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The purpose of the review of management measures is to determine whether there is
reasonable assurance that items relied on for safety (IROFS) will be available and reliable to,
perform their intended safety functions when needed. Management measures are =5
funetions;activities performed by a licensee, generally on a continuing basis, that are aed to
uems—rehed-en—f-er—safety—(lROFS) to prowde reasonable assurance that the IROFS 2

I-R—QFS—WI" perform the|r |ntended safety functlon when needed to prevent acejde
the consequences of accidents to an acceptable IeveI Janagement-me

compliance with the-perfermancerequirements;-Title 10, Section 70. 6
Measures,” of the Code of Federal Regulations (10 CFR 70.61) R&Qnable assurance is
established by considering factors such as necessary maintenaneg, operating limits, common-
cause failures, and the I|keI|hood and consequences of fallure o\r degradation of the IROFS and
the measures. »

metuded—m—the%—GFR—Paﬁ—ZO—deﬂmﬂen—efAs deflned in FR 70.4, “Definitions,”
management measures;-e-- include configuration nﬁgagement (CM), maintenance, training
and qualifications, procedures, audits and assessme incident investigations, records

management and other quallty assurance (QA) etéawents —'Fhedegree—te—wMeh—measure&are
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11.3 Areas of Review

According to 10 CFR 70.62(d), h applicant must establish management measures to ensure

that IROFS, as documented, i
reasonable assurance th
when needed, to comp
which measures areap

he integrated safety analysis (ISA) summary, provide
ey will be available and able to perform their intended functions,
th the performance requirements of 10 CFR 70.61. The degree to
lied may be a function of the item’s importance in meeting the
performance requi érents. If a “graded” application of a particular management measure is
used for IR?{ggQuédiffering importance, the applicant should describe the variations and the

reviewer sh determine whether the measures are commensurate with the importance to
safety of t@.IROFS.
o
The @cific areas of review are as follows:
¥
*
¢ CM—The U.S. Nuclear Regulatory Commission (NRC) staff’s review will determine

whether the applicant has proposed a CM program that ensures consistency in the
facility design and operational requirements, the physical configuration, and the facility
documentation. The review should alse-determine that the applicant’'s CM funetion
program captures formal documentation governing the design and continued
modification of the site, structures, processes, systems, equipment,-components,

“« — —

-
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computer programs, personnel activities, and supporting management measures;-as
identified-and-deseribed-in-the tSA-Summary. The review should assurealso ensure that
the CM funetionprogram is adequately coordinated and integrated with-the other
management measures.

The NRC staff should review the applieantsapplicant’s descriptions and commitments,
for CM, including descriptions of the organizational structure responsible for CM  ,.*
activities; descriptions of the process, procedures, and documentation required %the
applicant for modifying the site; and descriptions of the various levels of CM teéay
applied to IROFS designated in the ISA Summary-summary. The staff-sta view
should focus on the applicant's CM measures that provide reasonable s@ance of the
diseiplined-documentation of engineering, procurement, installation, i
modifications; the training and qualification of affected staff; the revi and distribution
of operating, test, calibration, surveillance, and maintenance pr res and drawings;
and the post-modification testing;and-readiness+eview. The review of the overall

approach to implementing CM should include the evaluatiogﬂ@ e CM program, design
requirements, document control, change control, assessments, and design reconstitution
for existing facilities.
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ithin-the siké))rganization.—Nete—that—net implements (1)

corrective maintenance, (2) preve t@é maintenance, (3) surveillance and monitoring,

and (4) functional testing. Not $y aspect of each of the four maintenance functions is

necessarily required. The applicant should justify the assignment of differing degrees of

maintenance to individual | S; based on the item’s contribution to the-risk reduction

ofrisk. 0‘0
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. 40-CERPart70—The regulation in 10 CFQ'(Bart 70, “Domestic Licensing of Special
Nuclear Material,” requires that all persq\nel who perform activities relied on for safety
be trained and tested; so as 0 provide reasonable assurance that they
understand, recognize the importa of, and are qualified to perform these activities in
a manner that adequately protegts public health and safety of-the-public-and
workers-and-(2)-the environ nt. As appropriate for their authority and responsibilities,
these personnel should have the knowledge and skills necessary to design, operate, and
maintain the facility i -safely. Therefore, the application should describe

the training, testing, ualification of these personnel-wheo-perform-activitiesrelied-on

ﬁQhouId review this -
applicant’s e ence and capabilities to provide this required-training for its personnel
who will per’fﬁn activities relied on for safety. The review of the training and

qualific%@ should address the following training-areas:

and the NRC st

« . +——Organizatienorganization and management of the training function

analysis and identification of functional areas requiring training

3.—Position
position training requirements

development of the basis for training, including objectives
65— Organizatienorganization of instruction, using lesson plans and other
training guides

66— FEvaluation
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evaluation of trainee learning
. conduct. of on-the-job training
. evaluation of training effectiveness :
. persopnel qualification

applicant’s provisions for continuing assurance, including the needs fo ﬂé&nnmg “ \
or reevaluation of qualification 6

\ U5
+43-4—pProcedures Q,”””””i \ ]
o
. Fhe—The NRC staff’s review should examine the applicant’s prc%& for the - \ \
preparation, use, and management control of written procedur: his process should ) | |
include the basic elements of identification, development, verification, review and
comment resolution, approval, validation, issuance, chan&(%ontrol, and periodic review.

|
1\
|

The actual ope ﬁ% procedures are not part of the license and would not normally be  « |

reviewed fo§ nical adequacy ferlow-risk-processes;-since this-aspectis-addressed
by—the inspection functlon—FePnevaenses—eﬂareeesses—espeeraHy—thesema%WWGNe \

|
|
\
|
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2—Essentialessential elements that are generic to all procedures-including

3——TFhe-method for creating and controlling procedures within t
management control systems-—TFhis

4——The-method for verifying and validating proced efore use—During

5———The-method and-schedule-for periodic@reverifying and revalidating
procedures-: @Q

6.——The-method for ensuring that cﬁgr(e\nt procedures are available to
personnel and that-those personneL@‘e qualified to use the latest procedures-

11435—— \OQ
Audits and Assessments R

s

<
—The applieantNRC staff sh uld deseribe-a-systemreview the applicant’s program of <~

audits and assessments

ists. The program should consist of two distinct levels

of activities: (1) an audif-aetivity structured to monitor compliance with regulatory
requirements and lice commitments;-and and (2) an assessment activity oriented to
determining the effq(gt}v ness of the activities in achieving applicant-specified objectives
that provide rea anbIe assurance of the continued availability and reliability of IROFS.
An applicant describe a “corrective action program?, which includes the functions of
incident investigations as well as audits and assessment{see-Section44-3.6). This
approach.i§ acceptable and the reviewer should, in that case, review the applicant’s

desci
for i

P’% n and commitments with regard to the acceptance criteria in this SRP chapter
Cl

ident investigations as well as audits and assessments. The review of the audits

assessments should address the following areas:

Xff- T . .
the applicant's presentation-with-respect-to:

Fhe-commitments to audit and assessment activities

Fhe-the use of qualified and independent audit and assessment personnel
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- 4——The-the general structure of typical audits and assessments

- 2——Thethe facility procedures to be used to direct and control the audit and
assessment-assessment activities

- 3—TFhe-the planned use of the results of the audit and assessment acti\éiﬁés

- 4——The-the documentation to record and distribute the findings andq/Q
recommendations of these audits and assessments N

- 5——The-the planning and implementation of corrective actio{eggsed on the
findings and recommendations

36 InodentInvestigations S
O
° —The NRC staff should review the applicant's-pelieyappli Ant's program, procedures, <~

and management structure for investigating abnormal events and completing
appropriate corrective actions. The review should i @ge the provisions for establishing
investigating teams, the methods for determining rodt causes, and the procedures for
tracking and completing corrective actions andﬁn ocumenting the process for the
purpose of applying the ““lessons learned"”’ tc@) er operations. AnThe applicant may
describe a “corrective action program, which includes the functions of audits and
assessment as well as incident investigations. This approach is acceptable and the
reviewer should, in that case, review~® applicant’s description and commitments with
regard to the acceptance criteria Q@s SRP chapter for audits and assessments as well

as incident investigations. QQ’
<
M3 0‘0
Records Management Q ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
A\
o —The requirem%r@ for the management of records vary according to the nature of the <-
facility and th zards and risks pesed-by-it poses. The staff should review areas

related to the“Aandling and storing of health and safety records and the records
generat s{:@r needed in the design, construction, operation, and decommissioning
phase’Q the facility. The staff should review the following:
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_\Q’ The process whereby records -(i.e., training records, dosimetry records, effluents DI

records-of-their failure—failures) are created, selected, verified, categorized,
indexed, inventoried, protected, stored, maintained, distributed, deleted, or
preserved. The review should provide reasonable assurance that the records
management function is adequately coordinated and integrated with other
management-management measures.

éo records, records of classified information, records concerning facility IROFS; and
x-’ﬁ
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- 2———The handling and control of various kinds of records (including
contaminated and classified records) and the media in which the records are
captured.

