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ORGANIZATION .

A; .Requirement ' .
"The arplicant shall be responsible for the establishment and
execution of the quality assurance program..."
Comment.

B.

Our pceition is that the applicant has an obligation to assure
that a QA program is instituted (Set-up), and to assure that the
quality assurance program is implemented.

Require¢ment

Comment

... The applicant may delegate to cther organizations the work of
establishing and executing the quality assurance program, oOr. any
part tlereof, but shall retain responsibility therefor..."

Our position is that the appilicant may assign the otligatson for
instituting or setting up the QA arogram or any part thereof,

but this assignation does not relieve the licensee from being
accountable or answerable for the A program content or implemen-
tation.

) g, .
"‘.ﬁ o’ c. (_Requirement

W

tl

"... The authority and duties of persons and organizations perform-
. ing quality assurance functions shall be clearly established aad
delineated in writing..."

Comment

Our position is that persons and/or the body of persons assigred to
perform quality assurance functions shall have the power or right to
give comnands, enforce obedience and perform any actions necessary
to the accomplishment of their mandate. These authorities and
duties shall be clearly established and delineated in writing.
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D.

Requirement

Reanirement

"eee Such persons and organizations shall have sufficient authority
and organizational freedom to identify quality problems; to initiate,
recomnend, or provide solutiomns; and tn verify implementation ¢f
soluticns...“

Comment

Our position is that persons and bodies of persons performing

qualicty assurance functions shall nive the power or right to

give: cormmmands, and enforce obedienc:. These persons performing
quality assurance functions shall ba liberated from the authority/
contrcl of the persons or organizarion where this person or organ-
izaticn is assigned to perform sucih quality functions.  These quality
functions include identification of quality problems, to advise or
counscl, or to furnish clarificatioa or answers and to confirum or
substentiate the placing in effect »f the advice or counsel.

This appears to apply the managemer': aspects as compared to the
next paragraph which addresses '"Manigement Measures.'

"..: In general, assurance of quality requires management measurss whict

provide that the individual or grour assigned the responsibility
for checking, auditing, inspecting, or otherwise verifying that.
an activity has been correctly performed is independent of the in-

dividual or group directly respon51ble for per:orming the specific

activity.'

Commernt -;

This appears to be self explanatory in that the persomns con-~
trolling or directing must take action to assure that the indiv-
idual or group obligated to check, audit, inspect or otherwise
verifyr that an activity has been correctly performed, is free
from the influence or control of the individual or group directly
responsible for performing the specific activity.
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II. QUALITY ASSURANCE PROGRAM

A. Requirement N

“The applicant shall establish at the earliest practicable time,
consistent with the schedule for acromplishing the activitie:,

a quality assurance program which complies with the requirements
of thic appendix. '

.Eomment

Our pos..tion is that portions of the QA program should precede

- the prejaration of the PSAR in ord:r to assure inclusion in tle
PSAR of regulatory requirements and organizational structures csn-
sistent with these requirements.

B. Requirezent

®. .. This program shall be documented by written policies, procedures,
or i--tructions and s=z=:i Lo carried cut throuzhicul glaat life in
acccrzance with thosc poiicies, procedures, or instructions...'

Comment
This is an instance of conflict with ANSI N 45.2 which omits
policies. Our position is that thz program shall be documenced,
“in writing, by governing principle:, plans, or courses of action
(policies); a particular course of action or way of doing a partic-
ular task (procedures); or directicnm or orders (instructions), and
shall be carried out throughout plant life in accordance with these
policies, procedures or instructions.

C. Requirement

"... The applicant shall identify the structures, systems, and components
to be covered by the quality assurance program and the major orzan-
izations participating in the program, together with the designated
functions of these organizations..."

.

- Comment
Our position is that all equipment, within the primary pressure boun-
dary or the accideut mitigating or preventing systems, are thosec struc-
tures, systems, and components which must be identified and covered by
the QA program. The term, "designated functions" can also be defined,

[1] L . 3 [ ]
as "scpecificd required setivitias,'

.
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F.

Requirement .

"... "he quality assurance program shall provide control over activ- .
ities affecting the quality of the identified structures, systens,
and components, to an extent consjistent with their impOtCance to

safety..."

Cormment

This frequently is construed to mean that Appendix B, in its
entircty, does not apply to those equipments which require little
control under the code. Our position is that all of Appendix P

is applicable, to assure that all controls required by the applicable
cades, regardless of the extent or severity, have been rigorously
applied.

Requirement

Comment

".eo. Activities affecting quality shall be accomplished under siitably
controlled conditions..."

womntent

This can exist as a policy statement.

Requirement

"... Controlled conditions include the use of appropriate equipment;
spitable environmental condition: for accomplishing the activity,
such as adequat= cleanliness; anu assurance that all prerequisites
for the given activity have been aatisfied...

This has gencric application which may be covered by a policy
statement; however, our positlon is that each "Implementing/
operating/maintenance procedure" must reflect the conditions
stated above in specific terms, fcr cxample; Concrete work re-

- quires forms to be tight, clean, and within specified temperature

limits, prior to placing the coucrets; Pipe Welding, requires pro-
ceduras and personnel to be qualified, and process parameters con-
trolled; and Operations such as nrcre physics testing, or maintenance
activities in an operating facility requires calibrated instrumentaclor
of qualificd personnel.
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I.

