Commission's policy regarding Inservice Inspection (IS!) requirements
is to assure the integrity of the reactor.coolant system (RCS) boundary and containment as they
relate to defense-in-depth-considerations;that do not lend themselves to cost/benefit analyses.
Further, in this specitic instance; c_ostlbe eﬂtanalyses are not well suited'to determine if new
requirements-that address aging@:omponents__are'appropriate.beca‘use of.the many
uncertainties associated with the-effects of agingsv: ¢+~ == - e 1
When the Commission formulated its policy, the then Chairman stated that: "Both the
-ASME and the AGR'fS h e strongly-urged that the Commission: mainfain-the current updating
requirement” and that - S e
ASME asserts that the failure of the NRC to incorporate later editions of the
Qode in the requirements, ‘absent justification under:a backfit analysis, would
.;serve to undermine ASME because ofthe disincentive of volunteers to'engage
-.themselves in.an.ASME: process that WIl_irnot:necessarily-affect»operating-piants':" o
Moreove'r,-because some .st_ates;routineiy'establis_h-requirements :base’d'oh S
current ASME codés; the. acceptance of the staff's approach wouid createthe =
.anomaly that non-nuclearfacilities might- be required-to conform’ to more modem
~.codes.than nuclear. facilities.” - et g mav et * 2 ' R TRCY IS DN VEy
The Chairman also indicated he was .aware “that industry participates in:the development of the

ASME codes and that costs are considered in the amendment process Thus aithough the

eran R AT Ws R Aty ':-‘.-.-:'.
, revisions may not be analyzed w:th me rigor required by our backf t analysis the costs and
5L 007 e -’l'.rn .-'ifl T i STRE RN PR !”‘.._. B8 L 'l\-"d’c"ﬁ ;,\"T':.::‘. (ETEN J‘i\ $#& ' R THUAOH

benefits are implrcrtlyweighed" o ' : L :- S

R L R RN R TRt L
PR RS LS RN N S R TP I P Uy ,.-. wpdn e
i ot :‘ HRR SRR ORI I :', '-;-.‘;.3;} “ A TR
. .
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Another Commissioner commented: 4+
10 CFR 50.109 has served the NRC, our licerisees; ‘and our stakeholdérs well, and thus,
my decision to not subject ASME:Code updates to itsbackfit provisions Was made only
after I-carefully considered how the staff's recommended option 'shotild exacerbate the
- ~complexity, Inconsistency, and p_reram divergence associated with out cirrent tipdate

. process. My decision also came after considefing:the diverse‘hiakeup of the ASME

G

members that produce Code changes-and.the tonsefisus process théy iise. " 3' |
believe that considerations of increased safety versu§ éost are lmplioit' in the ASME.
'.consenstJS process, . -.c cTowaEntal Ll T grrrhevnny - ";s.\;-‘*:’.“-’
In sum, NRSG's suggested.approach is Iriconsistent with:the -Cor”rim"lssloﬁ'é'pref\ilom
guidance to the staff. ' ' - : St s pom e
SR _ .+ et W, Final Criteria s
JIn.evaluating a proposed regulatory initiative; the'NRC usuélly performs a regulatory
analysis for the entire rule to determine -Wheth"er or not it Is cost-justified. - However, aggregating
or “bundling”.different requirements.in:a.single ana’lysis .could-potentially mesk-'-thelncluslon of
an unnecessary.individual r.equlrement. :In the case.of a'rule that prdvjdes a voluntary.
alternative to current requirements; the net benefit from 'the'ié’la?(a'tion of one i"edi“liremenl could
potentially support a second unnecessaryTehuiremeht thatis -hot"coet-]uetiﬁed.'-fSlmllarly, inthe
case of other types of rules, including those subject to backfit analysis, the net benefit from.

one requirement.could potentially support enother‘requlremer,it ihat l;, not c'ost-juetlﬁ.e.c'i.2 A

- . - . (- . . N . . N fom o
@ T P TR o o ‘s < argan ~ .. A . PO RN
‘i”“ _,: v ‘_.l . 31 - rat T S .