- 3—The physical characteristics of the records storage area(s) with respect to
the preservation and protection of the records for their designated lifetimes.

4+-3.8—Other QA Elements Q 77777 j - {Formatted: Font: Not Bold

management measures. The reviewNRC staff should determine-th
ofevaluate whether the applicant's-application of other QA elements
apphieation-adequately described. FheThe staff's review objective is to obt: v
assurance of the implementation of accepted QA principles in the de&g@curement,
construction, operation, maintenance, inspection, testing, and mOdIfIC@{ hases of a

iaem%y—sfacmty s ||fe—
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ironmen = Appllcatlon of graded QA and quallty
els commensurate W|th the l‘ISk |nvo|ved should parallel the same risk levels
. established for maintenance and other management measures.

11+4—— ACCEPTANCE CRITERIA-The reviewer should recognize that facility
safety may not be the only area at a fuel cycle facility requiring QA elements. The
applicant’s customers and the NRC, under 10 CFR Part 50, “Domestic Licensing of
Production and Utilization Facilities,” may impose product-related QA criteria. In this
SRP, the focus of the review of QA measures is limited to ensuring the safety of workers

Management Measures 11-9 NUREG-1520



and the public and protecting the environment (i.e.,
requirements of 10 CFR 70.61).

in relation to the performance

Review Interfaces

maintenance, training and qualifications, procedures, audits and assessments, i nt
investigations, record management, or other QA elements applied to manageg measures.

Other sections of the license application may include information on configuration ;ééﬁement,

The NRC staff should focus its review activities on management measures iated with
IROFS of high risk importance. The reviewer of this SRP chapter should eogtdinate with the
reviewers of SRP Chapters 3 through 10 to inform the selection of man ent measures for
more detailed review.

11.4 Acceptance Criteria

11.41

Regulatory Requirements

omestic-Li ing-o i ’ i evi Acceptance crlterla are based on
meeting the reIevant reqwrements of the regulatla@ described in this section.

N
The regulatory basis for the review is 10 CF @0.22, “Contents of Applications,” and
10 CFR 70.65, “Additional Content of Ap ions.” In addition, the management measures
review should provide reasonable asst{@mce of compliance with the following regulations:

° 10 CFR 70.4 states that gement measures include CM, maintenance, training and
qualifications, procedures,-audits and assessments, incident investigations, records
management, and o QA elements.

. 10 CFR 70.22(
procedures, t

eé requwes that each application for a license shall contain proposed
tect health and minimize danger to life or property.

. 10 CﬁFQ{@BZ(a)(S) states that records must be kept for all IROFS failures, describes
requ' data to be reported, and sets time requirements for updating the records.

@%FR 70.62(d) requires an applicant to establish management measures; for

engineered and administrative controls and control systems that are
identified as IROFS, pursuant to 40-CER-10 CFR 70.61(e), so that they are available
and reliable to perform their functions when needed.

X‘X-

Z o0

. i "10 CFR 70 64 a)(1 tates that new facmtles or
new processes at existing facilities shall develop and implement designs in accordance

<« — —

« — — -
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with management measures, to provide adequate assurance that IROFS will be
available and reliable to perform their safety function when needed.

: -10 CFR 70.64(a)(1) states that appropriate
records of IROFS must be maintained by or under the control of the licensee throughgut

the life of the facility. o
o>
. 10 CFR 70.64(a)(8) states that the design of IROFS must provide for inspeo@h, testing

and maintenance adequate to ensure their availability and reliability to p@rm their
function when needed.

Facility change and change processes are required to conform w&lh—t@—@l&.to
10 CFR 70.72-, “Facility Changes and Change Process.” s\
O
Incident investigation and reporting are required by 40-CER-10 Q§R70.74(a) and (b).

11.4.2 Regulatory Guidance \Q’}

=Regulatory guidance appears in the American Soci @Mechanical Engineers standard,
“Quality Assurance Requirements for Nuclear Facil pplications;~" (ANSI/ASME NQA-1;

<
4@#»6@%&%@#&&9%&%@%@-1983), as endorsed by Regulatory Guide;
z ishi i 2 .28, “Quality Assurance Program;”-Safety-Guide-50-SG-

Q11995 O

Requirements z

- 4o 87 . . « . .
AN e = FOry mm on dance-on-Managemen ontro A A neca
3
o hami Qa aTa ira Prota ion [ Qa Q ilitia
N

ederal RegiSter54-(Ne-53); 90 98,-Mareh-21-4989-(Design and Construction),”
Revision 3.; This guidance applies only to applications for plutonium processing and fuel
fabricatjdidfacilities.

o

-

- — —
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11.4.3
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The reviewer should find the applicant’s managerQ'épt measures acceptable if the applicant has
met the acceptance criteria described in the follewmg sections or has identified and justified an

&°
o R\
11.4.3.1 Configuration Management KQ’

alternative approach.

The regulation in 10 CFR 70.4 defi CM as a management measure that provides oversight
and control of design informationzsafety information, and records of modifications that might
impact the ability of IROFS to@rorm their functions when needed. The applicant’s description
of CM is acceptable if it meétg he following conditions:

(1) The applicati n‘@escribes the CM program; design requirements, document control,
change con’é assessments, and design reconstitution (for existing facilities only).

(2) The a@atlon describes the CM program and defines the specific attributes of the <=~ ~ 1 Formatted: Indent: Left: 0", Hanging: 0.5",

edy evel-or-levels of CM that weu4dW|II be applied to selected IROFS—and—m—the Tab stops: Not at -0.75" + -0.5"+ 0"+ 0.25"
: + 05"+ 0.63"+ 1"+ 1.25"+ 1.5"+ 1.75"

+ 2"+ 225"+ 25"+ 275"+ 3"+ 35"+

4"+ 45"+ 5"+ 55"+ 6"+ 65"+ 7"+
o desi i Wi i 7.5"+ 8"+ 85"+ 9"+ 9.5"+ 10"+ 10.5"

* logically-from-the-design-basis.—(3) The ISA summary cIearIy defines the IROFS to be + T 15T 1274 1257+ 13

listed under CM are-clearly-defined-in-the ISA-Summary,-along with the assignment of

any grades or quality levels. The applicant should have-indicatedindicate in the ISA

Summary-whatsummary the level of CM attributes that is applied to a particular IROFS.

However, in the ISA Summarysummary, this indication may enly-consist of only an index

or category designation. Fhe-definitions-of-the-multiple CM-levelsif used;should-be-in
the-CM-description-in-the-application:
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The-applicant

(4) The application describes a design process leading to drawings and other statements of
requirements that proceeds logically from the design basis.

F

(5) The application describes how design requirements and associated design base, g're
established and are maintained through control of the design process. i also
describes technical management review and approval functions i

Y
X

Fheoeslicant(6) The application describes an acceptable methad to create and control
documents within-the-CM-function-including-cataloging-the document-database the

olicies—and-documentretrieval-pdlitie he-applica

hew-Chiwil-capture-documents-that are relied on for safety. Fhe

iption-i These documents include n requirements, the-ISA, as-built
drawings, specifications, all procedures that :f@ OFS, procedures involving training,
QA, maintenance, audits and assessmenf,{@mergency operating procedures,

emergency response plans, system mo@cation documents, assessment reports, and
others that the applicant may—deemde\éms part of CM. -Fhe-document-database-is-used

A ____

S

4-—Change-Control

hoseslicani(7) The appli
consistency among th
documentation.

on describes how the CM function will maintain strict
sign requirements, the physical configuration, and the facility

(8) The applicati n@ontains a commitment to evaluate, implement, and track each change
to the site, éé?ctures, processes, systems, equipment, components, computer

progran{%\%nd activities of personnel.

CM-funetionfor-providing reasonable assurance that the ISA is systematically reviewed
and modified to reflect design or operational changes from an established safety basis;
and that all documents outside the ISA that are affected by safety basis changes are

properly modified, authoritatively approved, and made available to personnel. When-a
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(10)  The application describes the documentation process following changes made in -
accordance with 40-CER-10 CFR 70.72-¢changes. Changes to the affected onsite
documentation mustshould be made promptly to avoid inadvertent access by facility
personnel to outdated design and other specifications for IROFS.

P

5.—Assessments
ASSessSments o

CM <« --+

Fheoesleant(11) The application confirms that initial and periodic assessments %’}5@
o correct

function are conducted to determine the program'sprogram’s effectiveness a
deficiencies. hysi s

future-changes: The applieant-application inaicates that such as

systematically planned and conducted in accordance with an | facility audit and
assessment function{—se&@he—seeﬁens—##@hapte%Jer—de&ai&n—aa%@nd

assessments). AN
K\
5 DesianR tution(Existing Eacilities.C \Q‘;
Fhe-applicant-deseribes(12) For existing facilities, th Q@ication may describe whatever -
design reconstitution has been done for the ose of the application. i

applieation- The appl @ he current design bases, including design

and system design a cility layout based on defense-in-depth practices in accordance
with 10 CFR 70.64 (@e uirements for New Facilities or New Processes at Existing
Facilities.” Defenéé—in-depth practices should be applied early through the completion of
design by provi%g successive levels of protection such that health and safety will not
wholly depén@on any single element of the design, construction, maintenance, or

operati%Q\@ the facility.