Requirement

“... The program shall take into account the need for special coatrols,
processas, test equipment, tools, and skills to attain the required
quality, and the need for verification of quality by inspections and
test..."

Comment

This -arc:a has generic application which may be covered by a

policy statement; however, this item is in the same categéry as

in II * above. Our position is that each implementing/operating/
maintenance procedure must reflect the need for special controls,
process:s, test equipment and skills as applicable to the par‘icular
quality task to be performed.

Requirenent

", .. Th: program shall provide for indoctrination and traininsg of
perscunel performing artivities afiezting quality as necessary
tc zccire that suitanaa arcriciency is avhtqveJAand.::znsained..."

Comment ‘ .

Our position is that, throughout all phases of construction and
operations, the program must furnish the means of supporting
instruction’ in the quality principles/doctrirnes for parsonnel
performing activities affecting quality as necessary to assure
that appropriate competency and £kill is achieved and maintaiied.
The program must address and reference the indoctrination and
training of experienced employees in order to that proficiency
is maintained. The frequenéy of indoctrination/training must
also be stated.

Rgguiremént

«++ The applicant shall regularly review the status and adequacy
of the quality assurance program..."

Comment

Regularly as used here is interpreted to mean "at established
intervals” or-at a stated frequency. Our position is that the
applicant shall, at a stated frequency, perform a re-examination
of the state or condition and sufficicncy of the quality assurance
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program in accordance with proceduces and/or checklists. In
addition, the schedule of performance and the general consti-
tuency of the group performing the review must be included, ap-
plying the rule that these persons cannot inspect in the area
where they are responsible for performing the activity being
inspected, or under supervision of the person responsible for
the activity being inspected.

Requiremenc

"... Managenent of other organizations participating in the quality
assurance prograo shall regularly review the status and ade~

quacy of that part of the quality assurance program which they

are executing."

Corment

The comments pertaining to the applicants review are applicable

here. As 2 minimum the licensee': program should include a poliry

statement and reference to the participating organizations proeranm,
wnich must =z2: zh2 coze resuircments stated for the licensca.
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III. DESIGH COK.RCL . .

%

A. Reqnirément

“Measuras shall be established to assure that applicable regula-
: tory raquirements and the design basis, as defined in 50.2 and
as specified in the license appliczt..on, for those structures,
systecs, and cczponeats to which this appendix applies are
correctly translated into specifica%ions, drawings, procedures,
and instructions...” ‘

Conment
Our position is that a course of action shall be set-up to
assure that applicable regulatory rejuirements, including .
- those portions of 10 CFR 50, 20, 115, 70 etc., and the design
basis, as defined in 10 CFR 50.2 and as specified in the 1li-
cense application, for those structures, systems, and components
within the primary coolant pressure soundary or accident mitigating
(l * ' and preventing systems, are correctly. translated in%c cpo~ifi-
cacrors, drawings, procedures o..e  lastructions. Lo nadicie-, al’
structures, systens, and components subject to this appendix must

be suh;ected to all parts of thlS Appendit and not selec:eu p‘rts.
w‘r‘

B. - Requiiement

"... lhese measvres shall include provisions to assure that a2 propriate
quality standards are specified and included in design documenis
and that deviations from such standards are controlled..."

Comment .

Our position is that a.course of action rust be established which
will assure that the proper quality standards are specified and
included in design documants and that deviations are controlled.
Implementing procedures must describe the mechanisa for following
" this course of action, a means of verifying and documenting ac—
complishuent, and a listing of quality standards to be applied to
each ntructure, system, and component in the primary coolant pLessure
‘boundary and accident mitizating and preventing systems. Qualit
i standards as used here m2ans the principle characteristic elcmcnts
(. . of a particular structure, system, or component which will, if
v/ applied, produce a product that is consistent with the design
objective.
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D.

Requiraement

" .. Mecasures shall also be ‘establirhed for the selection and review
for suitability of application of materials, parts, equipment, and
processes that are essential to the safety-related functlons of

the ctructures, systems and componer.ts.

Comment

Our position’ is that a course of ac:ion nust be established which
will assure that each material, partt, equipment, and process
which is chosen is appropriate for -he application. An inde-
pendeat re-exaanination of the chosen material, part, equipnent,
and process shall be performed to s'ibstantiate the appropriateness
of the selection. The implementing procedure shall prescribe tha
mechanism for following this course of action, a means of veri-
fying and documenting accomplishmen:: for each structure, system,
and component in the primary coolart pressure boundary and accident
mitisating and preventing system, and assignment of recpancibiliry
v +his function.

Requivement

" .. Measures shall be established for the identification and rontrol
of decign interfaces aﬂd for coordiration among part1c1pat1ng
design organizations..."

Comme 1t

Our pousition is that a course of action shall be established

~which will cause the identification of and the exercise of au-

thority over the common design boundaries or areas of nmutual
respousibilities and to bring into proper order or relationship

those designs produced by the several organizations participating

in design activitics. The implementing procedures must prescribe
the division of authority between participating design organizatioms,
where the final approval authority is vested, the nmechanism for
assuriug that the course of action has been irplemented, and the
means of verifying and docunenting its implementation for eich
structure, system, and component, in the nrimary coolant pressure
boundary and the accident mitigating or preventing systemns.

Requirement .o

"... These measures shall include the establishment of procedurcs

amony participacing design organizations for the review,
approval, release, disecribution, and revision of documents .
involving design interfaces..."
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Comment. .