N J\’
"‘The Regulatory Analysis Guldehnes of the U.S. Nuclear Regulatory Commlssnon
(NUREG/BR-0058) havebeen developed sothat # regulatory analysis that'corforms1o'these
Guidelines will meet the requirements of the Backfit Rule and the provuslons of the CRGR
Charter. . T mtintew vEioarear Bt

2 This discussion does not apply to backfits that the Commission determines qualify
under one of the exceptions in 10 CFR 50.109(a)(4). Those types of _bao_ldl,t_s require a
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.-Therefore, when analyzing and making decisions about regulatory Initiatives that are
composed-of.individual requirements, the NRC must determine if it is appropriate to include
each individual.requirement. Clearly, in certain instances, the inclusion‘of an individual -
requirement is necessary. -This would be the case, for example, when the individual - %+
, requirement is needed for.the regulatory initiative to resolve the problems and'concerns-and
~meet the:stated objectives® that are the focus of the reguiatory initiative, -~ =i 3 i
. However, there will also be instances,in which the Individual'requirement isnot a -
necessary component of the regulatory initiative, and thus the NRC will have some discretion
regarding its inclusion. In these circumstances, the NRC shouldafgéwzm% following guideline:
~.. -} the individual requirement Is rélated (i.e., supportive bt not necessary) tothe -
p.{-..steted objective.of the regulatory initiative, it should be included only if its overall
- . e effect Is to make the bundled -reguiatory-reduirement riore.éost:benéficial. ='Tl‘his:.?5-‘-‘- "
wouid involve-a-quantitative:and/or-qualitative.evaliiation dfthe costs ‘and i pren £
-+ nbenefits -of the regulatory;initiativeiwith:and i&ithout the individ_ual:requireni‘eht‘-i‘-'-‘«?-“f-'-' :
=} yir:Included, and.a direct comparison:of those resultst-~ secin st .-4;'r=?:;-~.:v-v'§-"-~5~’«'=:'~'-f-”fs |

. 3. . Y Y 0 e St ] Mty SempeweawyaTi e ylediepr. 08a ST Fae 3oy Llfac b ames
< nve: ':t:',-': - !-ft'.-‘lﬁl'osb B c’-"’f‘lixt’llf'&‘&’@("lh” &7 -3‘;_{(’-{,!- IR -"'—{(,3 PSRN B A ”~ sl DA

documented evaluation rather than a'backfit aralysi;'and cost s not 'considération’in * -
deciding whether or ‘not the exceptlons are justified (though costs may be considered in

determining how-to-achieve'a certain*ievei ‘of protection) e’ 5 * Arpdl o Bae ol
. “'-‘. -‘-._.-;..4':',
*The stated ob]ectlves of the rule are those stated in the preamble (also known as the
Statement of- Considerations) of the rule.r: s v s Pyoale w

3) vl ‘There may be circumstances in which the:analyst: consnders including an-individual
requirement that is unrelated to the overall reguiatory initiative. For example, an analyst may
.wcansider:combining.certain unrelated Tequirements.asa.wayto eliminate dupli¢ative’tulemaking
costs to the NRC and increase regulatory efficiency. Under these circumstances, it would be
i appropriate to combine these discrete individudlrequirerfients ifithe:ovéralleffectisto make the
regulatory Initiative more cost-beneficial. In those instances in which the 3 individual requirement

Is.a backfit, the requirement must be addressed and justified as a ‘a backit. ‘separately. These
“backfits are:nat 1o, be included.in the overall regﬁla‘toryenalysisnf there’maindemfathe
regulatory Initlatlve u'-\ “i" (- S ‘ - 1:.‘. '\p * sk '\H"‘L'} -2 4 Q rw-‘l- s ‘J :._~..x.~., S ?-e. iz ’ o ‘éf“ 33,
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In applying this guideling, the NRC will need to separate out the discrete’ réquirements in
order to evaluate their effect on the cost-benéfit results. In theory; &ach'fegulatory initiativé
could include several discretionary individual requirements-and each of those discretionary
requirements could be comprised of many discrete steps;in whlch each discrete step coiild be
viewed as-a distinct individual requirement. This ralses‘the potehtial for'a'large nUmb"ér«o'f'
iterative cost-benefit .comparisons,“wjth attendant 'analyti‘cal'cor'r'l;SIeXities."’Thus;:bohs'idefable
care needs to be.given to the level of disaggregation that one attaches to & discretidhary
requirement. . - . o | A B R T T S PRI TR R .