<
(13)  For new facilities or n"z%ﬁmcesses at existing facilities, the application describes facility

As r%@ed by 10 CFR 70.62(d), engineered and administrative controls that are identified as \
IR®FS must be designed, implemented, and maintained to ensure that they are available and
feliable when needed. \
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The regulation in 10 CFR 70.64(a)(8) requires that IROFS for new facilities or new processes at
existing facilities receive adequate inspection, testing, and maintenance to ensure their
availability and reliability when needed.
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The reviewers should find the applicant’'s submittal acceptable if the application includes the-the <- - -
following information:

Heeessaﬁy—ar survelllance and MORHdri

entlng failures through maintenance is appropriately balanced against the objective
m|n|m|2|ng unavallablllty of IROFS because of monltorlng or PM—AﬂepeanduetmgﬁM

Menhﬂed—reepea%es—wased—te—mem#y—m&aﬁeetedpreventlve malntenance f-unenen

Management Measures 11-15 NUREG-1520

Formatted: Tab stops: Not at -0.75" + -0.5"
+ 0"+ 0.25"+ 0.5"+ 0.63"+ 1"+ 1.25"+
1.5"+ 175"+ 2"+ 2.25"+ 2.5"+ 2.75" +
3"+ 35"+ 4"+ 45"+ 5"+ 55"+ 6"+
6.5"+ 7"+ 7.5"+ 8"+ 85"+ 9"+ 9.5" +
10"+ 10.5"+ 11"+ 11.5"+ 12"+ 12.5"+
13"

Formatted: Indent: Left: 0", Hanging: 0.5",
Tab stops: Not at -0.75" + -0.5" + 0" + 0.25"
+ 0.5"+ 0.63"+ 1"+ 1.25"+ 1.5"+ 1.75"
+ 2"+ 225"+ 2.5"+ 2.75"+ 3"+ 3.5"+
4"+ 45"+ 5"+ 55"+ 6"+ 65"+ 7"+
75"+ 8"+ 85"+ 9"+ 9.5"+ 10"+ 10.5"
+ 11"+ 115"+ 12"+ 12.5"+ 13"

Formatted: Indent: Left: 0", Hanging: 0.5",
Tab stops: Not at -0.75" + -0.5" + 0" + 0.25"
+ 0.5"+ 0.63"+ 1"+ 1.25"+ 1.5"+ 1.75"
+ 2"+ 225"+ 2.5"+ 275"+ 3"+ 3.5"+
4"+ 45"+ 5"+ 55"+ 6"+ 65"+ 7"+

75"+ 8"+ 85"+ 9"+ 9.5"+ 10"+ 10.5"
+ 11"+ 11.5"+ 12"+ 12.5"+ 13"




4—Funectional-testing(3) discussion of how the maintenance function uses,

interfaces with, or is linked to the various management measures,

,,,,,,,,,,,, -
A””’T”.”.’ ””””””””””””””””””””””””””” )(‘ XL”
of

The-application-includes-a-(4) justifications for assignment of differing degrees of
maintenance to individual IROFS, based on the item’s contribution to the redgO
risk

(5) for IROFS identified in the ISA summary, a description of the surveillar@(l:gnction and
its conduct at a specified frequency \)

(6) description of how the surveillance activity supports the detern;'sr:r ion of performance
trends for IROFS, thus providing data useful in determining}\P@ equencies

(7) description of the applicant’s retention of records of the current surveillance schedule,
performance criteria, and test results for all IROFS \(Z)

(8) for surveillance tests that can be done only whib({&%FS are out of service, a description
of the proper compensatory measures that wiﬁ:be prescribed for the continued normal
operation of a process \0

required by 10 CFR 70.62(a)(3), a entified root causes are used to modify the
affected maintenance function a liminate or minimize the root cause

9) description of how the results of;gig{?%vestigations, the review of failure records

(10)  documentation of the app%egh to performing corrective actions or repairs on IROFS
(11)  description of how thqugintenance function provides a planned, systematic, integrated,
and controlled appr@ for the repair and replacement activities associated with
identified unacc{gﬁ% le performance deficiencies of IROFS

(12)  description ’o@ne PM function that demonstrates a commitment to conducting
preplan g@and scheduled periodic refurbishing, or partial or complete overhaul, of
IROF/Q minimize occurrences of their unanticipated losses

(13) %géfiption of the applicant’s retention of records showing the PM schedule and results
% r all IROFS subject to this maintenance component
*

(ﬁle) general description of the methods used and the commitment to perform functional
testing, as needed, of IROFS after PM or corrective maintenance—Fhese

(15) as necessary, a commitment to conduct functional tests should-be-conducted-using

onme a hile-the ta

- designed to include all
operational aspects of the IROFS that are important to safety-

B - - ‘{ Formatted: Font: (Default) Times New Roman,
10 pt

N - ‘[Formatted: Underline

J
]
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(16)  description of how the applicant will maintain records showing th%)ctional test
schedule and results for all IROFS subject to this maintenancege ponent are
maintained-by-the-applicant, KO M

N

ontrols-are-o d d-a S- (17)
general discussion abeutof how theseadministiat
are assuredverified to be available and reliable to %&)rm their intended safety function

over extended periods of operation

Management Measures NUREG-1520
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<’\/

\

Fhe-applicant's-submittal- The application should be acceptable regarding personnel training and
qualification sheuld-be-acceptable-if it satisfies the fellowing-criteria described below. In agaﬁion \

to the regulatory acceptance criteria-gi ; 4-5: ides, the S
provides additional specific criteria for training and qualification for radiation safety p r%uel
in Section 4.4.5, for criticality safety in Section 5.4.3.2, and for emergency plannin %D
Section 8.4.3.1.11. Similarly, some of the information specified below may be—fe@ ppear in
other sections of the SRP-application and may be incorporated by reference.

Fhe-include the following commitments sheu«ld—be@cheuappﬁeauen—regarding organization and </ /
!

management of training:

.

&

<
a. Line management is requ&@ e for the content and effective conduct of the i
training. 2 |/
< ;
b. The job function, re sibility, authority, and accountability of personnel .
involved in man , supervising, and implementing training are clearly defined.
/
C. Performancé@%ed training is used as the primary management tool for <
analyzin% signing, developing, conducting, and evaluating training.
d. Proé&céllres are documented and implemented to provide reasonable assurance <~
{l Il phases of training are conducted reliably and consistently.
e. *f&fraining documents are linked to the CM system to provide reasonable -~
6\, assurance that the training reflects design changes and modifications-are
A3 |
* f. Exemptions from training are granted to trainees and incumbents only when -
justified, documented, and approved by management. i
g. Both programmatic and individual training records are maintained. These -

records support management information needs and provide required data on
each individual'sindividual’s training;-jeb-perfermanece; and qualification.
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pe#er#mg—and—ver#wng—th&aetw&&e&should be prowded for each posmon ora
that is relied on for safety 3
accidentsequences—. Training may be classroom or on- the-Job trammg or
application should state what training will be conducted and which persor@
required to complete it.

. The
ill be

a. Each activity selected for training (initial or continuing) fro \De facility-specific
activities should be matrixed-to-correlated with supportl %rocedures and
training materials.

’\
b. The facility-specific activities selected for training and the Qn})arlson with training materials
should be reviewed on an established schedule and updateck@s necessitated by changes in
procedures, facility systems/ and equipment, or job scopgo
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training: Change actions (for example procedure ct anges eqmpment changes,
facility modifications) should be monitored a aluated for their impact on the

development or modification of |n|t|al and
mcorporated ina tlmely manner. )

pepsennel—(S)The appllca io) n’should contaln sueh—commltments regarding personnel
qualification for manage upervisors, designers, technical staff, construction
personnel, facility operators, techn|0|ans maintenance personnel, and other staff

:who perform regulated activities.

(4) The applicati n@hould contain commitments regarding minimum qualifications for
personnel. h%?nmum qualifications should be commensurate with the assigned

functlo®%spon8|blllty and authority of the respective personnel.

anagers should have a minimum-efa-B.S-., B.A., or B-A—erthe-equivalent -
\Q’ degree. Each manager should have either management experience-or technical
%0 experience in faeilities-a facility similar to the facility identified in the application.

* . Supervisors should have at least the qualifications required of personnel being

supervised—zloo—oibo—oddiionnl oo e o orioges cupnnddelse the fochieion]
area-at-asimilarfacility- or completion-of-a-supervisor-training-course.

C. Technical professional staff identified-in-the tSA-Summary-whose actions or

judgments are critical to satisfysatisfying the performance requirements identified

in 40-CERPart-10 CFR Part 70 {i-e+related-to-antROFS)-should have a B.S-,,
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. ool £ : oo,

d. Construction personnel, facility operators, technicians, maintenance
personnel, and other staff whose actions are required to comply with NRC
regulations should have completed the applicant’s training process or havex_x-
equivalent experience or training.