Our pouition is that a course of action which requires' that
implementing procedurcs prescribing the authorities of the
several design organizations be estrablished to assure that

each design organization is aware of the extent of participation
of the other design organizatisn and beyond which point one
organization cannot proceed prior to action by interfacing

-design organizations. Implementiri procedures must provide a

means of verifying and documenting participation of the several
design organizatioas. Procedures wust be correlated to assure a
nutual understanding. .

Requi:rement

Comment

¥... The design control measures shall provide for verifying or
checking the adequacy of design, such as by the periormance

of dosign reviews, by the use of alternate or simplified
calculational methods, or by the perhormance of a suitable
testing program..."

.

Our.pusition is that a course of action shall be established,

in those organizations delegated design responsibility, to

assure that the design has been confirmed or tested for ac-

curacy and confiormance to the chavacteristic rcquirenents of the
syste.a in which it is to be used and the applicable.codes and
standards. This shall be accomplished by a substitute or less com-
plex calculational methods or by the performance of a suitable
testing program.. The implementing procedures shall prescribe

the mechanism for following this course of action including the

- assumptions used in the design confirmation, the person or persons

performing the verification of chrcking, and the means of veri-

" fying and .documenting accomplishmznt for each structure, system,

and component in the primary pressure boundary and accident pre-
venting or mitigating systen.

‘Requircment

Y... Tie verifying or checking process shall be performed by individ-

vals or groups other than those who performed the original design,
but who may be from the same orban-zacion...'

Comment
Our position is that a persen within the same organization, with

demonstrated qualifications in the particular disciplinz and area
of concern within this discipline, must be on an organizational
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level equal to or higher than the person who performed the initial

design in order to perform the substitute or less complex calctlations.

Requirement

... Where a test program is used tc verify the adequacy of 2
specific design feature in lieu of other verifying or checking
processss, it shall include suitable qualification testing or
a protofype unit under the most adverse design conditions..."

- Comment

I.

Our po~ition is that the test progran to substantiate a spe~

. cific drsign feature must be accomplished in accordance with A de-

tailed rocedure which contains, but is not limited to; paramelers
to be, verified; identification of data to be recorded; approval,
prior tn commencement, of the test procedure; and approval of the
results by appropriate and pre-d:termined design personnel.

Requireuent -

"... wesign control wresuizs «=ll be . 110 2 Zfzzz zuzn 2o the

following: reactor physics, stress, thermal, hydraulic, and
accident analyses; compatibility cf materials; and accessibili<y
for in-service inspection, maintencnce, and repair and delin-

.eation of acceptance criteria for Znspections and tests..."

Comment

Our position is that the exercise of authority of those courses of
action pertaining to design are not limited, but must include all
of those characteristics of the particular design peculiar to &
facility which must be considered c¢ver the entire design lif=time.
The procedures must include qualitative and quantitative limicts
for those areas where-empirical evaluation is required.

Requirement

"... Design changes, including ficld changes, shall be subject to

design control measurces commensurate with those applied to the
original design and to be approved by the organization that
performed the original design unless the appllcant designates
another responsible organization."
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_ Comment

Our position is that any and all changes to the design shall
undergo the same rigorous examination which is described for

the original design, recognizing that the applicant may delegate
his authority in this area. The implementing procedures shall es-
tablish those actions which must be taken, such as review anz/or
approval and those organizations delegated this authority, action
requirec before work may proceed, “he mechanism for accomplishing
these acntions and documentation verifying that the procedural
requirenents have been followed. )
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IV. PROCUREMENT DOCUMENT CONTROL .

A.

Comment .

-

Requi:-ement

“"Measures shall be established to assure that applicable reg-
ulatozy requirements, design bases, and other requirements

- which are necessary to assure adequate quality are suitably.

incluaded or referenced in the documants for procurement of
matezial, equipment, and services, w~hether purchased by the
applicant or by its contractors or subcontractors...”

Our position is that a course of action shall be established,

by the applicant, or by his contractors or subcontractors, to
guaraitee or assure that relevant zegulatory requirements,

which includes all of 10 CFR 50, design bases, and other re-
quirements such as PSAR/FSAR commitments, are included or

referenced in procurement documents of material, equipment, aad
services to assure that the materizl, equipment, and services will
meet the requirements of these ~~mmitments. w~emamzins procedurzs
suuarl provide information conczrning each struczure, system, and com~
poneats in the primary pressure boundary and the accident praventing
and witigating systems. The procedures must also provide a2 mochanism-
for verifying and documenting that the prescribed course of ac:ion
has been accomplished.

Requirement’ : .

".es. To the extent necessary, procurement documents shall require
contractors or. subcontractors to provide a quality assurance pro-
gram consistent with the pertinent provisions of this appendix.”

Commant _
Our position is that all producers of structures, systems, and
compenents in the primary pressure boundary and accident pre-
ventirg and nitigating systems are subject to the provisions

of Aopendix B, 10 CFR 50. The program is applicable in its entirety
wher: the provisions are pertinent regardless of the degree or

" extent of restrictions invoked by the codes or standards. Thosa

criterion which do not have an immediate or direct bearing on the
product being produced may be excluded, such as Criterion III, with
the exception of design changes, where the contractor is producing

& structure, system or component to a design provided by the procurer.
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V. INSTRUCTIONS, PROCEDURES AND DRAWINGS

-13 -

A.

B.