: .. Ingeneral, a declslon on the level of disaggregation needs to be tempered by .«
considerations of reasonableness and practicality. ‘For example; more detailed disdggregation
is only appropriate if it produces substantively.idifferent-falternatiVes with poténtially meaningful
implications, on the.cost-benefit results._.-Alternatively;.lndividual elemerits that:contribute little to
the overall costs and benefits-andare. noncontroversralamay not warranthCh i any,
consideration. In general it will notbé necessary: to~provxde -additional: documentatron or
analysis to explain how this determination-is -made,although-such:a~ﬂnd|ng can-‘certamly be

challenged at the public comment stage ® For further guidance, the analyst is referred to

principles. regarqhng the appropnate level of detail to bejncluded Tn.a regulatory analysis ~as
T B A L gt o Mf, il el A u.}(p\ W At 10 ek el

. dlscussed in Chapter 4 of the "Regulatory Analysls Guidelrnes ofthe,U.S. Nucleaj Regulatory

Commlssron

: e e [ .. - . e g
ot e et cnBEY sdefeatr. AT e SiEads e Ul Ao n h-*.?ﬁ'@llca‘[d{: st ot

In some cases, an individual requirement that ls-belng consideredfor.inclusionin a--

voluntary altematrve to current regulatnonsmay be justif able.under the: backft criténia. In these

ﬂ,(__ ¢ > . S’ 4y ‘r‘,.;yl, -\.. \-.- I .-'il ;.‘{ 1:1.41‘,4 1\«19 I Eﬂf‘l; ttmrfwg-“e .\1,( A

LRy

cases the Indlwdual requnrement Is both cost-justlf' ed and provides a substantlal ihcrédsein'the
33 R I R R (A P ST ATy S 'Nul“i.! N .-ﬁ&?l)l’l‘fs Pk 13 ey 'ctl B el N Lo : \.“’32 0* ‘{{r‘c N
oyerall protectlon of the publlc health and :safety.or.the 'common defense and: secunty”lf so, ; the
e R YRS AL DIt & :lw-. 3 J"‘-}‘:“r’ i "*'{P'i ©Sh I ) ey """“lpl"l MIOF -',\; A
aiT il i . ﬁ;("».‘rl Tt -51,"" 23 ‘\'rifl‘ hi‘ve’%‘"‘"’vﬂ AR “" Sy b l"’ ‘li‘J:";ﬂ L ﬁﬂ"’lﬁ‘!’} 5oy
«5See NUREG/BR:0053Revision:5yMarch22001+U.S. Nuclear Regulatory Commission
Regulatlons Handbook Section 7 9 for discusslon of how to treat comments’m i \,!mbh T




- +:included in-the.regulatory-analysis.-(An
:- example:would be a regulatory -aétion whose
~sole:impact would beto-require licenseesto  evaluating values-and impacts; it has a
rcarry:additionalinsurance.).nformationon  .number. of.complexmes and controversies.
-i jdéntifying transfer;payments:isiincluded in - . w-33 7T
- the:Handbdok:In-addition;*depreciation i_s an :ln.orderio: place:allwalues and impacts on
accounting concept that should not.be 1 aicommon basis;a conversion factor is

included as 'an“impact*'*'\"-ﬂ et .needed thatareflects&the\menetary\worth of
™ .‘, u(-\-\ ;3—..(-{»5—»-- apyda 2yt v"“” ,"6‘ SPeReking

~summations-and comparisons:-Although
+this.approach provides a'rational'basis for

-.'» ‘c’l‘"’-\l d l" \’ s ‘lu

.....