B.A., or equivalent degree in the appropriate technical field-and-3-years-of

Q
e. Candidates for process operators should be required to meet the mi&ﬁﬁg}r/n
qualifications described in the application. Candidates for job fungtiens other

than process operators should alse-be required to meet minim alifications,
but the application need not describe these minimum qualifi s-need-not-be
doserbedinine spplision- D

(5) Training objectives should state the knowledge, skills, and ab{ilies that the trainee
should acquire; the conditions under which required actio%%evill take place; and the
standards of performance the trainee should achieve o completion of the training

activity. \Q)

(6) Lesson plans and other training guides should %?e guidance to ensure the consistent
conduct of training activities and should be b on required learning objectives
derived from specific job performance rqu{@ments.

(7) Lesson plans or guides should be us ﬂﬁr all training and should include standards for
evaluating acceptable trainee perf nce. The evaluation of trainee accomplishment is
acceptable if trainees are evalue@ periodically during training to determine their
progress toward full capabilit to perform the job requirements and at the completion of
training to determine their% bility to perform the job requirements.

(8) Review and approval irements should be established for all lesson plans or guides
and other training rré& ials before their issue and use.

Q

(9) The applicati?g@escribes any on-the-job training used for activities relied on for safety.
N

(10%99!@&9&’%{9 On-the-job training should be conducted using well-organized and current
trainipq aterials. Designated personnel who are competent in the program standards
and-training methods should conduct the training.
actual task cannot be performed and is, therefore, “walked-down,” the conditions of task

¥ performance, references, tools, and equipment should reflect the actual task to the
extent possible.

A
11) @ompletion of on-the-job training should be by actual task performance. When the
*
Py

(12)  Provisions for i continuing
assurance of personnel training and qualification are acceptable if the
submittalapplication addresses periodic requalification of personnel; by training and/or
testing, as necessary, to provide reasonable assurance that they continue to
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understand, recognize the importance of, and be qualified to perform their-activities that
are relied on for safety.

An evaluation of training effectiveness and its relation to job performance is acceptable if
it provides reasonable assurance that the training conveys all required skills and
knowledge and is used to revise the training, where necessary, based on the

performance of trained personnel in the job setting. xgr-x'
a. Qualified individuals should periodically conduct a comprehensive eva u&n of
individual training to identify strengths and weaknesses. Feedback trainee
performance during training and from former trainees and their s isors
should be used to evaluate and refine the training. @
b. Improvements and changes to initial and continui{r%taining should be <- — — - Formatted: Indent: Left: 0.5", Hanging: 0.5",
initiated, evaluated, tracked, and incorporated to corre ining deficiencies and Tab stops: Not at -0.75" + -0.5" + 0"+ 0.25"

+ 0.5"+ 0.63"+ 1"+ 1.25"+ 1.5"+ 1.75"
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} ‘'sThe re @ion in 10 CFR 70.22(a)(8)

requires that the application contain procedures to pro ublic health and safety. The
application is acceptable in this regard if it describes Ge applicant’s process for developing and

implementing procedures is-aceeptable-itit-and s@ies the following:

(1)

The applicant provides information re@ ing the procedure categories used at the
facility. The categories typically in e management control, operating, maintenance,
and emergency procedures.

W\
\\. | Formatted: Font: (Default) Times New Roman,
W\ [ 10pt
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(2) Procedures are written or planned for the operation of IROFS and for all <=~ ~ | Formatted: Indent: Left: 0", Hanging: 0.5",
management measures su@ rting those IROFS.
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65— The-applicantincludes-the following commitment regar
“Activities involving licensed SNM and/or IROFS wﬂl,@

approved procedures.”

6.(4)

The appllcant de

to control processes and operatio
IROFS and/or hazardous chemr

(5) Procedures exist orcare planned to direct the following activities: (a) design, (b) CM,

( ) procurement @ construction, (e) radiation safety, (f) maintenance, (g) QA elements,
(i) audits and assessments, (j) incident investigations,
) fire safety, (n) chemical process safety,

h) training a allflcatlon
records agement

(6).-, Procedures are required for operator actions that are necessary to prevent or
itigate accidents identified in the ISA Summary-summary. The applicant provides a
ting {in-an-appendix)-of the types of activities that are covered, or are planned to be

1) criticality safety, (m
and k\ rting requirements.

’a‘ procedure adherence:
onducted in accordance with

élbps procedures for site-wide safe work practlces
h licensed special nuclear material (SNM) and/or
mcrdent to the processing of licensed materlal

s~ covered, by written procedures. The listing includes the topics of administrative
* procedures; system procedures that address startup, operation, and shutdown;

abnormal operation/ or alarm response; maintenance activities that address system

repair, calibration, inspection, and testing; and emergency procedures. Appendix
Appendix A to this SRP chapter provides an acceptable listing of the items to be

included under each topic.
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The appllcant descrlbes the
method for identifying, developlng, approving, implementing, and controlling operating
procedures.

a. 8——The applicant verifiesconsiders the technical-aceuracy-ofISA in |den)liﬁng
needed procedures-and-that-they-can-be-performed-as-written—. Q

Formatted: Numbered + Level: 2 +
Numbering Style: a, b, c, ... + Startat: 1 +
Alignment: Left + Aligned at: 0.5" + Tab after:
0.5" + Indent at: 1", Tab stops: Not at -0.75"
+ -0.5"+ 0"+ 0.25"+ 0.63"+ 1"+ 1.25"
+ 15"+ 1.75"+ 2"+ 225"+ 2.5"+ 2.75"
+ 3"+ 35"+ 4"+ 45"+ 5"+ 55"+ 6"+
6.5"+ 7"+ 7.5"+ 8"+ 85"+ 9"+ 9.5" +
10" + 105"+ 11"+ 11.5"+ 12"+ 12.5"+
13"

N tha nroced a Ad-that- QA -._-..-- -=-u.-. -

o rocedures include
requwed actlons for of((}ﬁormal condltlons of operatlon as well as normal

d. If needed, safety checkpoints are identified at appropriate steps in the procedure.
e. Procedures are validated through field tests.
f. The management personnel who are responsible and accountable for the

operation approve the procedures.
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g. A mechanism is specified for revising and reissuing procedures in a controlled

manner.
h. QA elements and CM functions at the facility provide reasonable assurance that
current procedures are available and used at all work locations. .
P
i The training program instructs the required personnel in the use of the la sxt'
procedures.
\@Q,
(8) Procedures should incorporate the following elements: 0
a. title and identifying information, such as number, revision, e@@g{e
b. statement of applicability and purpose é
C. prerequisites g\
d. precautions (including warnings, cautions, and notes)
e. important human actions N
f. limitations and actions <
g. acceptance criteria \Q)
h. checkoff lists Q
i reference material sQ{b'
9) Maintenance procedures involving,@)’.)FS commit to the topics listed below for ~ «- - - | Formatted: Indent: Left: 0", Hanging: 0.5",

No bullets or numbering, Tab stops: Not at
-0.75"+ -0.5"+ 0"+ 0.25"+ 0.5"+ 0.63"
+ 1"+ 125"+ 15"+ 175"+ 2"+ 2.25"+
25"+ 275"+ 3"+ 35"+ 4"+ 45"+ 5"
a. Pre--maintenance activit@xreqa#einvolve reviews of the work to be performed, + 55"+ 6"+ 6.5"+ 7"+ 7.5"+ 8"+ 85"

. : + 9"+ 95"+ 10"+ 105"+ 11"+ 115"+
including procedure rg’fews for accuracy and completeness. 9 0 0.5 >

corrective and preventive maintenance,—(and functional testing after maintenance; and
surveillance maintepanee-activities: \0

,

12"+ 125"+ 13"

<
b. Steps that—requirg%tification of all affected parties (operators and supervisors)

before irg-performance of work and on completion of maintenance work.
The discussion includes potential degradation of IROFS during the planned
maintenariee.
c. Conh%? of work is ensured by comprehensive procedures to be followed by <=~ - 1 Formatted: Indent: Left: 0.5", Hanging: 0.5",

The Tab stops: Not at -0.75" + -0.5" + 0"+ 0.25"
+ 0.5"+ 0.63"+ 1"+ 1.25"+ 1.5"+ 1.75"
+ 2"+ 225"+ 25"+ 275"+ 3"+ 35"+

tenance technicians.
rious safety disciplines, including criticality, fire, radiation, industrial, and

+ . chemical process safety, review maintenance procedures. The procedures 4"+ 45"+ 5"+ 55"+ 6"+ 6.5"+ 7"+
%% describe;-as-a-minimum; the following: 7.5"+ 8"+ 85"+ 9"+ 9.5"+ 10"+ 10.5"
50 + 11"+ 115"+ 12"+ 125"+ 13"
o i ificationsi.qualifications of personnel authorized to perform the
* maintenance or surveillance

ii. Centrolscontrols on and specification of any replacement components or
materials to be used (this-should be controlled by the CM function; to
ensure like-kind replacement and adherence to 40-CERPart
10 CFR Part 21, “Reporting of Defects and Noncompliance”)
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iii. Pest-post-maintenance testing to verify operability of the equipment

iv. Frackingtracking and records management of maintenance activities

V. Safesafe work practices (e.g.-lockeutitagout—confined-space-eniry,

moderation control or exclusion areas; radiation or hot work permitss; axr)d

criticality, fire, chemical, and environmental issues) o
(10)  The applicant cenduects-periodicreviews-has formal requirements governing{ﬁ@ﬁse of
temporary procedures. Temporary procedures may be issued only whe rinanent
procedures do not exist to assure(a) direct operations during testing, m@inptenance, and

modifications, (b) provide guidance in unusual situations not within
permanent procedures, and (c) provide assurance of orderly and rm operations for
short periods when the facility, system, or component is performihg in a manner not
covered by permanent procedures. The discussion establish€sa timeframe for use of
the temporary procedure and sets the same level of revie’@nd approval as for
permanent procedures. <