Requirement

“Activities affecting quality shall be prescribed by documented
instructions, procedures, or drawings, of a type appropriate to
the cirrumstances and shall be accozplished in accordance wath
these fistructions, procedures, or drawings..."

Comment. .

Our position is that those specific actions which influence

the quality of any structure, system, or component within the

primary pressure boundary and accideat preventing or mitigating
systems, shall be defined and delineatea in writing by iunstructions,
procedures, or drawings. This includes each aspect of engineering,
construztion, operation, pre-operstional test, startup, maintenance,
procurenent, and repair, for those structures, systems, and com=ponents.

Resiivement

o

«e. Instructions, procedures, or drawings shall include apprcpriate
quantitative or qualitative acceptance criteria for determining

. that important activities have beca satisfactorily accomplished.”

Comnent

Our position is that the instructions, procedures and draw-

Ings applicable to those structures, systems and components
within the primary pressure boundary and accident preventing aad
nitigating systems shall include q.alitative or quantitative
standards or limits, where applicable, in order that the adequacy
of cach aspect of engineering, construction, operation, preopes-
ational test, startup, maintenance, procurement, and repair ot
these structures, systems, and components may be determined.
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DOCUMENT CONTROL .

A. Regquirement

B.

"Measures shall be established to control the issuance of documents,
such as instructions, procedures, and drawing, including changes
thereto, which prescribe all activities affecting quality..."

Comment

Our position is that a course of action shall be set~up to
assure that documents, such as instructions, procedures, and
drawings which apply to those structures, systems, and com-
ponents within the primary pressure boundary and accident pre-
venting and mitigating systems arc current at all levels of
those srganizations responsible for engineering, constructionm,
operations, pre-operaticual test, startup, maintenance, procure-
ment and repair of these structures, systems and components.
Implenenting procedures shall describe the method of accomplish-
ment, assignment of responsibility, and a means of verifying
accomplishment,

Requic2ment

".s. These measures shall assure that documents, including changes,
are reviewed for adaquacy and approved for release by author-
ized pcrsonnel and are distributed to and used at the location

_wherc the prescribed activity is performed..."

Commernt

The couvrse of action for control of documents and changes to
these documents shall include procrdures for review of instruc-
tions, procedures, and drawings for engineering, construction,
operations, pre-operational test, atartup, maintenance, procure-
ment and repair, for adequacy of tre documents by a person pro-
cedurally authorized to sign and rzlease these documents. Imple-
menting procedures shall prescribe the method and assign respon-
sibility for distribution and confiimation that documents are
distributed to the location where the prescribed activity is
performed. '
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Requirement

Hees éhanges to documents shall be reviewed and approved by the same
organizations that performed the original review and approval
unless the applicant designates another responsible organization."”

Lomment

Our position is that changes to instructions, procedures, and
drawings, applicable to those struciures, and components in the
primary pressure boundary and accideat preventing and mitigating
systems, to include engineering, construction, operations, pre-
operatiunal test, startup, maintenance, procurement and repair

of these structures, systems, and components, shall receive the
same review and approval as descrived for the original document.

1f resronsibility for review and approvel is assigred preccedurall;
by the originator of the design to another organization, procedurns
shall provide for the same review and approval as would be re-
quired if the change were performed by the originating organization.
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CONTROL OF PURCHASED MATERIAL, EQUIPHENT AND SERVICE Lo~

A. Requirement

"Measures shall be established to assure that purchased material
equipment, service, whether purchased directly or through con-
tractors and subcontractors, conform to the procurement documents..."

Comment

procuren*nt. Impleuentino procedur"s shall dictate the method cg
be used in tha determination of coniormamce to prcaurcanaat docu-
ments, assignment of respensibility, the requirement for pro-
curement document availability, tyce and content of certifying

document ition from the vendor which is acceptable and che means of
documonting and verifyirs 2onfarmaonce.

tasece - o * cnon o tmeneds

B, Requirement

"... These measures shall include provisions, as appropriaée, for

source evaluation and selection, objective evidence of quality
furnisherl by the contractor or subcontractor, inspection at the
-econtractor or subcontractor source, and examination of products
upon delivery..."

Comment

Our position is that severzl means cf verification may be used
to confirm that purchased material, equipment and service conforms
to procurenment documents.. These methods may be used separately or
in combination depending on the complexity of the material, equip-
ment or service to be procured. Implementing procedures shall be
explicit in the method or means to be used in scurce evaluation and
- selection, and shall include, as a minimum, assignment of respon~
sibility, a quantitative or qualitative list of issues to be evilu-
ated and a means of documenting and verifying conformance with the
-procedure. Inspection at the source by the licensce or-his designated
agent, shall be performed in accordance with procecdures and shall pro-
vide quantitative or qualitative acceptance criteria for the arc
‘under evaluation. Procedures for inspection upon delivery to the
licensee or his agent shall require that the documents be available;
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the quality data required for acceptance be avaiiable' responsihility
be assignred; and a2 means of documenting and verifying conformance with
these .procedures be provided.

Requiren2nt

",.. Documentary evidence that material and equiprent confor= to the
procurevent requirexments shall be available at the nuclear pewe
plant site prior to installation or use of such material and
equipmert..."

Comment .