: ev.‘*ssensmve,to*theﬁrue .|mpact s(cost)*to.
: i=licenséeszForexample;the'practice of
- ».: gllocating'no-replacement énergy:costs by =1 ‘héalth -effects-attriblitable tozradiological
~-vclaiming thatthesrequirement canbe %5+ ekposurezlriSelect regtlatory: applications,
accomplished-during a-regularly -scheduled -~guch-asicertain'severe power rédctor
=+, . outageiis-not.always practical or reasonable. . accident.scenarios; a radiological release
& ~In:realitythe-éumulative-effect of-all:new could also result in offsite property
~ «z1:4-requirements:can ‘add’inciemental -:; - consequencesWhose ‘inonetary «s%
i downtimejrand:thereforeytanalysts:should - consequences*would nieed16:be-dddressed
-:attribute appropriate}repiacement'tanergr*" 'separately ‘and-treatéd‘as:an-additive factor
:«« +.cost penalties.totheir respectiverregulatory - *in'thezoverall: waluesifnpact assessment.
~+actions;if:appropriate-Furthersfornew Thebasis-foritheiNRGs :new:convetsion
- reguirementsithathave extremely: high  -¥» 1 faetor:policy |s=prov1ded1|n #Reassessment
-+ -simplementation costs-orthat will-gréatly ! ,ofNF&C‘ s'DollarPerRérsonRem 7
. «wincreasetoperating costsytheanalyst needsyt: x Gonversion FaetenPohey,uNUREG =1530:"
- -ito:considerthe :possmlllty iHat the.ifiposition ‘Guidance:on:howihe: dollariperperson-rem
of-these-impacts-may resultin:some.facilities conversiomfactor.s tobe*apphed as well as
no longer belng economlcal to operate and, ~- *gmdance on valulng ‘offsite property

""" consequences~|s lncludeB in: the Handbook
‘Handbook should:be consulted for. addmonal LBt PSS I Sl TRk
~ipformation'related-to'potential:prefhature +To:provide’'meaningfiil 'summatlons"
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Commissioner Merrifield’s Comments on SECY-04-0045

I approve that staff’s recommendation to publish the final criteria for treatment of individual
requirements in a regulatory analysis in the Federal Register and to incorporate and publish these
criteria in Revision 4 of NUREG/BR-0058, “Regulatory Analysis Guidelines of the U.S. Nuclear
Regulatory Commission,” subject to the following.

This paper is deficient in that it did not totally address the Commission’s direction in the Staff
Requirements Memorandum (SRM) for SECY-02-0225. Specifically, the Commission directed
the staff to incorporate language associated with obtaining separate cost estimates for each
requirement when deriving the total cost estimate for aggregated requirements. There was much
deliberation on this issue and the Commission approved language provided by the staff.
However, this language was not included in the current paper. The staff should incorporate the
attached language from the previous SRM into the final criteria and Revision 4 to NUREG/BR-
0058, so it is clear that the cost of each component of the proposed rule is separately itemized in
the regulatory analysis and equates to the aggregated cost estimates.
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“Even though inclusion of individual requirements is necessary in this case, the Tn '
analyst should obtain separate cost estimates for each requirement, to the extent
practical, in deriving’ the total cost estimate presented for the aggregated requirements”

11 -

Therefore, when analyzing and making decisions about regulatory initiatives that are

composed of individual requirements, the NRC must determine if it is appropriate to include
each individual requirement. Clearly, in certain instances, the inclusion of an individual

requirement is necessary. This would b.e the case, for example, when the individual

requirement is needed for the régulatory initiative to resolve the problems and concemns and
meet the stated objectives® that are the focus of the regulatory initiative.

However, there will also be instances in which the Individual requirement is not a
necessary component of the regulatory initiativé. and thus the NREJ will have some discretion
regarding-lts inblusion. In these circumstances, the NRC should follow the following guideline:

If the individual requirement is related (i.e., supportive but not necessary) to the

stated objective of the reéulatory Initiative, it should be included only if its overall

eﬁeét Ié to make the bundled regulatory requirement more cost-beneficial. This

would involve a quantitative and/or qualitative evaluation of the costs and

benefits of the regulatory initiative with and without the individual requirement

included, and a direct comparison of those results.*

documented evaluation rather than a backfit analysis, and cost is not a consideration in
deciding whether or not the exceptions are justified (though costs may be considered in
determining how to achieve a certain level of protection).

3The stated objectives of the rule are those stated in the preamble (also known as the
Statement of Considerations) of the rule.

“There may be circumstances in which the analyst considers Including an individual
requirement that is unrelated to the overall regulatory initiative. For example, an analyst may
. consider combining certain unrelated requirements as a way to eliminate duplicative rulemaking
costs to the NRC and increase regulatory efficiency. Under these circumstances, it would be
appropriate to combine these discrete individual requirements if the overall effect is to make the
regulatory initiative more cost-beneficial. In those instances in which the individual requirement
Is a backfit, the requirement must be addressed and justified as a backfit separately. These
backfits are not to be included in the overall regulatory analysis of the remainder of the
regtilatory Initiative.