)

(11)  The applicant verifies that the procedures are tec ally accurate and can be
performed as written. The applicant periodica iews the procedures to ensure their
continued accuracy and usefulness and establishes the time-frame for reviews of the
various types of procedures. imuptall-operating-procedures-are reviewed-ev
.\0
(12)  The applicant describes the use a&ontrol of procedures. Provisions allow for <=~ ~ 1 Formatted: Normal, Indent: Hanging: 0.52",
operations to stop and place the process in a safe condition if a step of a procedure Numbered + Level: 1 + Numbering Style: 1, 2,
. . s . . 3, ... + Start at: 11 + Alignment: Left + Aligned

ot be performed as written:

at: 0.25" + Tab after: 0.52" + Indent at:
0.52", Tab stops: Not at -0.75" + -0.5" + 0" +
0.25"+ 0.5" + 0.69"+ 0.75" + 1.25"+ 1.5"
+ 175"+ 2"+ 225"+ 2.5"+ 275"+ 3"+
35"+ 4"+ 45"+ 5"+ 55"+ 6"+ 6.5" +
7"+ 75"+ 8"+ 85"+ 9"+ 9.5"+ 10"+
10.5" + 11"+ 11.5"+ 12"+ 12.5"+ 13"

(13) The applica’nf?eviews procedures after unusual incidents, such as an accident,
unexpect{@transient, significant operator error, or equipment malfunction, or after any
modif&:éa‘on to a system and revises procedures as needed.

(14) P&&j?am and administrative procedures and other nonoperational procedures that do not

es%pact IROFS or other environmental, safety, and health concerns need not be Formatted: Level 1, Indent: Hanging: 0.5",

¥~ controlled with the stringency applied to operating procedures or management control /| Tab stops: Not at -0.75" + -0.5" + 0" + 0.25"
* procedures associated with IROFS specified by the ISA summary. The applicability of K If7g-5" +2 0-695 ;5 0-75; 12257; 1-5; +
L = mme ! ! 54 2"+ 22574 25"+ 27504 304
less stringent procedure control should be specified to avoid misunderstandings in /|35 e 44 454 574 5574 6"+ 65"+
implementation. / 7"+ 75"+ 8"+ 85"+ 9"+ 95"+ 10"+

- 105"+ 11"+ 11.5"+ 12"+ 12.5" + 13"

N ‘[Formatted: Font: Not Bold, Italic
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The NRC reviewers should find the applicant's-submittalapplication acceptable in terms of
audits and assessments if it provides reasonable assurance that the following regulatery-review
criteria-for-audits-and-assessments-are adequately addressed and satisfied-:

(1:)  The applicantapplication describes pelieyprogram directives covering the audit and
assessment function (i.e.,-at-a-minimum; the activities to be audited, audit frequency,
guidance in conducting the audit or assessment, assigned responsibilities for each_+

phase of the work, and procedures for recording the results and recommending actions
to be taken). @(1/

(2-)  The applicanthas-committedapplication contains a commitment to condu@ nternal
audits and independent assessments of activities significant to faC|I|ty y and
environmental protection. \)

(3-——Audits-) The application states that audits will be condu o verify that
operations are being conducted in accordance with regulatoryfequirements and license
commitments-in-the license-application.

N

(4—Independent) The application states that |ndepend Q’agsessments will be conducted
by offsite groups or individuals not involved in the nsed activity; to verify that the
health, safety, and environmental compliance uqéons are effectively achieving their
designed purposes.

&——AuditsThe application states tha }fjlts and assessments will be conducted for
the areas of radiation safety, nuclear: @lcallty safety, chemical safety, fire safety,
environmental protection, emerg % anagement, QA, CM, maintenance, training and
qualification, procedures, mmder@ vestigation, and records management.

(6-——Qwralified) The applicati
for the function and are%fEmQ audited or assessed will be-used-perform the audits and
assessments. The ation specifies the staff positions and committees responsible
for audits and asses¢ nts are-speecified—The-and describes the levels of management
to which results a reported—and—the The systems to provide corrective actions are
also describe%.(z’”

The applicant’s description of its incident investigations activities and commitments in the
applica%é’ﬁvill be acceptable if the reviewer finds reasonable assurance of the following:

iy

The applicant will establish a precess-formal procedure to investigate abnormal events
that may occur during operation of the facility; to determine their specific or generic root
cause(s)and-), generic implications, and risk significance, to recommend corrective
actlons and to report to the NRC as reqmred by -10—10 CFR 70. 50—and—ZQ—Z4—'Fhe

states that qualified personnel without direct responsibility

-
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quired-by CER 70.62(a ortROFES should-b
as-part-of the-investigation, “Reporting Requirements,” and 10 CFR 70.74, “Additional
Reporting Requirements.” Appendix B to this SRP chapter presents guidance regarding
the contents of an incident investigation program or procedure.

(2-)  The applicant will monitor and document corrective actions through completion an £F
ensure that corrective actions are taken within a reasonable period to resolve findings
from abnormal event investigations. (oq/

(3-) The applicant will maintain documentation related to abnormal events for the f the
operation so that ““lessons learned~” may be applied to future operations facility.
Details of the event sequence will be compared with accident sequenc
in the ISA, and the ISA Summarysummary will be modified to include
associated with accidents of the type actually experienced. 5\
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W\
The reviewer will find the applicant’s &%}rds management system forrecerds-acceptable if it W

AN
satisfies-the-the application descri he following criteria: \\\\\{Formatted: Font: Not Bold ]
\\\\{ Formatted: Font: Not Bold, Italic ]
(1-)  Records are prepared{é@rified, characterized, and maintained. \\{ Formatted: Font: Italic )
. . i . . . e Formatted: Tab stops: Not at -0.75" + -0.5"
(2-) Records are Iegbb@, identifiable, and retrievable for their designated lifetimes. + 0"+ 025"+ o.5e+ 0.69" + 0.75" +
125"+ 15"+ 175"+ 2"+ 225"+ 25"+
Records-araBlotected-aaain moerina—th nauthorized ess—damage—o 275"+ 3"+ 35"+ 4"+ 45"+ 5"+ 55"+

i . » . . 7T i L o " 6"+ 65"+ 7"+ 75"+ 8"+ 85"+ 9"+
) Records are categorized by relative 9.5"+ 10"+ 10.5"+ 11"+ 11.5"+ 12"+
safet)ﬂ'{ ortance to identify record protection and storage needs and to designate the 12.5" + 13"

re%]gion period for individual kinds of records.
N

(4-) e@ecords are protected against tampering, theft, loss, unauthorized access, damage, or
o deterioration while in storage.
'S

(5) Procedures are established and documented specifying the requirements and <=~ - 1 Formatted: Indent: Left: 0", Hanging: 0.5",
responsibilities for record selection, verification, protection, transmittal, distribution, Tab stops: Not at -0.75" + -0.5" + 0" + 0.25"

retention, maintenance, and disposition 069+ 075+ 125"+ 150+ 175"+
’ ) p : 2"+ 2.25"+ 25"+ 275"+ 3"+ 3.5"+ 4

+ 45"+ 5"+ 55"+ 6"+ 6.5"+ 7"+ 7.5"
+ 8"+ 85"+ 9"+ 9.5"+ 10"+ 10.5" +
11"+ 115"+ 12"+ 12.5"+ 13"
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records must have controlled access and provide the controls needed, (d)-) provrdejor 2 M Lot 12T Lot

the protection of records from loss, damage, tampering, and theft or during an
%‘n%t

emergency, and (e})-) specify procedures for ensuring that the records manag
system remains-remains effective. N

(0]
D)
D
D
D
3]
D
D
D

eda i
GO pofrary-compd g

media-and-equipment.—(7) Procedures are in place to rbmptly detect and correct any

deficiencies in the records management system or its ir(pl mentation.