Our position is that certifications supplied by the contractor

are acceptable when all code requiraments to which the material

and equipment have been subjected are identified and a verifi-
cation tas been made 2nd donuvmented by thke licensee representatave
that the data is true, correct, complete, and conforms to pro-
curement requirements. By this, definition, installation, may be
effected on receipt of certification and documentation, as described
abcr~ previded that per~c~-uz2z are preocarss wnich defins the re-
speneoiriiety for insrsstion, tue fnfermzcicn To b2 recersss, ond
documentation stating that all reg:.irements as prescribed by the

. procurem2nt specification and appliceble codes have been met. In-

stallation is defined as the "“Fixiny in position for use"

Requirement

Comment

"... This documentary evidence shall be retained at the nuclear power

plant site and shall be sufficient to identify the specific re-
quircments, such as codes, standards, or specifications, met

by the purchased material and equipment..."

Our position on this item is included in the preceding item

with the exception of record retention. Guidance is presently

being developed to reconcile this regquirement with the code re-
quirenents; however, in any evant there must be the minimum
documentation described above, that is, documentary evidence that
the specific requirerments of the codes, standards or specifications
have been met, in licu of the actual radiographs, hydrostatic test
records, etc. Tihe lack of documentution is considercd as a defi-
ciency equal in magnitude to a failure to conform with the procure-
ment specification or code,
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Requirenent

" .. The effectiveness of the control of quality by contractors
and subzontractors shall be assessea by the applicant or
designee at intervals consistent with the importance, com-
plexity, and quantity of the product or services."

Corment

Our positicn is that a periodic evaluation of the quality

prograr. of contractors and subcontractors providing material
equipr.nt and services for the primary coolant pressure boun-
dary aai the accident preventing and nitigating systems shall be
perfornred, the extent and frequency to be based on the importance,
complexity, and quantity of the prcduct or services. A course of
action shall be estahlished stating the frequency of inspections,
assigning responsibility, establishing check lists and procedures,
recordiig and evaluation of findings, and method of increasiag
frequen:y where deficiencies are found.
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VIII. IDENTIFICATION AND CONTRIL OF MATERIALS, PARTS, AND COMPONENTS

Requir- ment

"Measures shall ‘be esztablished for the identification and contrci of
materials, parts, ani components, including partially fabricated
assemblies. These c—zasures shal! assure that identification of the
item ic maintained 5r heat number, part number, serial number, oi

* other appropriate ms=zns, either on the item or on records tracealile

to the item, as required throughout fabrication, erection, insta..-
lation, and use of tiz2 item. These identification and control
measures shall be dezigned to prevent the use of incorrect or
defective material, zarts, and components." :

Comment

Our pcsitinn is that a cecourse of acrtion shsll be set up vwhich will
assuce that materials, parts, and components for the primary coolant
pressire boundary, azi accident preventingz and mitigating systems
whether supplied by =z contractor or subcontractor, shall be iden-
»icied and weuretzzog zuash taat the iten maintains its identi: . aither
un ohe dtzz vr fessrss craceavlis to the item throughout, ereciion,
instal’ation and use 2f the item. Implementing procedures shall de-
scribe the technique Ia each instauce, assign responsibility and pro-
vide a wmeans of verifring and documenting accomplishment throughout
the several stages, in order to preclude use of incorrect or defez-
tive parts, materials or components. .

SR U]
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IX. CONTROL OF SPECIAL PROCESSES -

A.

o - - &+

gt ne sume

Requirement .

"Measures shall be established to assure that special processes,
including welding, heat treating,. and nondestructive testing, are
controlled and accomplished by qualified personnel using quali-
fied procedures in accordance witih applicable codes, standards,

.specifications, criteria, and other special requirements."

~Comment

Our position is that a course of action shall be set up which iden-
tifies special processes including but not limited to welding, he:it

_treating, and nondestructive testing, which must be controlled anc
accomplished by qualified personnel using qualified procedures in

accordance with applicable codes, standards, specifications,
criteria and other special requirem=nts. This course of action
shall contain a requirement for prccedures for each special
process -d2fining the requirements 1or control, the parameters to
ha ronsidered . the arﬂnnf=%1° methods of documentation, and the
Andes  gtapd-..l eoeedTieatian o eviteria which governs the
qualification. :

i b egmde o 2
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- X. INSPECTION .

=3 A. Requirement g

|

.f? "A prograr. for inspection of activities affecting quality shall be
3 established and executed by or for the organization performing the
i; activity to verify conformance with the documented instructionms,
e procciusres, and drawings for accompliching the activity..."

e Comment

35 Our position is that a plan for inspection of activities affecting
"3 quality for those structures, systems and components in the primary

coolant pressure boundary and accidenc¢ preventing and mitigating sys-
tems shall be set-up and accomplished dy or for the organization per-

- forming the activity. This inspection plan shall include a requjirenment
for the developrent and use of proceaures or checklists based on the
document.ed instructions, procedures, 2nd drawings, as discussed in

‘% ' Criterien V used in the accomplishment of the activity and shall

® include a requirement for documentatica of the qualitative or quanti-
3 tative results of the specific parameters inspected.

11§(: B. Requirecment

“Such inspection shali be performed by individuals other than those
wvho performed the activity being inspected..."
Comment T : ' : o

Our positiod is that any qualified person may perform this inspz:tion
and may be from the same organization; however, the work may not be
inspected by the person who performed the activity being inspected.

e C. Requirenent

"...Examinations, measurements, or tests of material or products processed
: shall b~ performed for each work operation where necessary to assure
. quality. If inspection of processed material or products is impossible
' or disadvantageous, indirect control by monitoring processing methcds,
equipment, and personnel shall be provided. Both inspection and
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. process monitoring shall be provided when control is inadequate:

without both. If mandatory inspection hold points, which require
witnessing or inspecting by the applicant's designated represen-
tative 2nd deyond which work shall ast proceed without the consent
of its dasignated representative are required, the specific hold
points shkall be indicated in appropriate documents.'.