. 5 .
(8) Records of IROFS failures must be kept and upd in accordance with 40-CER <- — -~ 1 Formatted: Indent: Left: 0", Hanging: 0.5",
10 CFR 70.62(a)(3). Record revisions necessit by post-failure investigation Tab stops: Not at -0.75" + -0.5" + 0" + 0.25"
| ns sheuldmust be made romptly after completion P05y 0.697F 0750+ L4 LI
conclusio “ 0 promptly p 175"+ 2"+ 225"+ 2.5"+ 275"+ 3"+
of the investigation : 3.5"+ 4"+ 45"+ 5"+ 55"+ 6"+ 65"+

7"+ 75"+ 8"+ 85"+ 9"+ 9.5"+ 10"+
10.5" + 11"+ 11.5"+ 12"+ 12.5"+ 13"

(9) For computer codes and computenze@ ta used for activities relied on for safety, as
specified in the ISA summary, the ant establishes procedure(s) for maintaining
readability and usability of older@ es and data as computing technology changes. The
procedures could include tra fer of the older forms of information and codes for older
computing equipment to c porary computing media and equipment.

Appendix C to this SRP cha&@qsts the types of records that should be included in the system.

<- ~ ~ 7 Formatted: Indent: Left: 0", Hanging: 0.5",
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To be acceptable, fh%’apphean{—&appllcant S QA elements should be structured to apply W 35"+ 4"+ 45"+ 5"+ 55"+ 6"+ 6.5"+
approprlate me\"%res to IROFS . N[ 70+ 75"+ 8"+ 85"+ 9"+ 95"+ 10"+
il NPV Al o : : : W 105"+ 11"+ 115"+ 12"+ 12.5"+ 13"
I e W\
Applrcants and licensees’ QA elements are expected to differ \\\\\{F 4 Font: Not Boid, Ita ]
based e purpose and complexity of the facility and processes-to-be controlied. ormatted: Font: Not Bold, Ttalic
\{ Formatted: Font: Not Bold, Italic ]
The ISA Summary-summary should identify the IROFS, the degree of their importance to safety, {Formatted: Font: Italic ]

and related activities that are required for safety. An applicant may choose to apply all QA
elements and-at the highest level to all IROFS or may grade the application in proportion to the
item’s importance ef-the-item-to the achievement of safety.
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and—(e)—ehaﬁ&ef—thehnes—m&e#elaﬂenshms—and—a;eas of S --

. . resp()n |ble for ensurlng that
appropriate QA has been established

mawge#and—epe#ateé—?e#sev%ergam—zaﬂen&
should have suffici uthority, access to work areas,
and organizational independence to #<perform its responsibilities.

(2) QA Program—The applicant may describe.if$ application of QA elements in the form of a
QA program, in which the applicant com(nts to meet the applicable requirements of
applicable industry-standards. The @mltment may describe the applicant’s graded
approach to QA, in which measu esé\ e implemented censistent-commensurate with an
item’s importance to safety, or { ommitment may describe a QA program applied to
all IROFS. The apphcatlon& elements should be well- documented, planned,

implemented, and maintai 0 provide reasonable assurance that, together with the
other management measlires , IROFS will be ava|IabIe and rellable when needed. Fhe

‘ a : igr De3|gn ControI—The appllcant S de3|gn

controls uId be deflned controlled and verified. Design inputs should be specified

and oﬁ{ ctly translated to design documents. Controlled measures, commensurate with

gcge. applied to the original design, should govern the adequacy of design and design
ges.

4#Procurement Document Control—The design bases information and other documentation
* i ;

(4) Applicable design bases and other requirements necessary to provide reasonable «

assurance-of-ensure adequate quality are included or referenced in documents for
procurement of items er-and services-relied-onforsafety. To the extent necessary,
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®)

(6)

7)

(8)

suppliers are required to have QA-censistenta QA program commensurate with the
quality level of the item or service to be procured.

Instructions Procedures and Drawing Control—Activities affecting the quality of IROFS
are prescribed by and performed in accordance with documented instructions,

procedures, or drawings ef-a-type-appropriate for the circumstances {see-Sections "

and reference o

QO

Document Control—The applicant’s document control system describes thq,éf:;karation,
issuaneeissue, and medificationchange of documents that specify qualit @uirements
or prescribe activities affecting quality-are. The document control sy eés controlled te

S
providereasonable-assurancein a manner that the-appropriate-do wfents-are-inu

byensures that authorized personnel {see-Section 3411431415214 and-11-6

N

appropriate quantitative or qualitative acceptance criteria.

proecedures)review documents and changes thereto for a,{équacy and approve them for
release.

on nd action 4 4 4 Vi na™ 6-4 for-de on
a O = o> O G190 aetd S

assurance-of conformance-with-specifiedrequirendentsControl of Purchased Items—The
applicant describes controls for the procurement of items and services. Descriptive
controls of purchased items and services i de, as appropriate, source evaluation and
selection, source inspection, audit, the %amination of items or services upon delivery or
completion, mechanisms for control anges in items or services, commercial-grade
item requirements, and control ofiu@)lier nonconformance.

hatircorrect-or-defectiv ts-are-notuseldentification and Control of ltems—The
applicant establishes co, s to ensure that only the correct items are used or installed.
The applicant descrit&)@ rovisions to identify and maintain traceability of items.
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onconforming-items-or-bypassing-gontrol of Processes—
ontrols of processes affecting the §afety of IROFS or related
services. Qualified personnel using qualified procedures& ccordance with specified
requirements perform special processes that control ac{'vit es, such as welding, heat

treating, and nondestructive examination. \6

F+———Inspection—When inspections are used to ver'&(@nformance of an IROFS item or
activity, the inspection should be planned anodakecuted. The characteristics to be
inspected and inspection methods should,@specified. The results of inspections-and

tests.
i S

assessmen@s%@daiifiea r.)e.rs‘onn.el. o.th’erthan t.h(.)se who performed or directly

supervised e work being inspected should perform the inspections.

\ he-identifi

conducted to specified requirements and demonstrate availability and reliability of
* performance. The characteristics to be tested and test methods should be specified.

Test results should be documented and evaluated against the test requirements and
acceptance criteria.

(12)
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(13)

(14)

(15)

(16)

(17)

(18)

gauges, instruments, and other measuring and test equipment used for IROFS and
activities affecting IROFS. Controls of measuring and test equipment should consider
methods and frequency of calibration and should be adjusted to maintain accuracy
within specified limits.

Handling, Storage, and Shipping—The applicant should consider methods to ensure)t(‘hat
handling, storage, cleaning, packaging, shipping, and preservation of IROFS are ¥

controlled to prevent damage or loss and to minimize deterioration. Qx-
Inspection, Test, and Operating Status—The applicant should identify the S;{C(I/Of
inspection and test activities for IROFS, either in the item or in document eable to
IROFS. The applicant should specify the use of status-indicating devi uch as tags,

markings, shop travelers, stamps, and inspection records. The app should
establish provisions to ensure that required inspections and tests performed and
ensure that items that have not passed the required inspection§\ d tests are not
inadvertently installed, used, or operated. \0

Control of Nonconforming ltems—The applicant shouldeT’%cribe provisions that specify
when IROFS do not conform to specified requiremenﬁrﬁ he applicant should control
items that do not conform to prevent inadvertent i ation or use of nonconforming
material, parts, equipment, or services. The a@%?t should specify provisions for
identification, documentation, evaluation, segkedation, and disposition of nonconforming
IROFS and for appropriate notification to a\f@cted organizations.

Corrective Action—The applicant sh %pecify provisions for promptly identifying
conditions adverse to quality and gt;ftécting them as soon as practicable.

QA Records—QA records argﬁecords management systems may be used in lieu of or
in conjunction with each otfger:" In either case, the applicant should describe the
methods used to docu , prepare, maintain, and manage records. The applicant
should describe the 0ds used to protect records against damage, deterioration, or
loss. In addition, thQQppIicant should establish and document the requirements and
responsibilities forQecord transmittal, distribution, retention, maintenance, and
disposition.

2

Audits—‘lﬁé applicant should plan and schedule audits and assessments to verify
compﬁq e with, and to determine the effectiveness of, QA:quality assurance. The
onsibilities and procedures are-identified-for assessing, auditing, documenting, and

<« — — -
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review speC|f|ed in Sectlon 11.3, the review procedure is |dent|f|ed below

bove—the-brimary nd
—5ao 0 a G

procedures fer—eaeh%n%enen—are discussed-i
based on the eeslicanisheuld boreavestedtocubmita
submﬂtal—te—meet—theldentlﬂed SRP acceptance crlterla

4 Vi cH-Y v \/ S
. For deV|at|ons from these specmc aw e criteria, the staff should review

the applicant’s evaluation of how the proposed alter s to the SRP criteria provide an
acceptable method of complying with the reIevanE\‘Ig{ requirements identified in Section 11.4.

During the review of the license application a A summary for a planned facility, the reviewer
should identify and note any items or issue t should be inspected during an operational

readiness review, if such a review will be ormed. These items could include confirming that
the engineered controls are implementgé’through procedures and operator training.

If, during the review, the primary ewer determines a need for additional information, the
primary reviewer coordinates a{&quest for additional information with the licensing project
manager. The reviewer sh ascertain that the management measures approach is
consistent throughout the@%pllcatlon

For an existing facu@rt,((ze reviewer may consult NRC inspectors to identify and resolve any
issues related to %e icensing review. For a planned facility, the reviewer may wish to consult
with the facili ign team to gain a better understanding of the process, its potential hazards,
and safety apgoaches The reviewer should coordinate these interactions through the licensing

project r@ager

Th)g Bﬁ‘nary reviewer will prepare safety evaluation report (SER) input for the licensing project
panager in support of the licensing action.