Comment

Our position is that the plan shall identify those structures, syc-
tems and components requiring such examinations and tests. Proceoures
shall b developed for each structure, system, and component describing
those woerk operations where examinations, measurements, or tests of
material or products is to be performed, identifying-the accepctabié
limits, assigning responsibility, and providing for documentatior

of the findings. Such procedures snall consider indirect monitoring
by itself or in conjunrction with examinations, measurements, or t:sts;
however, the procedural requirements, qualitative or quantitative re-
sults, documentation, and assigning responsibility shall be incl:ied.
Mandaiory hold points shall be specified in procedures and speciri-
cations. '
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TEST CONTROL o

A.

Requirement

u .. A test program shall be established to assure that all testing re-

quired to demonstrate that structures, systeams, and components wiil
perform satisfactorily in service is identified and performed in
accordance with written test procedures which incorporate the
requirem>nts and acceptance limits contained in applicable deeiyn

documents. The test program shall iaclude, as appropriate, proof tests
prior to imstallation, preoperational test, and operational test during
nuclear jower plant operation, of srructures, systems, and components.

Test procedures shall include provisions for assuring that all pre-
requisites for the given test have becen met, that adequate test in-
strumentition is available and used, and that the test is perforzed

. under su:.table environmental conditions..."

Comment

Our position is that a plan must va established, to include 2ll
structuris, systems and components in the primary pressure bourdary
and ‘accident preventing and mitigating systems, both individually
aand ... lectively, tc o-5.72 *that these cizustuerss, cystams and
compunents will perforu within cne limitc speacirieca i wne ueiign

*documents.. Several stages of testiag are indicated. For example,
prior to installation, all pre-requisite code requirements for
mechanical components must be verified, and instrumentation bonch
tested for accuracy and span; implementing procedures must speciry
each area where verification prior to installation is required, the
results of such tests, and specify the control to be used for each
structure, systei, and component sn calibrated and verified sub-
sequent to the installation of the structure, system or componaat.
Procedures must include tests of portions of the total system, such
as the engineered safeguards systems, and full operational tests of
the entire system subsequent to the proof testing of the separ:zte
and individual systems. The procedures shall include environmental
considerations, and define the teést instrumentation requirements.
The several procedures indicated above, must describe the test tech-
nique which is peculiar to each structure, system or component,
assign responsibility, establish acceptance limits and provide a
means of verifying and documenting results.
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Requirement . ”

% . Test results shall-be documented and evaluated to assure tha: test
requirements have been satisfied."

Conment

Our pasition is that the documented test results shall be evaluated
by the crganization originatirg the design objectives and/or es-
tablishing 'the limits, as applicable. Such evaluation must be dcc-
umented and shall establish the basis for acceptance, such.as sin-
plified calculational techniques where such techniques are acceptatle.
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- XII. CONTROL OF MFASURING AND TEST EQUIPMENT

" A. Requirement .

“Measures Shall be established to assure that tools, gages, instri-
: ments, ccher measuring and testing devices used in activities
’ affecting quality are properly controlled, calibrated, and adjusted
at ep=cified periods to maintain accuracy within necessary limits."

Comment

Our position is that a course of acticn shall be taken to assure
that tocls, gages, instruments, and ocher measuring and testing
devices, subject to maladjustment th-ough use, wear or deteriorationm,
which ere used in inspecting and evalnating structures, systems,
and components in the primary pressur: boundary and accident pre-
venting and wmitizating systems, are contrcllzd, calibratad and ad-
justed at a stated freguency in order to maintain accuracy within
specified limits. Implementing procedures shall assign respon--
sibility; designate a means of mainta:.ning an inventory; define the
frequency for calibrating or adjusting each tool, gage, instrument,
(: and device or generic grouping cof rnese devices; prescille thz metnsd
for identifying the latest inspeuisun date on the Juviol ST T2cord
traceable to the device, and define the system for assuring that each
device is calibrated and adjusted on or before the date requirec.,
based on the defined frequency. In tue area of operations, the pro-
cedure must consider those devices used by the facility to perform
calibrdtion of devices such as relays, nuclear and process instru-
mentation, as well as, those tools, gages, and instruments normally
available in a power plant. Other instruments, such as, but not
linmitea to, crane limit and movement devices, control and shim =od
drop time measuring devices, and other measuring and testing devices,
which are peculiar to, or have safety significance, in a nuclear
power plant.

e o L
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HANDLING, STOPAGE AND SHIPPING )

A.

.
-
.

Requirement

“"Measurzs shall be established to control the handling, storage,
shipping, cleaning and preservation of material and equipment in
accovdance with work and inspection instructions to prevent damag:
or deterioration. When necessary for particular products, special
protectiva2 environments, such as iner: gas atmosphere, specific
moisture content levels, and temperature levels, shall be specified

"and provided."