11.5.21 €M
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termlnology, and equment scope.

(2) The reviewer should determine whether the applicant’s descriptléé overall CM
functions covers the following topics: (a) the scope of the IRO nd management
measures to be included (coordinate with the reviewer of Chaptér 3 of this SRP), (b) the
description and objectives of each CM activity, and ( thg\&ganlzatlonal structure and
staffing interfaces. <

(3) The reviewer should determine that IROFS identifj \Iﬁ the ISA summary are subject to
the CM function. C)\{\

(4) The reviewer should check for appropriateifterfaces both within the CM function and
with external organizations and functioné»’ea&d—b&exam&ﬂed. In particular, the review
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basis is a.set of facts about the systems covered by CM that has been reviewed and W {Formaued Font: Ttalic

appro(& by appropriate authority within the organization.

{Formatted Font: Italic, No underline

{ Formatted: Font: Italic

(3) reviewers should verify that specific personnel are assigned the responsibility for
aintaining the design bases and requirements.

*
(ftﬁ The reviewers should verify that the-IROFS to be listed under CM will be clearly defined
in the requirements documents, along with the assignment of any grades or quality
levels. FhisThe reviewer should coordinate this part of the review should-be-coordinated

with the ISA prlmary reV|ewer Ihe48A—Summa+=y—shebﬂd—spee®—aH4RQFS—and—the
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Note: The reviewer, in conjunction with the appropriate technical reviewers, is responsible for <«- - - -| Formatted: Indent: Left: 0", Hanging: 0.5",

determining if the reduced levels the applicant would apply to IROFS for accident Toag;,tflpsa'\;‘;ﬁéf 10-1 ! 205"": 01255: 10-755"“+
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controlled document database is-used to contr cuments and track document change
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(3) Rules of storage for originals or master %ples of documents within the scope of the CM <~ - - - Formatted: Indent: Left: 0", Hanging: 0.5",
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The primary-reviewer examinesshould examine the applieant's-applicant’s description of
work to establish, organize, and document design requirements and design bases for
items for which design information was not available before the application was
submitted. Of particular-impertance-are-This includes the methods used to evaluate,
venfy, and valldate reconstltuted deS|gn data for IROFS Fepexrsung—faemﬁes—the

11.5.2.2 Maintenance
The reviewer will evaluate the applicant’s de@?tlon of how the maintenance function will
coordinate with and use the other manag nt measures listed in this chapter. The primary
reviewer should consult with th&suppo@ reviewers to identify any-common weaknesses in
the applicant’s approach and conS|d8 ese duringin the review.

ﬁersonnel quallflcatlon may be graded to correspond to the hazard potential of the facility, and

the-lIROFS-and-to-the-complexity-of the-needed-training—the reviewer performs a safety

evaluation against the acceptance criteria described in Section 11.4.
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The review should evaluate the adequacy of training and qualification on the basis of
how well it fulfills the applicant’s training objectives, especially when human factors are
relied on for safety.

The review should determine whether the applicant has adequately planned for the
training and personnel qualification to be accomplished and whether necessary policies,
procedures, and instructions will be in place and appropriate training and qualificat;gﬂ
will be accomplished before personnel begin activities relied on for safety. Q

The reviewers should focus on the training and gqualificationqualifications of,éég{)nnel -
who will perform activities relied on for safety.

The supporting reviewer-reviewers should become famili riinith the applicant’s personnel+- - - 5
training and qualification commitments and determine whether ongoing activities are-in

agreement-with-correspond to them. \Q)

Q

The review should result in a determination th tq\ re is reasonable assurance that the
applicant'sapplicant’s personnel training and &Jﬁ ification will result in only properly
trained and qualified personnel performing@btivities relied on for safety.—

applicant has adequateipedressed the acceptance criteria listed in Seetion-Section 11.4.

The seeendapy—revieweéﬁl document in an SER that the applicant has committed to the

following:

The applicant includes a statement to follow approved procedures while
processing licensed SNM.

Procedures important to safety are independently verified and validated before use, and
this is documented in a pelieyprogram on procedures.
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licensed-SNM:

6-(7) Procedures exist for the notification of operations personnel befol Qﬁd after <=~ ~ 1 Formatted: Indent: Left: 0", Hanging: 0.5",
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operating, management measure, or mainten rocedures controlled by the CM

independent, multidisciplinary safety review t%(nﬁews and approves changes to
function.

xO

11.5:2.5 Audits and Assessments, o - {Formatted: Font: Bold

A determine whether the applicant has
adequately planned for audits and essments to be accomplished and whether necessary
policiesprograms, personnel, a rocedures—and-instructions will be in-place-to-begin-audits

above, the secondary The

: —established.
KO
If the applicant Fe#ereneeQefers to other sections of the application when describing its audits
and assessments, th reviewer should reviewexamine these other sections of the

application to deterniifie the applicant's-applicant’s overall commitment to audits and

assessments agcﬁhe proposed method for implementation. The reviewers-should-focus-on
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44.5.2.6 Incident Investigations
The primary-reviewer will verify that the applicant has described a comprehe |nC|dent
investigation function based on the areas of review in Sestion-Section 11 @ e acceptance
criteria presented-in Section-Section 11.4 of this SRP.

For existing facilities, the primary-reviewer will-should consult with th&RC inspection staff and «- - -
review any historical |nformat|on regardlng the adequacy of the cant s |nC|dent |nvest|gat|on

The review should determine fiether the applicant has adequately implemented a records
management system. For(@l cycle facilities that are parts of larger organizations, certain
documents may be retslaé"ﬁQj or stored at a site other than the facility site. For example, master
drawings for structu ight be kept in the engineering department of the headquarters of the
parent company. Ti{e@ reviewer may choose to review the physical characteristics of these
offsite record
IROFS for h

stK%éZ;e areas-as-well, particularly the storage areas for records ferrelated to
onsequence aceident-accident sequences.

-
-

11.5.2.8 Other QAQuality Assurance Elements

45 ; The reviewer should eenmm—thatevaluate
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the applicant’s {a
eensm%mm%epseehwmeﬁm&submlttal%&s%endaw—mwewepskmumeﬁm with
regard to QA elements m#ermahea—m%h—respeet—te»agalnst the acceptance crlterla in Seeﬂeﬂ
Section 11 4

Mmm%mwmdetermme whether IROFS within their
areas of review are specified to be within the.@ppropriate QA elements and level. The reviewer

should measure the effectiveness of the @ements design, rather than just verifying the
existence of appropriate QA elements.&@

WU) The reviewer should
detelif(kl whether there is reasonable assurance that the applicant’'s QA elements,
majntenance, and CM are coordinated and that the QA elements are an integral part of
8%@ work activities. ,

(2)The reviewer should determine whether there is
* reasonable assurance that the applicant will be able to monitor the effectiveness of the
implementation of QA elements and will make needed adjustments promptly.

(3) The reviewer should determine that the applicant has specified the QA elements criteria,

the basis for choosing the criteria, and the proposed method for implementation.

« — —
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(4) If the applicant refers to other sections of the application when describing its QA
elements, the reviewer should examine these other sections of the application to
determine the applicant’s commitment to the QA elements and the proposed method for
implementation.

11.6 Evaluation Findings 7

The staffsstaff’s evaluation should verify that the license application provides sufficient Q
information to satisfy the regulatory requirements of Seetion-Section 11.4.1 and that
regulatory-acceptance-eriteria-in-Section11-4-3-have-been-applicant has appropria %—2‘5/
considered the regulatory acceptance criteria in Section 11.4.3 in satisfying the r@urements.
On the basis of this information, the staff should conclude that this evaluation.
reviewers should write material suitable for inclusion in the SER prepared f
application. The SER should include a summary statement of what wa
basis for the reviewers'reviewers’ conclusions. Cs)\

In cases where the SER is drafted in advance of resolving all op n’\ssues, the reviewer should
document the review as described below and include a list of apen issues that require resolution

before the staff can reach a édniclusion about reasonable
assurance of safety. For partial reviews, license revision d process changes, the reviewer
should use applicable sections of the acceptance critgiﬁe%d write the SER-should-be-witten to
reflect what-only the portions of the submittal that we reviewed ignifi ;

:The following sections present examples of

staff documentation for the SER. \&\

&
11.6.1 — CMConfiguration Mgégement

The staff has reviewed the CM Qt’ion for {{[name of facility}] according to Sectien
Chapter 11 of the SRP (NU =1520). [Insert a summary statement of what was
evaluated and why the reyiewer finds the submittal acceptable.]

The applicant has s 'ta@[y and acceptably described its commitment to a proposed CM
system, including th ethod for managing changes in procedures, facilities, activities,
and equipment ROFS. Management-level policies and procedures, including an
analysis and’fq pendent safety review of any proposed activity involving IROFS, are
described and will provide reasonable assurance that consistency among design
require%&ﬁ:fphysical configuration, and facility documentation is maintained as part of
ane ivity or change in an existing activity involving licensed material. The

g}@a ement measures will include (or do include) the following elements of CM:

1. CM Management

The organizational structure, procedures, and responsibilities necessary to
implement CM are in place or committed to.
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2. Design Requirements

The design requirements and bases are documented and supported by analyses,
and the documentation is maintained current.