Comment

Our pos{tion is that a course of

b - -~ 2o} materlal and equipnent in .ccordance with the inan-.
ufacturer's instructions or recommenlations, design requirements,
and applicable codes and standards for equipment and material
designated for use in the primary prissure boundary and accxdeu

rreventing and mitigating SYStCﬂS wIET
e ha2yT - Bevdevetopeds] ; e 3

with unijue: characreristiks-and-tequiieﬁentﬁ;

Hanaling procedures shall include assignment of responsibility. the
handling method or technique for each material and equipment or generic
classification from receipt to storage and storage to installation,

the scorage locations, and a means of documenting and verifyi~gz that
the hendling was performed in accordance with the prescribed cathod

or technique.

Storage procedures for each material and equipment or generic clas-
sification shall define the storage technique, any special pre-
cautions or raquircments, the manufacturer's instructions/recom-
mendations, or applicable codes and standards for the equipment

or mezterial during storage and after installation, but prior to

use. In addition, the frequency at which verification is to be
perforaed to determine that the specified storage techniques are being
maintained, assignment of responsibility, and documented verification
of p:rformance of these activities.
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Cleaning procedures shall define the state or level of cleanli-
ness which must be maintained, for equipment and material during
storage and installation, and subsequent to installation, the
technique and controls used to estatlish and maintain the clean-
liness level, assignment of responsibility and a means of docu~-
menting and verifying that the specified cleanliness level was
establirhed and maintained.

Shippin; procedures shall include the manufacturer's recommen-
dations and any special precautions or techniques, assignment of
responsibility, and documentation and verification that the
shipper is aware of shipping requirements.



XIVv. INSPECTIOY, TEST AND OPERATING STATUS

A.

Requirement ~

“Measures shall be established to indicate, by the use of markings,
such as stamps, tags, labels, routing cards, or other suitable
means, the status of inspection and tests performed upon indiv-
idual items of the nuclear power plaat. These measures shall pro-
vide for the identification of items which have satisfactorily

. passed required inspections and tests, where necessary to preclude
. inadvertant by-passing of such iasprction and tests. IMeasures

shall also be established for indicating the operating status
of srructures, systems, and compone: ts of the nuclear power

- plant, such as by tagging valves anc switches, to prevent in-

advertent operation."
Commeat

Our pcsition is that a course of action shall be established to
assure that individuzl itens of those strustures, evereme and
=s—rcnents in the primary prese<:-+~ houndary and, s:¢isiuns neovent—
ing and mitigating systems are identified as to, the status of se-
quirer inspection and tests as prescribed by procedures instrus-~
tious or drawings in order to preclide the failure to perform cha

.test or inspection and/or inadvertent operation. The technique for

identification of equipment status shall be such that the stacus
pay be determined on or immediately adjacent to the item of equip-
ment. Implementing procedures shall describe the method for iden-
tificition of equipment inspection and test status, the methcc of
indicating operating status, such as the use of markings, such as
stamps, tags, labels, routing cards, the assignment of responsibility,

_ the wethod of maintaining an inventory of equipment test/imspection

and opoerating status, and documentation of accomplishment throughout
the tust/inspection and pre-operational phases.
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XV.

NONCONFORMING MATERIALS, PARTS OR COMPONENTS
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A. Requirement

-
t -
.

"Measures shall be established to control materials, parts, or cco-
ponents which do not conform to requirements in order to prevent
their inadvertent use or installation. These measures shall inclide,
as appropriate, procedures for identification, documentation, segre-
gation, disposition, and notification to affected organizations.
Nonconferming items shall be reviewed and accepted, rejected, re-
paired or reworked in accordance with documented procedures."

Comment .

Our position 1s that a course of action shall be established to pravent
inadvertent use of materials, parts, .ind components, in the primary
pressure poundary and eccidenc preven<ing aud mitigating systems, vhica
do not conform to the requirements of the applicable codes, standards,
license commitments, and/or procurement specifications. Lack of docu-
mentation for materials, parts and conponents required by the cudes,
standards, license commitments, procurement specifications, and the
lizznsee dsocumentation requirenme: ... is considered L 1 ¢ wwaconforiaacce
of equal magnitude to a physical defect or failure io meet operatisual
requirenmcnts. Installation is defined as the "fixing in positicn for
use." Th2 course of action shall include a requirement for pro:edures.
These implementing procedures shall assign responsibility, and pre-
scribe the documents which must be available to the person or persons
performing receipt inspection of materials, parts, and components

in order to assure conformance to all requirements. In additio:, the
means to document qualitatively or quantitatively the acceptanc:,
rejecticn, or other disposition; the mechanism for notification of

the affeocted organization and documentation of same; the mechonignm

for segregation or other means of identifying materials, parts and
components, which do not conform to the specified requirements;

the mechanism to be used in determining and documenting the basis

of action in the disposition of materials, parts, and components
such a¢ review and acceptance, rejection, repair or rework. Repair
or rewock shall be accomplished in accordance with approved instruc-
tions, procedures or dravings described in Criterion V, after design
review, where nccessary, discussed under Criterion III.
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CORRECTIVE ACTION .

A.