3. Document Control
R =
Documents, including drawings, are appropriately stored and accessible.

¥
Drawings and related documents captured by the system are those necessarz)(‘l,Q

and sufficient to adequately describe IROFS. N
4, Change Control Q/C?

Responsibilities and procedures adequately describe how the apﬁ)nt will
achieve and maintain strict consistency among the design reqq{r ents, the
physical configuration, and the facility documentation. Methods ‘are in place for
suitable analysis, review, approval, and implementation {#entified changes to
IROFS. This includes appropriate CM controls to assu«ﬁe sure configuration
verification, functional tests, and accurate document@ for equipment or

procedures that have been modified. "&Q
5. Assessments C)\Q

O
The applicant has committed to an ade s}é function that includes both initial
and periodic assessments as describ@ln the acceptance criteria in this
SRP-NUREG-1520. The assess are expected to verify and assureensure
the adequacy of the CM functiO{@

6. Design ReconstitutiorgExistinq Facilities Only)

tely described that-the design reconstitution,—if
; - performed. Current design bases are available and
verified for all | , such that the configuration is consistent with the as-built

facility docu tion.
5

The applicant has ad

11.6.2 tenance

1t has committed to maintenance of IROFS. The applicant’s maintenance

commit s contain the basic elements to maintain availability and reliability:
corr maintenance, preventive-maintenancePM, functional testing, equipment
cafibration, and work control for maintenance of IROFS. The applicant's maintenance

function is proactive, using maintenance records, PM records, and surveillance tests to
analyze equipment performance and to seek the root causes of repetitive failures.

The surveillance/ and monitoring, PM, and functional testing activities described in the
license application provide reasonable assurance that the IROFS identified in the ISA

<+ .
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Summary-summary will be available and reliable to prevent or mitigate accident
consequences.

The maintenance function (1) is based on approved procedures, (2)-) employs work
control methods that properly consider personnel safety, awareness of facility operating
groups, QA, and the rules of CM, (3}-) uses the ISA Summary-summary to identify
IROFS that require maintenance and atwhat-determine the level of maintenance

needed, (4)) justifies the PM intervals in the-terms of the equipment reliability goals, (5)0*

) provides for training that emphasizes the importance of IROFS identified in the ISA

j ifi summary, regulations, codes, and persenal-personnel s ,
and (6) creates documentation that includes records of all surveillance, inspectio@
equipment failures, repairs, and replacements of IROFS.

The staff concludes that the applicant’s maintenance functions meet the
10-CER-Part-10 CFR Part 70; and provide reasonable assurance
health and safety ef the-werker-and the public-are-provided-forprotection of the
environment. ,\’\

11.6.3 Training and Qualification \é

Based on its review of the license application [Lnsertig;q@ summary statement of what
was evaluated and why the reviewer finds the submittal acceptable], the NRC staff has
concluded that the applicant has adequately described and assessed its personnel
training and qualification in a manner that (4—}5@5 ies the regulatory requirements;{2)
and is consistent with the guidance in this SF{ j .

There is reasonable assurance that img@%ntation of the described training and
qualification will result in personnel are qualified and competent to design,
construct, startstart up, operate, m@xﬁain, modify, and decommission the facility safely.
The staff concludes that the 'sapplicant’s plan for personnel training and
qualification meets the requi(r) nts of 40-CER-Part-10 CFR Part 70.

11.6.4

Proceduré@
>

The application haé\&scribed a suitably detailed process for the development, approval, and
implementation offprocedures. IROFS have been addressed, as well as items important to the
health of faci orkers and the public and to the protection of the-the environment. The staff

concludes that the applicant’s plan for procedures meets the requirements of
10 CFR Part 70.

1 136 Audits and Assessments
*

Based on its review of the license application [iasertinsert a summary statement of what
was evaluated and why the reviewer finds the submittal acceptable], the NRC staff has
concluded that the applicant has adequately described its audits and assessments. The
staff has reviewed the applicant'sapplicant’s plan for audits and assessments and finds it
acceptable.
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The staff concludes that the applicant'sapplicant’s plan for audits and assessments

meets the requirements of 40-CFR-Part-10 CFR Part 70 and provides reasonable

assurance of protection of the health and safety of the public-ard, workers, and the
environment.

*

Incident Investigations *

11.6.6 ¥

The applicant has committed to and established an organization responsible for (19
(1) performing incident investigations of abnormal events that may occur during o é’fb ion of
the facility, (2)-) determining the root cause(s) and generic implications of the ev@ nd

(3)) recommending corrective actions for ensuring a safe facility and safe fac'@

operations, in accordance with the acceptance criteria of Subseetie&Sect@'ﬂA of the

SRP. %

The applicant has committed to monitoring and documenting correcti¢e ‘actions through
to completion. N

The applicant has committed to the maintenance of docume@lon so that ““lessons

learned”” may be applied to future operations of the facili%

Accordingly, the staff concludes that the appﬁeantl&aﬁ:iﬁzant’s description of the incident
investigation process complies with applicable NR\'@egulations and is adequate.

11.6.7

Records Management \00
w9

The staff has reviewed the applicant’s r “é?ds management system against the SRP’s
acceptance criteria and concluded { &?e system (1)) will be effective in collecting,
verifying, protecting, and storing i ation about the facility and its design, operations,
and maintenance and will be a o retrieve the information in readable form for the
designated lifetimes of the re s, (2)) will provide a records storage area(s) with the
capability to protect and pr{@ e health and safety records that are stored there during
the mandated periods, in@lding protection of the stored records against loss, theft,
tampering, or dama @ring and after emergencies, and (3)-) will provide reasonable
assurance that an ’%ﬁciencies in the records management system or its
implementation‘(\' be detected and corrected in-a-timely-mannerpromptly.
11.6.8 —'éOther QAQuality Assurance Elements

&
Bas%& its review of the license application [lasertinsert a summary statement of what
was evaluated and why the reviewer finds the submittal acceptable]. [The review recerd
should demonstrate the adequacy of the applicant's-applicationapplicant’s use of other
QA elements, as applied to IROFS, for design, construction, and operations}-the-]. The
NRC staff has concluded that the applicant has adequately described the application of
other QA elements (and the applicable QA elements of its principal contractors). The
staff also concludes further-thatthe following:
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The applicant has established and documented a commitment to an organization
responsible for developing, implementing, and assessing the management
measures for providing reasonable assurance of safe facility operations in
accordance with the criteria in Section 11.4 of -this SRPNUREG-1520.

The applicant has established and documented a commitment to QA elements,

and the administrative measures for staffing, performance, assessing findings, =
and implementing corrective action are in place. Q
The applicant has developed a process for preparation and control of writte;\ch/
administrative plant procedures, including procedures for evaluating char@s to
procedures, IROFS, and tests. A process for review, approval, and
documentation of procedures will be implemented and maintainedo

The applicant has established and documented surveillances, % and

inspections to provide reasonable assurance of satisfactory i rvice
performance of IROFS. wmmemw

been-proviced: <

Periodic independent audits are conducted to det: \r'me the effectiveness of the
management measures. Management measu €S\ ill provide for documentation
of audit findings and implementation of corre&j[ye actions.

O
Training requirements have been establi \é’d and documented to provide
employees with the skills to perform their jobs safely. Management measures
have been provided for the evalua\%réﬁ of the effectiveness of training against
predetermined objectives and ({@ a.

The organizations and per performing QA element functions have the
required independence authority to effectively carry out their QA element
functions without und fluence from those directly responsible for process
operations. QO

QA elements c&er the IROFS, as identified in the ISA Summarysummary, and

measures are-established to prevent hazards from becoming pathways to higher
risks an cidents.

Accordingly, the staff concludes that the applicant's-applicationapplicant’s use of other QA

meets the requirements

10 CFR Part 70 and provides reasonable assurance of protection of public -

health and safety and of the environment.
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American National Standards Institute/American Society of Mechanical Engineers Standard, .
“Quality Assurance Requirements for Nuclear Facility Applications,” ANSI/ASME NQA-1-1994. N

U.S. Code of Federal Regulations, Title 10, Part 50, “Domestic Licensing of Productio ﬁbd
Utilization Facilities.” ﬁ/

U.S. Code of Federal Regulations, Title 10, Part 70, “Domestic Licensing of S%@ Nuclear -
Material,>J-S—Government-Printing-Office \Washington,-DC.."

U.S. Code of Federal Regulations, Title 10, Part 21, “Reporting of Defe@@and Noncompliance,”
L CevemmmonZentine-Difec 0 oo hinzsie s DO 35 revised. O

U.S. Nuclear Regulato &mmlssmn “Guidance on Management Controls/Quality Assurance,
Requirements for Operation, Chemical Safety, and Fire Protection for Fuel Cycle Facilities,”
Federal Registef\gﬁ No. 53), 11590-11598, March 21, 1989.
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