Requirement -

“"Measures shall be established to assurz that conditions adverse t»>

quality, cuch as failures, malfunctions, deficiencies, deviations,
defective material and equipment, and nonconformances are promptly
identificd and corrected. In the case of significant conditions ad-
verse tc quality, the measures shall assure that the cause of the
conditior is determined and corrective action taken to preclude
repetiticn. The identification of the significant condition.adverse
to quali*y, the cause of the condition. and the corrective action
taken shall be documented and reported to appropriate levels of
management., " to-

‘Commeng

- Our position is that a course of actio: shall be established and
implemer.ting procedures developed, to assure that conditions adverse
to the quality of those structures, systems and components in the.
primary pressure boundary and accident preventing and mitigating sys-
toms are promptly identified and corrected.- Significant conditions
<ovizzz to quality which differ frza those conditioc. . 'v CLuc to
quality during the course of routine inspections nurmally idencifice
and are significant by virtue of the magnitude of the adverse cordi-
tion ur the adverse effect on the structures, systems, and compounents.
Significant conditions adverse to quality shall be subjected to a
course <f action which assures that the cause of the conditiom is
determired and preventive measures taken .to preclude the recurrence
of simiiar adverse conditions.

Inplementing procedures shall provide: a mechanism for documenting failur
malfunctions, deficiencies, deviations, defective material and equipment
and nonconformances; a mechanism for assuring that each item so identified
and documented is corrected; a mechanism for assuring that corrective
action i1s identified and correlated with the-original documentation of the
condition; the basis to be used in establishing that a condition is signi:
icant; the mechanism for assuring that the significant condition, to inclt
cause and corrective action is reported to the appropriate level of manage
ment; and assignment of responsibility to include the level of management
respornsible for thc review of significant deficiency documentation.
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QUALITY ASSURANCE RECORDS .
A. Requircment B
. . . N

“Suffic’ent records shall be maintained to furnish evidence of activ-
ities affecting quality. The records shall include at least the
following: Operating logs and results of reviews, inspections, cest
audits, monitoring of work performancte, and material analyses. Tie
records shall also include closely-rrlated data such as qualificarion
of peruonnel, procedures, and equipacent..." .
Comment
Our position is that those records n:cessary to provide proof of ac-
complishment of quality affecting ac:ivitiecs required by applicable
codes, standards., regulatory requirenents, licensing commitzents, and
the quality assurance and quality cointrol procedures, instructicns,
and dravings, developed to conform with Appendix B must be maintained,
on thouse structures, systems, and couponents in the primary pruessure
boundary and accident preventing and mitigating systems. Implement-
ing procedures shall identify thosa operating loge, vewienme. ingpec—
sS~=e  tests, audits, monitorin: ~¥ work perfors.nes, marariilg
analyses, and other pertinent records wiich are to be retained. In
addition, the retention period for the sevaral types of record:.,
the cemporary and permanent storage ..ocation, and assignment of
respousibility shall be specified in the procedures.

B. Requirement

", ..Irspaction and test records shall, as a minimum identify :tie inspectc
or data recorder, the type of observation, the results, the accopta-
bility, and the action taken in connection with any deficiencies noted...

Comment

OQur position is that each procedure, instruction or drawing issued for
use in verification that the quality requirements are met; or to satisfy
the requirements of this Appendix, the applicable codes and standards,

-other regulatory requircments and licensing cormitments have been met,

4 [ ]



e

C.

-32 -

.
.

ghall tequire, as a'hinigum, the identity of the inspector or data
recordar, the qualitative and/or quantitative criteria against which

"an evaluation of acceptability may be made, the type of observation,

and the action taken in connéction with any deficiencies detected.

Requirement

" .. Records shall be identifiable aad retrievable. Consistent with
applicaoble regulatory requirements, the applicant shall establish
requirements concerning records retention, such as duratlon, lucation,
and assigned responsibility."

A

Commern.t

Our pcsition is that the implementirg procedures shall provide a

- peans of identifying all records/documents described above, in

such a wanuer thact the coacents and the structure, system or com-
ponent to which they relate, is idetrtifiable, and approximatc: date(s)
covered by the records/documents, tte organization originating the
documernt/records, and location, interim and final, of these records.
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Aunn‘s

A. chuirc'cnt

YA comprchensive systenm of planned and periodic 2udits shall be carried
out to verify compliance with all aspects of the quality assurance pro-
gran and to determine the cffectiveness of the program..."

Comment
Our position is that a detailed method shall be formulated for the
regular and orderly examination of the quality assurance program
to confirm or substantiate that all aspeccs of the quality assur~
ance program have been implemented in accordance with the procedures,
instructions or drawings. This course of action shall also establish
a means of deterwmining the cffectivencss c¢f the program through eval-
. uation of thése program examinationz by appropriate levels of managegent.

~ B. Reguirement

“eooThe audits shall be performed in accurdance with the Wiliiw procedurea

ve wiiweis ~auts by appropriately train..l .crsonnel notr iiweviug disoot

. responsibilities in the arcas being audited. Audit raesults shall be
documented and revicwed by management haviag responsibility in the
arca audited. Follouw-up ﬂctlon, including re-audlt of deficient aress,

shall be taLen wnere indicated."

Comment _ .
Cur position is that the course of action shall include provisions £»r
implementing procedures/check lists for usec in the preplanned program
examination. Thesc procedures shall: ascsign responsibility for the
audit progrecm; establish the frequency for the audits; provide the
nechanisa and eSCaulfsh a requirement for the development, review
and approval of the procedures/check Iists; provide minimum qualifica-
tions for persons participating and for their indepcundence from the
arca being audited; and prescribe the format for documenting the
results.  In sddition, the precedures shall prescrilie the mechanism
for subizicsion of audit results to appropriate manajycuent personncl
and tha Criterion for follow-up action in deficient arcas.



